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| \ FIMADRO-500
|
| Cefadroxil Capsules USP32 500mg
Rx Thulc ké don
Compashiol: . . - Thitnh phin:
Muﬂr:aﬂu w”.-:uﬂin“wﬂ! S ME| vign nang cung chira: Cefadroxil monohydral
- Eqv. lo Anhydrous Cefadroxil 500 mg lutrng duong vai Cefadroxil khan 500mg
g Approved colours used for copsule shells, - Chi djnh, ibu dung va céch ding, chéng chi dinh,
) Dosage : As diracled by the Physician, téc dyng khong meng mudn vi céc thdng tin khic:
Indication,Contra-indications, Xir xem teén 1¢r hudrng diin sir dyng thube,
Administration and Side effects: - Bdng gal: Hop 10 vi x 10 vign
Raad the package insert. - 56 dang ky, 16 18 SX, NSX, HD: Xem "VISA No.",
BeRcRIcHIn: UERE. st “Balgh No.*, "Miy Dale, "Exp. Date” {rén bao bl,
pitgie syt i - Nha san xullt: 3rawn Laboratories Limiled, An DO
Proisel fraen molslira. 13 NIT, Indusirial Area, Faridabad-121001, Haryana, Inile
- Nhi# nhip bhau;
- Bbo quan: kol khd rao, & nhiél 46 khing qua 30°C.
Cavelully rend the inser! before use. "B 2z 13m tay b em”,
“Boe k§ hudmg din s dyng lrude kh dung”

10 x 10 Capsules

FIMADRO-500

Cefadroxil Capsules USP32 500mg
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BRAWN LABORATORIESLTD.

Poc kf huedng din siv dung triede khi ding.
Néu can thém théng tin xin hoi y kién cria thay thudc

FIMADRO-500

Thanh phin:

Maéi vién nang cung ¢6 chira:

Hoat chdt: Cefadroxil monohydrat tuong dirong voi Cefadroxil khan 500mg

Td dwoc: Magnesi Stearat, Cellulose vi tinh thé (PH-102), Natri lauryl sulphat, Bot Talc tinh
khiét.

Duge lre hoc:

Cefadroxil la khang sinh nhdém cephalosporln lhe hé 1, co tac dung diét khudn, ngan can sy phat
trién va phin chia cia vi khuén bing cach trc ché tong horp véch té bao vi khuan.

Cefadroxil 1a dan chét para - bydroxy ciia cefalexin va 1a khang sinh dung theo dudmg udng ¢
pho khang khuan tuong tu cefalexin.

Thtr nghiém in vitro, cefadroxil ¢6 tac dung diét khuin trén nhiéu loai vi khuin Gram duong va
Gram am. Cac vi khuan Gram duong nhay cam bao gom cac ching Staphylococcus cé tiét va
khong 116t penicilinase, cac chung Streptococcus tan huyét beta, Streptococcus pneumoniae va
Streptocuccus pvogenes. Cac vi khudn Gram 4m nhay cam bao gdm Escherichia coli, Kleb-siella
pacumomae, Proteus mirabilis va Moraxella catarrhalis. Haemophilus influenzae thuong giam
nhay cam.

Theo céc sb liéu ASTS 1997, nhitng ching con nhay cam tét véi cac khang sinh nhém
cephalosporin thé hé 1 1a Staphylococcus aureus, Staph. epidermidis, cac chung Streptococcus
tan huyét nhém A, Streptococcus pneunoniae, va H. influenzae.

Mot 86 chung dang tang mirc khang véi cac khang sinh nhém cephalosporin thé hé | vdi ty 1€
nhu sau: Ty 1é€ khang cua E. coli voi cefalexin 1a khodng 50%, ty 1€ khang cua Proteus vaéi
cefalexin la khoang 25% va voi cephalotin 1a 66%, ty 1€ khang cua Kiebsiella pneumoniae voi
cephalotin 12 66% cac mau phan Iip.

Phin 16n cac chung Enterococcus faecalis (trude dy 1a Streptococcus faecalis) va Enterococcus
faecium déu khang cefadroxil. V& mat 1am sang, ddy 1a nhing goi ¥ quan trong cho viée lua chon
thube dé diéu tri cac nhiém khudn sau phau thudt. Cefadroxil cling khéng c6 tac dung trén phin
lon cac chung Ewterobacter spp., Morganella morganii (trude ddy 1a Proteus morganii) va
Proteus vulgarts. Cefadroxil khong c¢é hoat tinh dang tin cdy trén cac lodi Pseudomonas va
Acinetobacter calcoaceticus (trudc day la céc loat Mima va Herellea).

Cac chung Staphylococeus khang methicilin hodc Streptococcus pneumoniae khang penicilin dén
khang cac khang sinh nhom cephalosporin.

Duge déng hoe:

Cefadroxil bén vitng trong acid va dugce hdp thu rat tbt & dudng tiéu hda. Vi lidu uéng 500 mg
hodc | g, néng d6 dinh trong huyét tuong tuong g vdi khoang 16 va 30 microgam/ml, dat dirge
sau 1 gi¢r 30 phut dén 2 gid. Mac diu ¢6 ndng d dinh tuong t vdi nbng do dinh cia cefalexin,
nong d6 cua cefadroxil trong huyét morng duge cluy tri 1au hon. Thirc an khéng lam thay dbi su
hip thu thude. Khoang 20% cefadroxil gin két vl protein huyét tuong. Nira doi ciia thude trong
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BRAWN LABORATORIES LTD.

huyét twong la khoang 1 gio 30 phit & ngudi chire néng than binh thudng; thoi gian nay kéo dai
trang khoang tir 14 dén 20 g1 ¢ nguoi suy than.

Cetadroxil phan bé rong khap cic md va dich co thé. The tich phan bé trung binh 1a 18 1it/1,73
m’, hoac 0,31 livkg. Cefadroxil di qua nhau thai va bai tiét trong sira mg.

Thuoc khéng bi chuyén héa. Hon 90% liéu st dung thai trir trong nugce t:eu & dang khong a6i
trong vong 24 gio qua loc cAu thén va bai tiét & dng than. Do do, véi liéu uong 500 mg, néng 49
dinh cua cefadroxil trong nudc tidu 16n hon 1 mg/ml. Sau khi dung liéu ! g, ndng d4 khang sinh
trong nude tidu giir duge 20 - 22 gier trén mire ndng do trc ché ti thiéu cho nhitng vi khuan gay
bénh dudng niéu nhay cam. Cefadroxil duge dao thai nhiéu qua thim tach thdn nhén tao.

Chi dinh:
Cefadroxil duge chi dinh @é diéu tri cdc nhifm khudn nhe dén vira & dudng hé hap, duong niéu,
da va cau tric da, va nhidm khuan xuong giy bai cac ching vi khuén nhay cam.

Liéu lwong va cach dung:

Cefadroxil bén vai acid va co thé uong ma khdng cin quan tim tdi bita dn. Uong thubc trong bita
an ¢o the giap lam giam cac kho chiu & duong tiéu héa déi1 khi gap phai khi dung cac khang sinh
cephalosporin udng.

Newoi fon:

Nhiém khuan duong niéu: Vi nhiém khuin duong niéu dudi khéng bién chiing (vi du viém bang
quang). liéu thuong dung la -2 g m6i ngay chia lam 1 hoic 2 1in. Véi cac nhidm khuin duong
ni¢u khac, liéu thlrorng dung la 2g mbi ngay chia lam 2 lan.

Nhidm khuén da va cdu tric da: lidu thuorng dung 13 | g mdi ngay chia lam | hodc 2 l4n.

Viém hong va viém amidan do lién cdu beta tan huyet nhém A: | g mdi ngay chia lam | hodc 2
lan, dung trong 10 ngay.

Tré em:

Nhi&m khuén duong niéu: lidu thudmg ding 1a 30mg/kg/ngdy chia lam 2 l4n,

Viém hong va viém amidan, chée 1¢: liéu thudmg dung la 30mg/ke/ngay chia lam 1 hodc 2 lan.
Nhifm khuén da va céu triic da khéc: lidu thuong ding 14 30mg/kg/ngay chia lam 2 lan.

Biéu tri nhiém khuin do lién ciu beta tan huyét phai it nhit trong |0 ngay.

Ch{'mg chi dinh:
Chéng chi dinh cho cic bénh nhan min cam véi cic khang sinh nhém cephalosporin.

Thin trong:

Pha) ding than trong cho bénh nhin suy than (thanh thai creatinine dudi SOml/phut/1,73 m?). Véi
cac bénh nhén di biét hay nghi ngd suy thén, cin tham kham lam sang cin thin va (am cdc xét
nghiém thich hop trude khi bat dau diéu tri.

Sur dung kéo dai Cefadroxil ¢o thé dan toi qua phat céc vi sinh vat khéng min cam. Cén theo ddi
chit ché bénh nhan.

Plue nir co thai: Loai B (Pregnancy category B). Céc nghién ciru vé sinh san d duge thire hién
trén chudt cdng va chudt nhit & lidu gép 11 lan lidu ding cho ngudi ma khéng phat hién thiy sy
suy giam kha ning sinh san hay tac hai cho bao thai do cefadroxil monochydrat. Tuy nhién chua
cé cac nghién ciru ddy di va c6 kiém soat tét trén phu nir ¢ that. Vi cic nghién ciru trén ddng vit
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BRAWN LABORATORIES LTD.

khéng ludn ludn du doan dugc dap tng & ngol, chi nén dung thudc trong khi ¢6 thai néu thure su
can thiét.

Chuyén da va sinh né: Chua c6 nghién clu vé dung thude trong kbi chuyén da va sinh né. Chi
nén dung khi thue su cin thiét.

Phu nir cho con bri: Nén thin trong khi dung cefadroxil cho phu nir che con b

Tac dung khong mong mudn (ADR): :

Uée tinh thiy tac dung khéng mong mudn & 6% nguéi duge diéu tri.

Thuong gap, ADR = 1/100

Tiéu hoa: Budn ndn, dau bung, ndn, ia chay.

It gap, 1/1000 < ADR < 17100

Mau: Tang bach cAu ira eosin.

Da: Ban da dang s?m, ngoal ban, noi may day, ngira.

(Gan: Tang transaminase co héi phue.

Tiét niéu - sinh duc: Pau tinh hoan, viém 4m dao, bénh nidm Candida, ngira b phén sinh duyc.
Hiém gdp, ADR < /1000

Toan thin: Phan ttng phan vé, bénh huyel thanh, s6t.

Mau: Giam bach ciu trung tinh, giam tidu cau, thiéu mau tan mau, thir nghiém Coombs duong
tinh.

Tiéu hod: Viém dwi trang gia mac, r6i loan tiéu hoa.

Da: Ban do da hinh. héi chimg Stevens - Johnson, pemphigus théng thidong, hoai tit biéu bi nhiém
ddc (hoi chitng Lyells), phu mach.

Gan: Vang da r mat, tang nhe AST, ALT, viém gan.

Thén: Nhiém déc thin cé tang tam thoi uré va creatinin mau, viém than k& ¢ héi phue.

Thén kinh trung vong: Co giat (khi ding liéu cao va khi suy giam chirc nang than), dau dau, tinh
trang kich dong.

B& phdn khac: Dau khop.

Théng bdo cho bdc s§ nhitng tic dung khing mong mudn gdp phdi khi dimng thuéc.

Twong tac thube:

Cholestyramin gén két vai cefadroxil & rudt [Aam cham su hép thu cua thube nay.
Giam tac dung: Probenecid c6 thé lam giam bai tiét cephalosporin. o
Tang ddc tinh: Furosemid, aminoglycosid ¢ thé hidp ¢dng tang ddc tinh vdi than. b

Tac dong cda thude khi 1ai xe va van hanh may méc: u
Khang anh huong Rog

Qua liéu:

Cac triéu chirng qua liéu cap tinh: Phan Idn chi gdy budn ndn, ndén va ia chay. C6 thé xay ra qui
man than kinlh co, va co gidt, dac biét o nguoi bénh suy thin. ] ' )
Xu tri qud lieu can can nhac dén kha nang dung qué liéu cna nhiéu loal thude, sy tuong tac thude <7
va duge dong hoc bat thirong & ngudi bénh., =
Tham tach than nhén tao cé thé co tac dung gitip loai bo thude khoi mau nhung thuéng khong
duge chi dinh.
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Bao vé duong ho hdp ciia ngudi bénh, thong khi h trg va truyén dich. Chi yéu 1a diéu tri ho tro
hoac giai quyét triéu chiing sau khi rira, tdy da day rudt.

DPong géi: Hop 10 vix 10 vién.

Han ding: 2 nam Ké tir ngay san xuét
Khéong dang thuoc qua han si dung.

Bio quan: Bao quan noi kho rdo, ¢ nhiét dé khéng qua 30°C.

Thudc nay chi ding theo don cha thiy thube
Dé xa tam voi cua tré em

Nha san xuit:
BRAWN LABORATORIES LTD
Dia chi: 13, NIT, Industrial Area, Faridabad-121001, Haryana, India
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