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Afcel®

CEFACLOR-125

Reconstituted

s SUSPENSION

Each 5ml contains:
Cefaclor Monohydrate
equivalent to

Cefaclor 125mg
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Keep container well closed. Store below 30°C, until
reconstituted. After reconstitution, refrigerate between 2°C to
8°C and use within 7 days. L

Shake well before use. For oral" ﬁministration only.

Please refer to enclosed packagehsert for more information.
KEEP OUT OF REACH OF CHILDREN

JAUHI DARI KANAK-KANAK

Controlled
Medicine
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Nhan phu

Rx Thuoc bén theo don

AXCEL CEFACLOR-125 SUSPENSION
Thanh phén:

M&5i Sml hén dich da pha chia:

Cefaclor Monohydrate

tuwong duong voi Cefaclor 125mg

Pang géi: Hop 1 chai 60ml

Chi dinh, cich dung, chén'g chi dinh,
tac dung khdng mong muon, cic
Xin xem t& huéng dan sir dungthu

Doc ki hwéng dan sir dung trwée khi ding
Dé xa thm véi tré em

San xuét tai Malaysia béi:
KOTRA PHARMA (M) SDN. BHD.
Nha nhip khiu:

SDBK:

S6 16 SX, NSX, HD:
Xem “B”, “MFG”, “EXP” trén bao bi

Bdo quan: Bdo quan trong bao bi kin, ¢ nhiét d¢ dudi 30°C.

No.1, Jalan TTC 12, Cheng Industrial Estate, 75250 Melaka, Malaysia [

LE BENG HAI
Chief Representative



httbs://trungtamthuoc.com/

AXCEL CEFACLOR-125 SUSPENSION

THANH PHAN:

M&i 5ml ¢6 chira:

Hoat chat: Cefaclor Monohydrate twong duong vai Cefaclor 125mg

T4 dwoc: Icing Sugar, Sodium Saccharin, Kollidon K30, Xanthan Gum, Aerosil, Sodium
Dihydrogen Phosphate, Quinolline Yellow, Lemon Powder.

DANG BAOCHE: ,
Bt pha hon dich uong. Hon dich sau khi pha c6 mau vang dén vang cam, mui thom trai cdy.

CHI PINH: 1 , ) . ,
bi€u tri nhiem khuan do vi khuén nhay cam gly ra: Viém tai giita, nhiem khuan duong hé hap,
viém hong va viém amidan, nhiém khuén duomg tiét niéu, nhiém khuin da va mé mém.

DUQC PONG HQC:

Uong Cefaclor cing voi thirc 4n ¢6 thé 1am cham
dm Cefaclor phén b6 rong khip co thé. Thude hang rao nhau thai va bai tiét vao sira me ¢
ndng do thap. Cefaclor thai trir nhanh chén than. Thoi gian nay thuong kéo dai hon mot
chut ¢ nguoi suy giam chirc néng thén. Cefaclor duoc hip thu tét khi udng lac doi. Tong hrong
thuoc duoc hap thu gidng nhau du bénh nhan dung luc doi hay luc no; tuy nhién, néng dd dinh
khi ubng Hic no chi dat dwge tir 50% dén 75% ndng d¢ dinh & ngudi bénh udng lic doi va thuong
xuat hién mudn hon tir 45 dén 60 phut. Véi liéu 250 mg, 500 mg va 1 g ubng lic doi, ndng dd
dinh trung binh trong huyét twong twong tmg khoang 7 microgam/ml, 13 microgam/ml va 23
microgam/ml, dat duoc trong vong 30 dén 60 phut. Phén 16n thubc thai trir trong 2 gio du
khoang 60-80%. Trong khoang 8 git ndng do dinh trong nudc tiéu dat dwge 600, 900 va 1900
mg/l sau cac liéu sir dung twong tmg 250 mg, 500 mg va 1 g. Nira doi trong huyét trong ¢ ngudi
binh thuromg tir 0,6-0,9 gid. O nhitng bénh nhan cé chirc ning than suy giam, thoi gian ban hay
trong huyét thanh ctia dang thudc ban diu 1a 2,3 dén 2.8 git. Puomg thai trir thudc & nhirng bénh
nhan suy than nang chua dugc x4c dinh. Loc mau lam giam thdi gian ban hity ciia thude khoang
25-30%.

thu nhung tong lwong hap thu khdng thay

DUQC LUC HOC
Céc thir nghiém in vitro cho thdy rang cephalosporins co tac dung diét khuan do trc ché qua trinh
téng hop thanh té bao. Trong khi cac thir nghiém in vitro di chirng minh duoc tinh nhay cam cua
phén 1on cac chung vi khuan sau ddy voi cefaclor, thi hiéu qua 14m sang déi voi cac chung khong
duroc dé cap trong phin Chi dinh lai chua diroc biét.

Vi khuan hiéu khi, Gram duong: Staphylococci, bao gom ca coagulase dwong tinh va coagulase
am tinh, céc ching tao men penicillinase, c6 biéu hién dé khang chéo giita cefaclor va
methicillin; Streptococcus pneumoniae, Streptococcus pyogenes.

Vi khuén hiéu khi, Gram am: Citrobacter diversus: Escherichia coli; Haemophilus infuenza, bao
gdm cac ching tao men B-lactamase, khang ampicillin; Klebsiclla sp; Moraxella (Branhamella)
caterrhalis; Neisseria gonorrhoeae; Proteus mirabilis.

Vi khuan ky khi: Bacteroides sp (ngoai trir Bacteroi Peptococcus niger,
Peptostrepcoccus sp; Propionibacteria acnes.

Chief Representative
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Chu y: Staphylococei khang Methicillin va phan Ién cac ching enterococci (Enterococcus
Jaecalis va Enterococcus faecium) dé khang voi cefaclor va cic loai cephalosporins khic.
Cefaclor khong tac dong trén phan 1én cac chung Enterobacter va Serratia spp, Morganella
morganii, Proteus vulgaris va Providencia retgeri. Cefaclor khong tic dong trén Pseudomonas
sp hodc Acinetobacter sp.

LIEU LUONG VA CACH DUNG:

Cefaclor ding theo dudng udng, vao lic déi.

Nguoi lon: Liéu thuong dung: 250 mg, cir 8 giy mot lan. Vlem hong, viém phé quan, viém
amidan, nhiém khuan da va mé mém, nhiém khuan duong tiét niéu dudi: Udng 250 - 500 mg,
ngay 2 1an; hodc 250 mg, ngay 3 lan.

Truimg hop viém hong tai phat do Streptococcus tan huyét beta nhém A, ciing nén diéu trj cho ca
nhitng ngudi trong gia dinh mang mam bénh khéng triéu chimg. Péi voi viém hong cép,
penicilin-V 1a thudc dirgc chon dau tién.

D6i véi cac nhiém khudn nang hon, dung liéu 500 mg, ngay 3 1an. Lidu gidi han thuong ké don
cho ngudi 16m: Téi da 4 g/ngay.

Cefaclor ¢6 thé diung cho ‘ngudi bénh suy than. Trudmg hop suy than nang, can diéu chinh liéu
cho ngudi 1ém nhu sau: Néu do thanh thai creatinin 10 - 50 ml/phit, ding 50“’;0 liéu thuomg dung;
néu do thanh thai creatinin dudi 10 mlr‘phut, dung 25% liéu thuong dun

Ngudi bénh phai thdm tach mau: Khi thdm tach mau, nira doi cu clor trong huyét thanh
giam 25 - 30%. Vi vdy, ddi véi ngudi bénh phai thim tach mau déu dan, nén ding liéu khoi dau
tir 250 mg - 1 g trude khi thdm tach mau va duy tri liéu diéu tri 250 - 500 mg cir 6 - 8 gi mot lan,
trong thoi gian gilra cac lan tham tach.

Ngudi cao tudi: Dung liéu nhu ngui lon.

Tré em: Dung 20 - 40 mg/kg thé > trong/24 gio, chia thanh 2 - 3 14n ubng.

Viém tai gitra ¢ tré em: Cho udng 40 mg/kg thé trong/24 giv, chia thanh 2 - 3 lan, nhung heu
tong cong trong ngay khoéng duoc qua 1 & Tinh an toan va hiéu qua ddi voi tré duéi 1 thang tudi
cho dén nay van chua dugc xac dinh. Liéu toi da mét ngay ¢ tré em khong dwoc vuot qua 1,5 g.
Diéu tri nhiém khuén do Streptococcus tan huyét beta bang cefaclor it nhat trong 10 ngay.

Cich pha hén dich: ' ' '
Thém nudc tir tir vao chai thudc cho dén vach miii tén, sau d6 day nap va lac mach.

CHONG CHI DINH: i
Khoéng ding thudc cho bénh nhan qua man cam véi khang sinh thuge nhom cephalosporin.

TAC DUNG KHONG MONG MUON: ,
Udc tinh gap & khoang 4% ngudi bénh dung cefaclor. Ban da va ia chay thudng gap nhat.
Thueomg gap, ADR > 1/100

Mau: Tang bach cAu ua eosin.

Tiéu hoa: Ia chay.

Da: Ban da dang son.

It gap, 11000 < ADR < 1100

Toan than: Test Coombs trirc tiép durong tinh.

Mau: Ting té bao lympho, giam bach cau, giam bach ciu trung tinh.
Tiéu hoa: Budn ndn, ndn.

Da: Ngira, n6i may day.

Tiét niéu - sinh duc: Ngitra bo phan sinh duc, viém 4m dao, bénh nam

LE BENG HAI
Chief Representa’ v
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Hiém gap, ADR < 11000

Toan than: Phan {mg phan v&, st, triéu chimg gidng bénh huyét thanh. Hdi chimg Stevens -
Johnson, hoai tir bi€u bi nhjém ddc (hdi chirg Lyell), ban da mun mu toan than.

Phan (mg giong bénh huyét thanh hay gap & tré em hon nguoi 16n: Ban da dang, viém hoac dau
khép, s6t hodc khong, ¢o thé kem theo hach to, protein niéu.

Mau: Giam tiéu cau, thiéu mau tan huyét.

Tiéu hoa: Viém dai trang mang gia.

Gan: Tang enzym gan, viém gan va vang da {r mat.

Thén: Viém thin k& hdi phuc, ting nhe uré huyét hodc creatinin huyét thanh hodc xét nghiém
nude tieu khong binh thuong.

Than kinh trung wong: Con dong kinh (véi liéu cao va suy giam chirc ning than), tang kich dong,
dau dau, tinh trang bon chdn, mat ngu, Iu 13n, ting treong e, chéng mit, o giac, va ngu ga.

B6 phan khac: Dau khép.

QUA LIEU VA XU TRi:

Céc triéu chimg gdy doc cua cefaclor c6 thé bao gdm: budn nén, nén mira, dau thuong vj va tiéu
chay voi mire @6 phu thudc vao liéu dung.

Than hoat tinh thudong dgc st dung dé diéu tri qua liéu. St dung lién tuc than hoat tinh c6 thé
lam gia tang su dao thai cia thube da duoc hip thu. Can chit ¥ bao vé MMBr@ hé hip cho nguoi
bénh va hd tro thong khi sir dung than hoat tinh hoédc nra da day.

THAN TRONG:

Vé&i cac nguoi bénh co tién s man cam voi cephalosporin, dac biét vén cefaclor, hodc véi
penicilin, hodc vdi cac thudc khac. Phai than trong v&i ngudi bénh di tmg vai penicilin vi ¢ man
cam chéo. Tuy nhién tin s6 min cam chéo voi penicilin thap.

Cefaclor dung dai ngay c6 thé gdy viém dai trang gia mac. Than trong di voi ngudi bénh o tién
sir duong tiéu hoa, dac bi¢t viém dai trang.

Can than trong khi dung cefaclor cho nguoi ¢6 chirc nang than suy giam nang. Vi nira doi cua
cefaclor & nguotl bénh vo niéu la 2,3 - 2,8 gior (so vai 0,6 - 0,9 gid & nguot binh thudng) nén
thwong khong can diéu chinh liéu doi véi ngudi bénh suy than trung binh nhung phai giam liéu ¢
nguoi suy than nang. Vi kinh nghiém lam sang trong sir dung cefaclor con han ché, nén can theo
d6i 1am sang. Can theo d&i chirc nang than trong khi diéu tri bing cefaclor phdi hgp voi cac
khéng sinh co tiém nan g ddc cho than hoac vdi thude loi niéu furosemid, acid ethacrynic.

Test Coombs (+) trong khi diéu tri bang cefaclor. Trong khi lam phan tmg chéo truyén mau hodc
thu test Coombs ¢ tré so sinh c6 me da dung cefaclor trude khi dé, phan ung nay co the (+) do
thuoc.

Tim glucose niéu bing cac chat khir co thé duong tinh gia.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

Cefaclor phan bé rong rai trong co thé. N6 di qua nhau thai va mét lugng nhé duge tim thdy
trong sita me. Chi nén sir dung thude trong thoi ky mang thai néu that sy can thiét. Than trong khi
dung thude & ba me dang cho con bu.

TAC PONG CUA THUOC LEN KHA NANG LAI XE VA VA
It anh huong dén kha nang lai xe va van hanh may moc

VAN PO |
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TUONG TAC THUOC:
Diing dong thoni cefaclor va warfarin hiém khi gay tang thoi gian prothrombin, gdy chay mau hay
khong chiay mau vé 1dm sang. D6i véi nhitng ngudi bénh nay, nén theo dai thuong xuyén thoi
gian prothrombin va diéu chinh liéu néu can thiét.

Probenecid 1am tang ndng do cefaclor trong huyét thanh.

Cefaclor dung dong thoi vai cac thuée khang sinh aminoglycosid hodc thude lgi niéu furosemid
lam tang ddc tinh d6i voi than.

BAO QUAN:

Béo quan trong bao bi kin, & nhiét d6 dudi 30°C. Hon dich sau khi pha bao quan lanh & nhiét d6
tir 2-8 °C va sur dung trong vong 7 ngay.
PE XA TAM VOI CUA TRE EM

PONG GOI:
Hop 1 chai 60 ml

HAN DUNG: _
2 nam ké tir ngay san xuét

TUQ. Cuc TRUGNG
Néu cdn thém thong tin xin hi y kién ciia thiy thudc % ﬂ/’f’-TR 2.0 NG PHONG
Doc ki hiedng dan sic dung truede khi ding. ¢ aW 44(}? : //?(y }f/ '!}-}r
Thudc chi bin theo don cita thiy thudc 4
Théng bdo cho bdc sy nhiing tdc dung khong mong mudn gip phii khi diing thuoc.
Khéng ditng thudc qud han sit dung.

NHA SAN XUAT:
rm KOTRA PHARMA (M) SDN. BHD.
tms No.1, Jalan TTC 12, Cheng Industrial Estate, 75250 Melaka, Malaysia.

LE BENG HA
Chief Represent-
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