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=~ MEDOCLOR’500mg

Hoat chiil, hidm hrgmg: Mbi vign chira
Cafaciar Monohydral luemg diromg 250mg
Cafacior.
Hép 2 v x B wan nang ciing SOK:
Chi djnh, cich ding, chéng chi dinh vi
edc thong tin khac: sin xam 16 huimg din
s dyng kem thea.
Bio quan na khd, & ahidi dd khdny qué
30°C. Tranh dnh adng
54 |4 8X, NSX, HD xom LOT, "MF, 'EX’
irén bea bl Ngay hét han 14 ngay 01 cin
Ihang hdl han

xa t4m lay ird am,
Soc ki hudmg din sir dung tarde khi ding.
Sdn xudl b
MEDCOCHEMIE LTB-CH Sip {Chiu Au)
Vin phéng 1-10 Constantincupaleas
3011 Limassel
Nhd méy C: 2, Michael Erakleous Strast,
Apias Athanasslos industrial Area,
4101 Agios Athanassios, Limasanl

|
16 capsules
Each capsule conlalna

Celacior Manahydrale
equivalent 1o 500 my Cefaclor. ‘

dosage and adminlsation:

See the ancloset leaflsl

Slare in a dry placa, at lamparature
below 30°C

Protect from light

Read carafully the packags insart
before tzking the medicina ‘
Kaep put of mach of children
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wmg N MEDOCLOR 500mg

i)  Cefaclor 500mg (as Cefaclor monohydrale)
:DOCHEMIE LTD- CYPRUS MEDOCHEMIE L

: .

£:LOoR 500mg [/C MEDOCLOR :
& nonohydrate)  Cefaclor 500mg (as Cefaclor m T
4 US MEDOCHEMIE LTD- CYPRUS ME i
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. MEDOCLOR 500mg [1IlC  MELx

1 (as Cefacior monohydrate) Cefacior 500mg (as C
ELTD- CYPRUS MEDOCHEMIE LTD- CYPRL

RXK

Lor 500mg [1IC MEDOCLOR 500
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MEDOCLOR®
Vién Nang Céng
Cefaclor

THANH PHAN

M3i vién nang MEDOCLOR® chira Cefaclor 250mg hodc 500mg (dudi dang Cefaclor
monohydrat).

1d dwge: Tinh bt natri glycolate, magnesi stearat.

DUQC LUC HOC

Cefaclor a mét khéng sinh cephalosporin ufing, ban tbng hop, thé hé 2, ¢6 tac dung diét

vi khudn dang phit trién va phin chia bing cich e ché tdng hop thanh té bao vi khudn,

Cefaclor ¢6 tac dung in vitro 61 voi cde chiing vi khuén sau;

Streptococcus 1an huyét beta va alpha.

Staphylococcus, ké ca nhimmg ching sinh ra penicilinase, coagulase duong tinh, coagulase

am tinh.

Streptococcus preumoniae

Streptococeus pyogenes (Streptococcus tan huyét beta nhém A) / ’
Branhamella catarrhalis i})/
Fscherichia coli

Protews mirabilis

Klebsiella spp.

Haemophilus influenzae, ké ca nhimg chiing sinh ra beta - lactamase, khang ampicillin.

Cefaclor khéng cd tdc dung dbi véi Pseudomonas spp. hodc dcinobacter spp,
Staphylococcus khéng methicilin va tit ca cdc ching Enterococcus (vi du nhu Si.
faecalis) ciing nhu phén 16n céc ching Enterobacter spp., Serratia spp., Morganella
morganii, Proteus vulgaris va Providencia reftgeri.

DUGC DONG HQC

Cefaclor duge hép thu tt sau khi udng lac doi. Thirc #n lam chim hﬁp thu, nhung tdng
luong thube duge hip thu vin khong dbi, ndng do dinh chi dat duge tir 50% dén 75% nong
dd dinh & nguai bénh ubng lae déi va thudng xuat hign mudn hon tir 45 dén 60 phit.

Vi lidu 250 mg, 500 mg va 1g ubng Wic déi, ndng d6 dinh trung binh trong huyét twong
turong tng khoang 7, 13 va 23 microgram/ml, dat duge sau 30 dén 60 phat.

Khoang 60-85% lidu sit dung duge thai trir qua nude tiéu & dang khéng dbi trong vong 8
gidr, phén 1dn thai trir trong 2 gidr dhu.

Trong vong 8 gidy sau khi ubng, ndng do dinh trong nudc tidu dat duge 600, 900 va 1.900
microgram/ml sau c4c liéu st dung twong Gng 250mg, 500mg va lg.

Thoi gian ban thai cia cefaclor trong huyét tuong tir 0,6 dén 0,9 gity; thdi gian ndy thutmg
kéo dai hon mét chit & ngudi ¢b chic nang than gidm, Néu mét chirc niing than hoan toan,
thoi gian ban thai kéo dai tir 2,3 dén 2,8 gior. Thdm tach mAu am gidm thei gian ban thai
25-30%.
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MEDOCLOR® dugc chi dinh digu tri cdc loai nhidm khudn sau gdy boi cdc ching vi

khudn nhay cam nhu sau:

—  Viém tai giira

- Nhiém trung dudng hd hép bac gém viém phdi, viém phé quan, con kich phét cia
viém phé quan man, viém hau, viém xoang, viém amidan.

—  Nhim khudn da v m6 mém.

— Nhiém khuin duong tiét nigu cdp va man tinh, bao gdm ca viém bang quang v& viém
thdn — bé thén.

LIEU LUGNG VA CACH DUNG

Ding dudng udng.

Ngwoi lom:

Lidu thong thudng ctia ngudi Iom 1a 250 mg mdi 8 gio, truong hop nhidm khuin nang
hoic nhifm khudn do céc ching vi khudn kém nhay cam thi lidu c6 thé tang 1én 500 mg
mbi 8 gidy, Téng liéu hang ngay khong duge vugt qué 4g.

Nguoi gic: Khéng cin chinh lidu.

Suy than: Thudmg khong cln chinh lidu trong truémg hop suy thin tiy trung binh dén
ndng. Thivi gian ban hiy cia Cefaclor & bénh nhén vo niéu la 2,3 - 2,8 gidy so vadi 0,6 -
0,9 gitr 0 cac bénh nhén binh thudng. Do kinh nghiém Iam sang, con gioi han vi vy ncn
thie hién theo doi can 1am sang vA lam céc xét nghidm cin thiét.

Thim tdch mau: Thoi gian ban thai coa thude trong huyét tuong giam khoang 25% 30%
do thdm téch mau. DSi véi cdc bénh nhan thim tich thuong xuyén, lidu 250 mg -1g nén
duoe chi dinh ngay trude khi thim téch. Lidu 250 — 500 mg nén duge chi dinh mdi 6 — 8
gidy trong khoang thdi gian gifta cac dot thim tach.

Tré em:

Do an toan va hidu qua ciia Cefaclor & tré dudi 1 thang tubi chua duge xdc dinh.

Tong liéu hang ngay thong thudmg 14 20mg/kg/ngdy, chia thanh nhidu lidu bing nhau,

mdi 8 gidr.

Viém phé quan va viém phdi, lidqu 20mg/kg /ngay, chia thanh nhiéu lidu bing nhau, mdi 8

gidr, N

Viém tai giita va viém hdu, lidu 20mg/kg/ngdy, chia thanh nhidu lidu bing nhau, mdi 12

gio. )

Trudng hop nhidm tring do lién ciu tan huyét beta, Streptococcus sp. thi viée diéu tri nén -

dwge tiép tuc it nhit 10 ngay.

CHONG CHI PINH
Qué mén v&i cae Cephalosporin.

THAN TRQNG

Trude khi didu tri véi MEDOCLORY, phai ¢b ging tim hidu k§ xem trude ddy bénh nhan
cé phan (ng qui man vé&i Cefaclor, cde Cephalosporin hoge Penicillin, Nén cAn than khi
chi dinh Cefaclor cho céc bénh nhén nhay cam vdi Penicillin vi da c& ghi nh@n ¢6 phan
tmg di tmg chéo bao gbm phéan img phan vé giita cdc khang sinh nhém beta-lactam.

Néu bénh nhan ¢6 phan tng dj tmg véi Cefaclor thi cén ngung ding thude va sir dung
loai thudc thich hep khic khong thude nhém Cephalosporin,
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mac. Viée ngung ding thudc ¢d Thé 1a thich hop trong cic trudmg hgp bénh nhe. Cac
tn{fmg hop ning hon cdn 4p dung thém céc bi¢n phap khac, do viém dai tring gia mac ¢
thé de doa tinh mang.

Can thén trong khi sit dyng Cefaclor & cac bénh nhan suy than ning vi khi d6 thdi gian
bér} hity ctia thubc bi kéo dai. Nén theo d&i ldm sang cn thin va 1am cdc xét nghiém cin
thist.

ANH HUONG CUA THUOC PEN KHA NANG LAI XE VA VAN HANH MAY
MOC

Negudi bénh ding thuéc nén than trong khi 14i xe va van hanh may méc do thude ¢ thé
gdy hoa mét, ngii ga.

PHIJ NU MANG THAI VA CHO CON BU

Céc nghién ctru v& kha nang sinh san thuc hién trén dong vit khong cho thiy co ddu higy
gy hai trén kha ning sinh san hodc tac ddng gy di dang bao thai. Tuy nhién két qua
nghién cfru trén sic vat khong ludn tién dodn duge cdc ddp g trén ngudi, Chua cd cée
nghién ciru ddy di va co dbi ching tt trén phu nif c6 thai, Vi vy cin can nhic thit cén
thén gitra lgi ich didu tri va cde nguy hai co thé x4y ra cho thai nhi.

Cefaclor durge bai tidt qua sita vai mdt lugng nhd, chua cb s6 lidu ndo vé cdc anh hudng
ctia thudc trén tré con b, Cén than trong khi chi dinh vA khuyén cao nén ngung cho tré

bil. _
0
TUGNG TAC THUOC
Véi cde thude khde:
Probenecid: Han ché sy bai tiét qua thin cia Cefaclor.
Warfarin: Ding chung cefaclor da ghi nhdn c6 s6 hiém cac trudmg hop lam gia tang thi i
gian prothombin, cé hofic khong cd xudt huyét 1dm sang. Khuyén cdo theo d&i thudng
xuyén thdi gian prothombin, néu cin thiét ¢in didu chinb lidu lwgng warfarin.
Anh huremg trén két qua xét nghiém:
Ther nghiém Combs: Cho két qua duong tinh gia trong cde nghién ciru huyét hoe hofic
trong cdc phuong phap thir nghiém tuong thich truyén méu, holic trong lam xét nghiém
Combs & tr¢ so sinh ma meg ching di dung Cefaclor trude khi sanh,
Glucose niéu: Phan tng dwong tinh gia co thé xAy ra vdi vién thit sulphate ddng holic -
dung dich Fehling hogc thudc thir Benedict.

TAC DUNG KHONG MONG MUON

Hé than kinh trung wong: Kich dfng, I 1An, hoa mit, tang hoat dgng ¢6 hdi phuc, mét
ngt, cang thing, ngit ga da co bdo cdo nhung rat hiém.

Hé tiéu hod: Thudng gip tiéu chiy, nhung hiém khi ning dén muc cén ngung didu tri.
Budn ndn, nén da ¢6 bdo cdo thiy. Viem rudt két, s hiém truémg hop viém dai trang gia
mac.

Nié¢u — sinh dyc: Ngtra bd phén sinh duc, viém dm dao, ndm Candida Am dao.

Huyét hoc: Thir nghiém Combs duong tinh. Tang bach cAu ua eosin, hiém gip céc truomg
hop giam lwgng tidu cu. Tang té bao bach huyét nhe, giam bach ciu, Rét hiém thiy cdc
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trung tinh c6 héi phuc.

Gan: Tang nhg AL'T v AST, viém gan nhe va vang da v mét.

H¢ mién dich: Céc phan (g qud mAn nhu soi, ngtra, mé day. Diéu tri bing cach ngung
ding thuéc, cic tic dung ndy thudng giam, Hong ban da dang, ndi ban, va cac phan tmg
di tng da khic, viém khép va chimg dau khép, c6 holic khdng ¢6 sbt, cac biéu hién gidng
triéu chitng ctia bénh huyét thanh d4 ¢6 bao céo thiy. it xay ra bénh hach bach huyét va
protein niéu.

Trigu ching gidng bénh huyét thanh thuong xay ra trong khi hoic sau khi 4p dung dot
diéu tri thit hai vi Cefaclor, va thudng thdy xay ra o tré, Cée trigu

chimg xuft hién nhanh khi bt d4u diéu tri va thudng bién mét nhanh sau khi ngung didu
tri.

Hoi1 chitng Stevens-Johnson, chodng phan vé va hoai tir biéu bi nhiém doc hiém khi xay
ra, Phan (mg phan vé c6 thé bidu hign bai cac triéu chimg riéng & nhur phii mach, suy
nhuge, khé thé, phit mat va chi, liét, ngdt va gisin mach. Cac phan Gng niy thudng gip
hon & cic bénh nhin nhay cim véi penicillin. S8 hiém céc truong hop cic tridu chimg
kéo dai trong vai thang,

Then: Két qua phan tich nudc tiéu khong binh thuong, ting nhe uré huyét hoic creatinin
huyét thanh, viém than k& hdi phue da cé bo cdo thdy nhung hiém.

Thong bdo cho bdc sy cde tdc dung khing mong mubn gdp phdi khi stk dung thudc.
QUA LIEU

Cic triéu chimg qua liéu bao gdm tiéu chay, dau thuong vi, budn ndn, va ndn. Néu udng
mét hrgng thudc gip 5 1an lidu khuyén cdo hing ngay, cin khi doc dudmg da day-rudt,
rira da day hofic ding than hoat. Ngodi ra cin ap dung bién phép diéu tri nang d& va didu
tri triéu chimg.

QUI CACH DPONG GOI: Hop 2vi x 8 vién nang.

BAO QUAN: Noi khé, & nhiét do dudi 30 °C, tranh 4nh séng.
HAN DUNG: 36 thang k& tir ngay san xuét.

Khong ding thubc khi a3 qud han sie dung.

.y
Doc kp hwdng din siv dung truée hhi ding.
Néu clin thém théng tin, xin hoi y kién bdc si.
Trdnh xa tim tay tré em.
San xuét béi MEDOCHEMIE LTD - Céng Hoa Sip (Chau Au). >,

Van phong: 1-10 Constantinoupoleosstr., 30TLimassol -
Nhér may C: 2, Michael Erakleous Street, Agios"}h}canassias Industrial Area, 4101 Agios
Athanassios, Limassol ; )
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