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W), hypromelose 2208 (100 mPas). methacrylic
ghkpme elidnse, acld stearic, magnasi stearat, sepifilm
LP770, oxyd ﬂivanu. G

DANG BAD CHE: Vign nén Ba | .'-.- 4
M0 td san phdm: Vign ném ban gy hal mat tron, canh vA thanh vien lnh 130,
CHI BINH: Didy tr cac nhidm khudn do cdc vi knudn nhay cam:

Viém phé qudn cdp tinh va dgt clp clia vigm phe qudn man tinh do Streplacoccus pneumonias, Haemophilus
infivenzae (bao gbm chimg sinh ra bela-lactamase], Haemophius parzinfusnzae, Moraxella catarrhalis (bag
gbm ching sinh ra beta-lactamase) va Staphylococous aursus.

Vigm hong v vidm amidan do Streptacocers pyogenes (Streplococc nhém &) gay ra.

Viem phfi do 5. pneumoniae, H. influenzae (bao gfm edc chilmg sinh ra beta-laclamase) va M. catarrhalis (k€ ci
cdc ching sinh ra beta-lactamase) gdy ra.

Mhigm khudn duing 1€} nigu dusi khong bigh ching, bao gm vigm bidng quang v nhidm tring tiéu khong trisu
ching, do Escherichia colr, Klebsiefiz pneumaniae, Profeus mirabilisva Staphyincoceus saprapiyhicus giy ra.
Nmiém khudn da va o4l trit da gdy ra béi 8. pyoganes (Streptococci nhom A), 8. 2ureus (bao gdm céc ching sinh
ra bela-lactamase) va Staphylocoecus apidermidis (bao gm cac chiing sinh ra beta-lactamasey.

Nén thyc hién vifc nghin ciu vi khun hoc, dd xde dinh sinh vt gay bénh va tinh nhay cam wi cefaclor. Khi o
kel qud, difu tr khdng khudn nén duge didu chinh cho phi hop.

CACH DONG, LIEU DUNG:

Ding dubng udng. Nudt nguyEn vién, khing nghién hojc nhai vién. Udng trong bia an.

M fdn v nguoi cao tudi;

Vigm hgng, viém amidan, nhifim tring da vi cfu trie da: 375mg x 2 1n/ noay.

Nhigm tring duing 1ié1 nifu dudi: 375mg x 2 1dn/ ngdy hode 500mg x 1 idn/ ngay.

Vism ph# qudn: 375mag hodc S00mg x 2 140/ ngay.

Viém phdi: 750mag x 2 dn/ ngdy. Thii gian didu trj trong 14 nghy.

Nhiing ngutii cao tudi ¢o chic ndng than binh thuting khang cdn didu chinh lidu.

Tins 2n todn va higu qui clia cefaclor (vién nén bao phim gidi phong chim) d3i vi tré em chua duge thift Bp.
Trong didu tri nhiBm tring oy ra bl §. pyagenes (Streptococei nhdm A), thal gian diéu tr it nhat 13 10 ngay.
Ho3c theo chi diin cla Thiy thefc.

CHANG CHI DJNH: Ngudn banh ¢b tién s dj ing vdi khing sinh nhom caphalosporin hodc vdi bt ky thanh phdn
nio cla thudc.

CANH BAO YA THAN TRONG KHI DUNG THUGG:

Trube khi didu trj bang cefaclor, ¢dn xdc dinh wem bénh nhin cd phdn tng gl min tnsc véi cefaclor,
cephalosporin, peniciin hodc cic log! thudc khdc hay khang. Can thin trong khi ding cefackor cho nhing bénh
nhin nhay cdm wai penicifin va vai b3t ky cc khdng sinh 43 dugc ghl nhén,

Neéuxy ra phén ing di (ing véi cefaclor, nén ngimg thudt vA thay the bling phudng phdp au tri thich hop.

Vigm dai tring gid mac 43 dupe bao cdo vdi hdu hdl cac khang sinh phd ring, bao géim macralid, penicilin bdn
iéng hgp va cephalosporin. Do 40 phii xem xét chin dodn & nhiing bénh nhin bi tidy chay l/8n quan d&n vieg si
dung thubic khdng sinh. Vitm dai tring cé thé n&m trong midc 68 nghiém treng il nhe déh de doa 08N tinh mang,
Cag truing hgp nhe thubng chi ¢in ngimg thue. Trong trding hdp vila ddn nng, cdn thyc hidn c4c bitn phap
thizh hop.

Vigs sif dung cefaclar kéo dai o6 thé dlin dén sy phét trifn gué mic clia cdc sinh vit khang nhay cam. Neu boi
nhifim xdy ra trong khi didu tri, cdn thuc hign cic bign phip thich hop.

Phn Ung dugng tinh gid d& vali glucosa trang nui; tiéu cf thé xdy ra vfi céc dung dich cla Benadict hoac Fehling
frodes wdi cdc vién thil nghim Bdng sulfat,

Trong edng ihifc cd k& duge manitol ¢6 thé gdy nhudn tring nhe.

50 DUNG THUDC CHO PHY N €4 THAI VA CHO CON BU:

Phy nif ¢ thai:

Gic nghiln cdu trén ding vit &3 cho thily khang cb biing chiing vé khd ning sinh sin bi suy giam hodc giv quél
thai ¢ cetaclor, khéng eb nghién ety ddy di vl dugc kiém sodt 181 & phy n mang thal, Nén duoc chi dinh ding
nguill mang thai khi thit cin thigl.

Py nif cho con bi;

MGt lugng nhé cefacior 43 dude phat hign trang sa mg sau khi ding fiéy duy nhat 500 mg, Trung binh khodng
0.2 migrogam/ ml hagc it han duge phdt hign 5 gid sau do. S4 lugng dal vét d3 duge phat hign fai mOt gid. Tae
dig cua thude trén tré dang bo me chua r, nén thin trong khi ding cefaclor cho phy nil cho con b,

ANH HUGNG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Thdn trpng khi vdn hanh mdy mde, dang i th xe, ngudl [3m viéc trén cao va cdc trultag hip khie.

TUONG TAC, TUONG KY CUA THUOC: & ngusi bénh diing dfing thii cetaclor v warfarin, cdn then 481 1néi gian
prothrombin va digu chinh lidu ndu cdn thigl

M d¢ hap thy clia cefaclor (vién nén bao phim gidi phdng ch&m) gidm di néu sl dung cdc thudc khang acid
trong wing mt gid sau khi wing Wi cd chia magnesi hydroxid hod¢ nhdm hydroxid. Chal ehen H2 khing Bm thay
dditbe 86 hogc muc 6 hip thy.

Probenecid dc chd thai tril cetaclor trang huyét thanh.

TAC DUNG KHONG MONG MUGN COA THUBC:

Tdc dyng khitng mong mudn thung g4p chi § mic 63 nhe va thedng qua. Khodng 1,7% béah nhan xiy ra cic
phan ing nghidm trgng phai ngimyg didu tr. Cde e dung khing mong mun ssu diy di duge bio cdo trong cic
Ihit nghigm 1am sdng. Cde tde dyng khdng mong mudn ndy xay ra dudi 1%, ngoai trif cdc téc dyng khang mong
musfin da néu trin, bao gdm: L

Tiby hoa: TiEw chay (3,4%), bubn ndn {2,5%), ndn mig va khi tidy

Qud mdn; Phat ban, mé day hojc ngta xdy ra & khadng 1,7% bénh nhén. Mt phdn dng gidhg nh binh huyét
thanh (0,03%) 03 dugc bio cdo trong s& 3.272 bénh nhan ugc difu trj bing cefaclor (vién nén hao phim gidi
phong cham) trong cdc thit nghigm 13m sing cb kifm sadt,

Phan ung giting nhu bnh huydt thanh (ban 82 da dang nhe, phdt ban hodc bidu hign da khic kém thea viem
Khap/ dau khip, ob hodc khbng of stt) d3 duge bdo cio vél cefaclor. BEnh hach bach huyét va protein nidu B
khing thuling xuygn, khong cd phiic hoe miEn dich huu dfng vi khing o6 bing chiing vé di ching. Thinh thedng,
cdc Iridu ching don dbe cd thé xdy ra. nhung khiéng bidu hign phan (tng glfhg nhe benh hay8t thanh, Céc phin
{ng ging nhu bénh huy&t thanh 1 do qud man v thuling sy ra trong hojic su det didu 1ri thi hat (hodc tigp thao)
vii cetaclor. Nhiing phan ung ndy thuimg gip han & tré nhd 50 val ngudl Mn. Thubng xdy ra vai ngay khi bt ddu
didu tr} v gidm ddin sau khi ngimg didutri. Thudt knang histamin vi corticosteraid [2m tang &idu tr] brifa ehimg

*Kefcin 375
CEFACLOR 375 mg SR

Huy#1 hoe va bach huyél: Tang bach ciu ua eosin.

Sinh dyc - nidue: BEnh ndm Candida Im dao (2,5%) v vism am dag (1,7%).

Cde tc dyng khong mong nudn sau day da dugc bdo céo, nhung & mie 4 khibng xdc dinh

Hé thén kinh trung uong: Wit ddu, chéng mai va hudn ngi.

Gan: Tang thodng qua ciia AST, ALT vi phesphatase kigm

Thén: Ting thodng gua BUN hofic creatinin,

¥t nghiém trong phéng thi nghiém: Gidm tifu cdu thodng qua, gidm bach cu 13ng lympho, gidm bach cdu va
nudc tiéu bt thuing.

Ngoal edc tdc dyng khong mong mutin duoc 1iét k& & trén, cdc tic dung khing mong mun sau diy cing 43 duys
bao cdo 3 nhimg béah nhién dudc didutrj bling cefackor:

Ban @0 da dang. 581, sfc phin v (oo thd ph bish hon & nhimg bénh nhan cd tifn sif di dng peniciling, hEi
ching Stevens-Johnson, &1 nghigm Coombs tryc tifp ¢uong tinh v ngtta sinh dyc. Cdc tridu ching cia viém
dai trang gid mac cb thé xudt hign trong hodc sau khi didutri bing khang sinh. Cic trigu ching phan vé cb bidu
hign nhu cae tridu ching don ddc, bao gdm phis mach, suy nhuge, phii né (bao gdm ca miat vi chin tay), khé
thi, di cam, ngdt, hode gidn mach.

HEgm ki, cac trigu chiing qué mdn ¢4 thd kéo gl trong vAi théng

Cac phan ing sau ddy 83 duyc bdn cdo hi¥m khi & nhilng bénh nhan duoc 4180 tr bing cefacior:

Hogi il thugng bi nhifm dgc, viem than k& néi phye, «oi loan chic nang gan, bao pém (f mat, tng thii gian
prothrambin & bgnh nhan ding cefaclor va warfarin dng thii, tang dong héi phuc, kich d8ng, cing thing, mat
nigli, ki ldn, 4o gide, 13ng truong Iyc co. thisy méu bl san, mat bach ciu hat va thigl méy tan méy

Cac phan ing phu sau ddy dd duge bao cdo d nhing bénh nhdn dugs didu trf bing cde khdng sinh beta-laciam
khac:

Vitm dai trdmg, rdi loan chiic ndng 1han vi bénh doc thin,

M3t 56 thuic khing sinh beta-lactam co i quan dén co gidt, dic bigt & nhing bénh nkan suy than ma khéng
gidm lidu. Néu xdy ra co gidt, nén ngiing thudic, Lieu phip chiing co gist ¢6 the due dua ra ndy chi dinh Em
sang.

Théng bio cho bac sFhdng tic dyng khéng mang mudn gip phéi khi s dung thudc.

QUA LIEU VA CACH XU TRI: C4c triéu ching qué 118U c6 thé 1 busn nén, nbn, dau thuging wj va tidu chay. M
04 niing cla dau thupng vi va tidu chdy ign quan dén lidu ding. NEU ¢6 cdc 1rifu chimg Hhdc, ¢b thE do g (ing
hojic tde adng clia mit nhidm djc khic hodic cia bénh hidn mic cla ngudi bdnh.

Xirtri qud ligu cin xem xét dén kha ndng qud 1fu cita nhidu loal thuft, tong tic thude va dupc ddng hoc bt
thuing d nguth bgnh, Khiing cln phil rira dy day, rudt trirkhi 63 uSng cefaclor vai lidu 540 5 Mn idu binh thubng
Bdo v dudng hd hdp cho ngui bénh, hd trg thing thodng khi va truyén dich. Lam gidm hap thu thudc bAng
céich cho uiing than hogt nhiéu 1dn. Go thé ria dg day va thém than hoat holic ohf diing than hoat. Gly Ioi niéy,
th&m phan mang byng hodc loe meu chua duge xde djh 13 o6 bl trong diutr] gus i

BAC TINH DUQC LUC HOC:
M3 ATC: JONDCO4

Keftin 375 SR vii thinh phin hoat chat chinh 13 celacior, khd nhdm cephzlosporin bin tng hdp thE ha
2, o Vic dyng didt vi khudn do dc ché qua trinh ting hop thanh % bao vi khudn,

Cetaclor cf e dung n wtro 861 vik cdu khudn Gram dudng tugng ty cephalexin, nhung ¢é tic dung manh tion
d6i vt cac vi khusn Gram 8m, ddc biét vol Haemophilus infivenzas va Koraxella catarhalis, noay ¢ véi H.
infiuenzae vi M. catarrhalis sinh ra beta-lactamase. Tuy nhifn, tic dyng trén fy cdu sinhag gla-lactamase va
penicilinase thl y&u han cephalexin. PN
Tréén in valro, cefaclor oo tic dyng @i véi phdn I8n cic chiing vi khudh sau, phidn 1p dugc (7 ogtiol i
Vikhudn hiél khi Gram duong: Staphyfococsus, k8 ¢ nhing chiing sinh ra penicilinase, caanulase B
coagulase dm tinh, tuy nhidn cd bidy hign khdng chéo gilla cefaclor va methicilin; Strapt
Streploceccus pyoganes (Strepococcus tan mau beta nhoam A); Propionibacierivm acnb: Corihels
diphtherize. Vi khun hils khi Gram 3m. Moraxelia catarrhali: Haemophilus infivenzae (kég

ra bela-lactamase. khang ampicilin, Escherichia coli; Proteus mirabilis; Kiabsisia spp.: f,' ohzclak
Nefssana gonorrfioeas: ./ ‘

VI khudn ky khi: Bacteroides spp. {ngoal \rir Bacteroides fragiis 14 khing), c4C. Eentee
Paptosiraptocoscus v
Cefaclor khdng cf tdc dung d8) v Pssudomonas spp. hodc Acinchacler spp., SRR viococcus khang
methicilin va t81 ci cdc ching Enteracoecus (W dy nbu Enteracoccus fagealis cing nht phdn lon cic ching
Entorobacterspp.), Serratiz spp., Morganelia morganil, Proleus veifgaris vi Providencia rettgert

Khing thudc:

Vi khun khdng lai cefaclor chil yéu thee co ch bigh ddi PRP dich, sinn beta-lactamase hodc lm gidm tinh
thim clia celaclor qua mang 18 bao vi khudn. Cdc co ché khang thusic nay hiu hatl do thay @i gen hodic do 06t
g chromosam hode thii nhén duge qua plasmid hodc transposon.

Hién nay, mft s6 ching vi khudn nhay cam da tri nén khing voi cefacior vi cds khdng sinh cephalosporin the
hg 2 khac, dic biél 13 cdc ching Streplosoccus preumontas khing penicilin, céc ching Klsbsislie preumanize
va E. cofisinh beta-lactamase hoat phé rdng (E5BL).

DAC TiNH DUJC DONG HOC:

Hip thu:

Sau khi dn mit gid, sinh khd dyng tueng ddi clia cefaclor vién nén biao phint gidi phang chim R 91 - 94% so val
celaclor chuin. Do dé. nén udng trong bla dn hodic khiing qud mBt g sau khi 3n

Phan bé;

Sau ktu ding 376mg, 300mg vd 750mg & binh nhdn sau kbl &n, néng dg dinh trun binh trong huydt thanh
tugng Gng 18 4, 8va 11 microgam/ mi, trong vong 2,5 - 3 gits, Khiing cb thd tich Iy duge ghi phin khi ding hai
1dn mBl ngay.

Chuyén héa va thai trit

Rhéng ct chdt chuyén hda duge biét dén. This gian bdn thai trung binh 13 mdt git va khiing fihy thide via dang
bito chd. Khiing cdn didu chinh 11y & ngudi cao 1udi 6 chilc ning thin binh thifing, suy thin nhe vi néng db
dinh trong huyet trong cao hon va AUC khiing oo ¥ nghla lm sang rl ring.

QUY CACH BONG GOz Hip 1 v« 10 vifin,

HAN DUNG: 24 thing ké 10 ngay sin xuit,

DIEU KIEN BAD QUAN: Not khs, nhigt d khang qué 30°C. trénh &nh sdng.

Kniing ¢4 di chdng nghiém trong ndo duoc bia cc. TIEU GHUAN: TGGS.

Sén xut tgi: Mol i vl s i,

CONG TY CG PHAN DUGC HAU GIANG - Chi nhdnh nha may dugc phim DHG tai Hau Biang . "~ . (@ 0252 3899000

Ld B2 - B3, Khu cng nghigp Tan Phd Thanh - giai doan 1, %3 Tdn PhQ Thanh, huyén Chiu Thinh A, tinh Hiu Giasd < . T o
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