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San xuét taif Manufactured by;

CONG TY C.P DUGC PHAM HA TAY/ HATAY PHARMAGEUTICAL 1.5.C
La Khé, Ha Déng, TP Ha Ngi/ La Khe , Ha Dong, Ha Noi Gity.

BAO QUAN/ STORAGE: Nai kho, nhiét d6 dugi 30°C/ Store in a dry place, below 30°C
TIEU CHUAN/ SPECIFICATIONS: TCCS/ Manufacturer's,

GMP - WHO HATAPHAR
CLACELOR 8616 SX (Lot.No)
Ngay SX (Mfg. Date):
HD (Exp. Date) CLACELOR
120.70.19
Rx THUAC BAN THEG BON HOP 1 Vi X 12 VIEN NANG CUNG
AR CLACELOR
THANH PHAN/ COMPOSITION:
M&i vién nang chita/ Each capsule contains:
Cefaclor 250mg [+
Ta dugc vd/ Excipients q.s- .............1 vién/ 1 capsule. o
CHi BINH, CACH DUNG - LIEU DUNG, CHONG CHIi DINH VA CAC THONG TIN KHAC/ =l
INDICATIONS, DOSAGE-ADMINISTRATION, CONTRAINDICATIONS AND OTHER INFORMATION: 2
Xem 13 hudng dén s dung trong hép/ See the intemal leafiet. o
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG/ READ CAREFULLY THE INTERNAL LEAFLET BEFORE 5
USING. DE XA TAM TAY TRE EM/ KEEP OUT OF REAGH OF CHILDREN. [T}
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Hueong din sir dung thudc:
Thubc bén theo don.
Clacelor

¢’ PHAN

DUJC PHAM

-Dang thude: Vién nang ciing

-Qui cich déng goi: Hop 1 vi x 12 vién nang cimg

-Thanh phin:  MJi vién nang ctng chira
Cefaclor 250 mg (=
Té dugc vd 1 vién

(Ta dwoc gom: Microcrystallin cellulose, Crospovidon, Pregelatinized starch, Natri laurylsulphat, Silicon
dioxid).

- Duge Iy va co ché tac dung

Cefaclor la mét khéng sinh cephalosporin udng, ban tong hop, thé he 2, ¢ tac dung diét vi khuan dang trong
giai doan phat trién va phan chia bing cach trc ché téng hop thanh té bao vi khuan. Thuéc gﬁn vao cdc protein
gan vai penicilin (Pemcﬂm bmdmg protein, PBP), Ia cac protein tham gia vao thanh phan ciu tao mang té bao
vi khuén, dong vai trd 1a enzym xiic tac cho giai doan cudi ciing cua qua trinh tong hop thanh té bao. Ket qua
1a thanh té bao dugc téng hop s& bi yéu di va khong bén dudi tac dong cua ap luc tham thau. Ai lyc gén cua
cefaclor v&i PBP cua céc loai khac nhau s& quyét dinh phd tac dl,mg ctia thude.

Ciing nhu cac khang sinh beta-lactam khac, tac dung diét khuan ctia cefaclor phu thudc vio thoi gian. Do vdy,
muc tiéu can dat cuia ché d6 lidu 1a t01 uu héa khoéng thoi gian phoi nhiém cuia vi khuan véi thude. Thoi gian
ndng do thudc trong méu 16n hon ndng do tre ché téi thiéu cua khang sinh vé&i vi khuan phan lap (T > MIC) la
théng sé duge dong hoc/dugc luc hoc ¢6 lién quan chjt ch& dén hiéu qua diéu tri cua cefaclor. T > MIC cén
dat it nhét 40 — 50% khoang c4ch gita hal lan dua thubc.

Cefaclor c6 tac dung in vitro ddi v6i cdu khudn Gram duong tuong tu cefalexin nhung c6 tac dung manh hon
ddi véi cac vi khun Gram am, dic biét véi Haemophilus influenzae va Moraxella catarrhalis, ngay ca voi H.
influenzae va M. catarrhalis sinh ra beta lactamase. Tuy nhién, tic dung trén tu cdu sinh beta-lactamase va
penicilinase thi yéu hon cefalexin.

Trén in vitro, cefaclor c6 tac dung d6i v&i phén 16n cac ching vi khuan sau, phén lap duogc tir ngudi bénh:

Vi khuan hiéu khi Gram duong: Staphylococcus, ké ca nhimng ching sinh ra penicilinase, coagulase duong
tinh, coagulase am tinh, tuy nhién c6 biéu hién khang chéo giita cefaclor va methicilin; Streptococcus
pneumoniae, Streptococcus pyogenes (Streptococcus tan méau beta nhém A); Propionibacterium acnes;

Corynebacterium diphtheriae. 4

Vi khuan hiéu khi Gram 4m: Moraxella catarrhalis; Haemophilus influenzae (ké ca nhiing chung sinh ra beta
lactamase, khang ampicilin); Escherichia coli; Proteus mirabilis; Klebsiella spp.; Citrobacter diversus;
Neisseria gonorrhoeae;

Vi khuan ky khi: Bacteroides spp. (ngoai trir Bacteroides fragilis 1a khang), cac Peptococcus, cac
Peptostreptococcus.

Cefaclor khong c6 tac dung d6i voi Pseudomonas spp. hodc Acinobacter spp., .Stapigyfococcus khang
methicilin, tat ca cac chung Enterococcus (vi du nhu Enterococcus faecalis cling nhu phan Ién cic chiing
Enterobacter spp., Serratia spp., Morganella morganii, Proteus vulgaris va Providencia rettgeri.

Khang thuoc:

Vi khuén khéang lai cefaclor chu yéu theo co ché bién dbi PBP dich, sinh beta lactamase hodc lam giam tinh
thdm cua cefaclor qua mang té bao vi khuan.

Hién nay, mot s6 chiing vi khudn nhay cam d6 tr nén khang véi cefaclor va céc khang sinh cephalosporin thé
hé 2 khac, ddc biét la cac ching Streptacoccus pneumoniae khang penicilin, cac ching Klebsiella pneumoniae
va E. coli sinh beta-lactamase hoat phd rong (Extended spectrum beta lactamase, ESBL).

- Duge dong hoc . , . :

Cefaclor bén viing véi acid dich vi va dugc hép thu tét sau khi udng luc doi. Voi liéu 250 mg ubng lic doi,
nong do dinh trung binh trong huyét tuong tuong Ung khoang 7val3 mlcrogamfml dat dugc sau 30 den 60
phit. Thirc an 1am chém hap thu, nhung téng lugng thudc dugc hip thu van khong dbi, ndng do dinh chi dat
duoc tir 50% dén 75% ndng do dinh & ngudi bénh uéng lic d6i va thuong xuét hién mudn hon tir 45 dén 60 phut.

Nira doi thai trir ctia cefaclor trong huyét twong tir 30 dén 60 pht; thoi gian nay thuong kéo dai hon mét chit &
ngudi c6 chirc nang than giam. Khoang 25% cefaclor lién két véi protein huyét tuong. Néu mét chirc ning than
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hoan toan, nira ddi thai trir kéo dai tir 2,3 dén 2,8 gid. Ndng d¢ cefaclor trong huyét thanh vuot qué ndng do trc
ché t6i thiéu, d6i vdi phan lén cc vi khudn nhay cam, it nhat 4 gios sau khi ubng lieu diéu tri.

Cefaclor phan b0 rong khip co thé; di qua nhau thai va bai tiét trong stta me ¢ ndng 46 thép. Cefaclor thai trir
nhanh chéng qua than; t61 85% lidu sir dung duge thai trir qua nude tidu & dang nguyén ven trong vong 8 gio,
phan 16n thai trir trong 2 git dau & ngudi ¢d chire néng than binh thuong. Cefaclor dat ndng do cao trong nudc
tiéu trong vong 8 gid sau khi udng, trong khoang 8 giv nay néng dd dinh trong nudc tiéu dat duge 600
microgam/ml. Probenecid lam cham bai tiét cefaclor. Mot it cefaclor dugc da0 thai qua thim phan mau.

-Chi dinh

+ Céc nhifm khuin dudng hd hap trén va ho hip du6i mic d6 nhe va vira do céc Vi khuin nhay cam, dic biét
sau khi d6 dung cac khang sinh thong thudng ma bi thit bai: viém tai gilta cép, viém xoang cép, viem hong,
viém amidan tai phat nhidu 14n, viém phé quan cap c6 boi nhidm, viém phéi, dot bung phat cua viém phé quan
man tinh. Doi voi viém hong cép do Streptococcus beta tan mau nhém A, thubc duge ua ding dau tién 1a
penicilin V dé phong bénh thap tim.

' Nhiém khuin dudng tiét niéu khong bién ching do céc ching vi khuan nhay cam (bao gdm viém thén -
bé than va viém bang quang). Khong dung cho trudng hop viém tuyén tién liét vi thudc khé tham vao t6 chic
nay.

+ Nhidm khuin da va m6é mém do céc ching Staphylococcus aureus nhay cam vé&i methicilin va Streptococcus
pyogenes nhay cam.

-Chdng chi dinh :

Ngudi bénh ¢c6 tidn str di tmg/qua man vai cefaclor va khang sinh nhom cephalosporin.
-Thén trong

Véi cac ngudi bénh ¢ tidn sir man cam véi cephalosporin, dic biét véi cefaclor, hodc véi penicilin, hodc vdi
cdc thube khac. Phéi than trong voi ngudi bénh di img vi penicilin vi ¢6 min cam chéo (5 — 10% sd trudng
hop).

Cefaclor dung dai ngay co thé gay viém dai trang gia mac do Clostridium difficile. Thén trong ddi véi ngudi
bénh co tién sir dudng tiéu héa, dic biét viém dai trang. Cin nghi ngo viém dai trang gia mac khi xuit hién
tiéu chay kéo dai, phan c6 méu ¢ bénh nhén dang dung hodc trong vong 2 thing sau khi dimg liéu phap khéng
sinh. !

Cin than trong khi dung cefaclor cho ngudi ¢6 chirc ndng than suy giam n3ng. Vi nira doi thai trir cia cefaclor
& ngudi bénh vo niéu la 2,3 - 2,8 gior (so véi 0,6 - 0,9 gio ¢ ngudi binh thudng) nén thuong khéng cin didu
chinh lidu déi véi ngudi bénh suy than trung binh nhung phai gidm lidu & ngudi suy than nang. Vi kinh
nghiém ldm sang trong sur dung cefaclor con han ché, nén cén theo ddi 1am sang. Cén theo ddi chuc nang than
trong khi diéu tri bang cefaclor phéi hop véi céc khang sinh ¢6 tiém ning gy doc cho than (nhu nhém khéang
sinh aminosid) hodc voi thude 1gi niéu furosemid, acid ethacrynic.

Test Coombs (+) trong khi diéu tri bing cefaclor. Trong khi lam phan Umg chéo truyén méau hodc thir test
Coombs & tré so sinh c6 me da dung cefaclor trude khi dé, phan img nay c6 thé (+) do thudc.

Tim glucose nigu béng céc chat khir ¢6 thé duong tinh gia. Phan ung duong tinh gia s& khong xay ra néu
dung phuong phap phat hién dac hi¢u bing glucose oxydase.

-Thoi ky mang thai

Céc nghién ciru trén dong vat véi liéu gap tir 3 - 5 14n lidu téi da ding cho ngudi (1 500 mg/ngay) khong cho
thdy bang chimg gy anh hudng dén bao thai cua thude. Khéng sinh cephalosporin thudng duge coi 1 an toan
khi stir dung cho phu nir c6 thai. Tuy nhién, do chua cé cong trinh no dugc nghién ctru ddy du & ngudi mang

thai nén cefaclor chi duoc chi dinh ding & ngudi mang thai khi thét can thiét.

-Thoi ky cho con bit
Néng dg cefaclor trong sifa me rét thip (0,16 - 0,21 microgam/ml sau khi me¢ dung lidu duy nhat 500 mg). Téac
dong cua thudc trén tré dang bi me chua rd nhung nén can thén trong khi thay tré bi ia chay, tua va ndi ban.
Mic du cefaclor khong dugc dic biét liét ké trong danh sach nhung Hiép hdi Nhi khoa Hoa ky xép cac khang
sinh cephalosporin khac nhu cefadroxil va cefazolin viao nhém thude tuong hop véi thai ky ¢ !

-T4c dung khong mong mudn (ADR)

Uéc tinh gap & khoang 4% ngudi bénh dung cefaclor. Ban da va ia chay thuong gép nh
e Thuong gap, ADR > 1/100 :

Mau: Tang bach cau ua eosin.

Tiéu hoa: Ia chay.

e o
.S/ CONG TY
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Da: Ban da dang sdi.
o [lrgap, 1/1000 < ADR < 1/100
Toan than: Test Coombs truc tiép duong tinh.
Mau: Tang té bao lympho, giam bach cau, giam bach cAu trung tinh.
Tiéu héa: Bubn non, non.
Da: Ngira, nbi may day.
Tiét niéu - sinh duc: Ngtra bd phan sinh dyc, viém 4m dao, bénh niam Candida.
o Hiém gdp, ADR <1/1000 _
Toan than: Phéan tmg phan vé, sét, triu ching gidng bénh huyét thanh (thuong gip & bénh nhi dudi 6 tudi).
Hoi chimg Stevens - Johnson, hoai tir biéu bi nhidm doc (hoi chimg Lyell), ban da myun mu toan than.
Phén tmg gidng bénh huyét thanh hay gdp & tré em hon nguoi lon: Ban da dang, viém hoac dau khop, sot hodc
khong, cd thé 'kén} theo l}ach to, protein'niéu.
Mau: Giam tiéu cau, thiéu mau tan huyét.
Tiéu hoa; Viém dai trang mang gia. /
Gan: Tang enzym gan (ASAT, ALAT, phosphatase kiém), viém gan va vang da & mat. )
Than: Viém than k& hoi phuc, tang nhe uré huyét hoic creatinin huyét thanh hodc xét nghiém nudc tiéu khong
binh thuong. ; ‘
Thén kinh trung wvong: Con dgng kinh (véi lidu cao va suy giam chirc ning than), tang kich dong, dau dau, tinh
trang bdn chdn, mét ngd, 14 14n, ting truong lyc, chéng mat, a0 gic, va ngu ga.
B phén khac: Pau khop.
Ghi chi: Thong bdo cho bdc si nhitng tic dung khéng mong muén gdp phai khi sit dung thube.

-Huéng din cach xir tri ADR

Ngimg sir dung cefaclor néu xay ra dj tmg. Cac triéu ching qua man cé thé dai ding trong mdt vai thang.
Trong trudmg hop di ing hodc phan ing quéa man nghiém trong cin tién hanh diéu tri hd tro (duy tri thong
khi, thd oxy, st dung adrenalin, tiém tinh mach corticosteroid).

Ngimg diéu tri néu bj ia chay nang.

Céc trudng hop bi viém dai traing mang gia do Clostridium difficile phat trién qu muc & thé nhe, thuong chi
cin ngimg thude. Céc truomg hop thé vira va nang, can luu y cho truyén cac dich va chét dién giai, bd sung
protein va diéu tri bing khang sinh ¢ tac dung véi C. difficile (nén dung metronidazol, khong dung
vancomycin).

Phan tmg giéng bénh huyét thanh thudng xay ra mdt vai ngay sau khi b4t dAu diéu trj va giam dan sau khi
ngumg thude vai ngdy. D6i khi phan img néng cén diéu trj bang cc thubc khang histamin va corticosteroid.
Néu bi co giat do thube diéu tri, phai ngimg thubc. C6 thé didu trj bing thude chéng co giat néu can.

-Liéu lwong va cich ding: Thubc diing theo ké don ciia thdy thubc

+ Cefaclor dung theo dudng ubng: c6 thé sir dung ca trong bira an hodc ngoai bira &n.

+ Ngudi I6n: Liéu thudng dung: 250 mg, cir 8 gid mot lan, Trong trudmg hop ning c6 thé tang liéu 1én gap doi.
Téi da 4g /ngay.

+ Viém hong, viém phé quan, viém amidan, nhiém trung da va md mém, nhiém tring tiét niéu khong c6 bién
chimg: Ubng 250 mg, cir 8 gior mot lan. Trudmg hop nhiém trung ning hon hoac chung vi khuén phan 1ap kém
nhay cdm c6 thé dung 500 mg, ctr 8 git dung mdt lin. Thoi gian diéu tri 1a 10 ngay.

+ Nhiém tring hd hip dudi: Udng 250 mg, cir 8 gio mot lan.

+ Trudng hop nhiém tring ning hon (viém phdi) hodc chung vi khudn phén 1ap kém nhay cam cé thé dung
500 mg, cir 8 gidr diing mot lan. Thoi gian diéu tri 1a 7 dén 10 ngay.

+ Chi dinh trong cdc triwomg hop dic biét : s ‘

* Cefaclor ¢6 thé diing cho ngudi bénh suy than. Trudng hop suy than ning, can diéu chinh liéu cho nguoi I6n
nhu sau: Néu dé thanh thai creatinin 10 - 50 ml/phut, ding 50% dén 100% lidu thuomg dung; néu do thanh thai
creatinin dugi 10 ml/phit, dung 25% lidu thudng ding.

* Nguoi bénh phai thdm phan mau: Khi thdm phén méu, nira doi cua cefaclor trong huyét thanh giam 25 —
30%. Vi vy, doi v6i ngudi bénh phai tham phan mau déu dan, nén ding lieu khai dau tir 250 mg - 1 g trudce
khi thdm phan méu va duy tri liéu diéu tri 250 - 500 mg ¢ 6 - 8 gio' mdt I4n, trong thoi gian gilra céc lan tham
phan.

* Nguoi cao tudi: Dung lidu nhu ngudi 16n.

* Tré em: Dung 20 mg/kg thé trong/24 gio, chia thanh 3 1dn ubng. C6 thé gép doi lidu trong trudng hgp ndng.

i

Lidu ti da: 1,5¢/ngay. Hodc ding: Tré 1 thang — 1 ndm udng 62,5 mg, cir 8 gio mot lan; tré tir 1 dén 5 tudi
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udng 125 mg, cir 8 gid mot lan; tré trén 5 tudi ung 250 mg, cir 8 giy mot 1an. Tinh an toan va hiéu qua dbi voi
trélduéfi 1 thang tudi cho dén nay van chua dugc x4c dinh.

¥ v - 4 v 5 v
Diéu tri nhi®m khuén do Streptococcus tan huyét beta bang cefaclor it nhat trong 10 ngay.

-Tuong tac thube

Diing dong thoi cefaclor va warfarin hiém khi gdy tang thoi gian prothrombin, biéu hién gy chay méu hay
khong chay mdu lam sang. Bénh nhén thiéu vitamin K (dn kiéng, hdi chimg kém hép thu) va bénh nhén suy
than la nhimg ddi tugng c6 nguy co cao gip tuong tac. Péi v6i nhitng bénh nhan nay, nén theo ddi thuong
xuyén thoi gian prothrombin va diéu chinh liéu néu can thiét.

Probenecid lam tang ndng do cefaclor trong huyét thanh.

Cefaclor dung ddng thdi véi céc thube khang sinh aminoglycosid hodc thudc loi tiéu furosemid c6 thé 1am
ting doc tinh doi voi than, loai tuong tac d6 dugc md ta chu yéu voi cephalothin, mdt khéng sinh
cephalosporin thé hé 1.

-Qud liéu va xir tri

Qua lidu: Céc triéu ching qué lidu c6 thé 12 budn noén, ndn, dau thrgng vi, va ia chay. Mirc dé ning cua dau
thugng vi va ia chay lién quan dén liéu dung. Néu ¢ céc triéu chimg khac, ¢6 thé do di tmg, hodc tic dong cua
mot nhidm doc khac hodc ctia bénh hién mic cia ngudi bénh.

Xur tri qua liéu cdn xem xét dén kha nang qua lidu ctia nhiéu loai thude, tuong tic thudc va duge dong hoc bét
thuong & ngudi bénh.

Khong cén phai rira da day, rudt, trir khi do ubng cefaclor vai lidu gép 5 Jdn liéu binh thuong.

r -~

Bio vé dudng ho hap cho ngudi bénh, ho trg thong thodng khi va truyén dich.
Lam giam hap thu thuc bing céch cho uéng than hoat nhiéu 1an. Trong nhiéu trudng hop, cach nay hiéu qua
hon 1a gay non hodc rira da day. Co thé rira da day va thém than hoat hodc chi ding than hoat.
Gay loi niéu, thim phén mang bung hodc loc mau chua dugc xé4c dinh 1a co loi trong diéu tri qua liéu.
- Han dung: 24 thang tinh tir ngay san Xuat.
*Luu y: Khong dung thude da qua han sir dung. Khi théy nang thubc bi &m mée, nang thude bj réch, bép méo,
bot thubc chuyén mau, nhan thude in s6 16 SX, HD md...hay ¢6 cac biéu hién nghi ngd khac phai dem thude
t&i tra lai noi ban hodc noi san xuit theo dia chi trong don.
- Bio quén: Noi kho, nhiét do dudi 30°C.
- Thude sin xuit theo: TCCS
PE XA TAM TAY. TRE EM.
Khéng dung qua li¢u chi dinh.
"Doc kj hwong din sik dung trude khi ding.
Néu cin thém thong tin xin héi y kién béc si”

THUOC SAN XUAT TAI: )
CONG TY C.P DUQC PHAM HA TAY

La Khé - Ha Dong- TP.Ha Nji
PT: 04.33522203-33516101 FAX: 04 33522203
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