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Box of 10 blisters x 10 capsules
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COMPOSITION
Cefadronil monohydrata equivalen 19 Cefadronil ... ..500mg
Excipiens............10 make..., 1 tapsde

INDICﬁTIONS CONTRA!NDICM]G‘ DDG-I-GE l- &I:IMINISTRATIN
UNDESIRABLE EFFECTS PRECAUTIONS, INTERACTIONS, OTHER
INFORAMATIONS: See the package inserl.
Reg. No:...
Analysis smlacaunn !.lamfawu s I
STORAGE: Store in a cool, dry place, below 30 C,
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Thudt bén theo don
DROCEFVPG®500
Vién nang cimg

THANH PHAN: M3i vién nang cing chia:

Cefadroxil monohydrat twang dwong Cefadroxil ......... 500 mg

L T T B e e e e s St 1 vién

(T4 dugc gém: sodium starch glycolat, talc, silicon dioxyd, magnesi stearal, nang ciing s60)

DANG BAOD CHE: Vién nang cing.

QUY CACH BONG GOI: Hop 10 vi x 10 vign. Chai 100 vién,

CHI DINH:

Cefadroxil duyc chl dinh trong difutrj céc nhidm khudn do céc vi khudn nhay cdm, nhung khéng chi dinh diéu trj cc nhifm khudn ning:

- NhiZm khudn duling hé hap: Viém amidan, viém hong, viém phe quin — phdi va viém phdi thizy, viém phé quan cdp vi man tinh, 4p xe phdi, viém xoang, viém tai gila,
- Nhi&m khudn dubing tit niéu khdng bign chimg: viém thin - bé thin c&p va man tinh, viém bang quang, viém niéu dao.

- Nhifm khudn da, m6 mém: viém hach bach huyét, &p xe, viém t€ bao, loét do ndm I4u, viém v, b&nh nhot, viém quing.
- C4n khdo sét chitc ning thin & ngudi bénh suy thin hodc nghi bj suy th4n trudc khi diing thudc. |
CACH DUNG VA LIEU DUNG:

Thesi gian di€u trj phai duy tr t6i thiéutir 5- 10 ngay.

C4ch ddng: DROCEFVPC 500 dugc diing theo duling udng. C6 thé gidm bét tac dyng phy dubing tiéu hoa néu uing thudc ciing véi thic 4n.

Li€u ding:

- Ngudi Idn va tré em (trén 40 kg): UGng 500mg — 1 g/1dn, 2 14n mBi ngay tliy theo mic dg nhiém khudin, Hodic ung 1g mgt 14n/ngay trong cc nhifm khudn da vi ma
mém, va nhifm khudn duirng tiét nigu khong bign ching.

- Tré em (dudi 6 twdi): khbng nén ding dang vién nang Cefadroxil 500, nén sit dyng dang hdn dich udng.

- Nguoii suy gan; khting cn diéu chinh liéu,

- Ngudi cao tudr. c4n kiém tra chiic nding thin va diéu chinh liu diing nhu' & ngudi bénh suy thin.

- Nguoi suy tham. c6 th diéu trj véi liéu khdi d4u 500mg-1000mg cefadroxil. Nhiing liéu ti€p theo cd thé diéu chinh theo bing sau:

Thanh théi creatinin Li€u khdi ddu Li€u duy tri
0-10ml/phiit 500-1000mg 500mg, c4ch 36 git/ldn
11-25ml/phat 500-1000mg 500mg, cdch 24 git/idn |
]
26-50ml/phat 500-1000mg 500mg, cach 12 git/idn
Hodc theo sy hudng ddn cia thiy thudt.

CHOING CHI BNH:
Min cAm véi b4t ky thinh phén nao clia thudc. i

Dij émg véi bat cir cephalosporin nao.

Tién sif dj ing nding bat ky betalactam nao.

THAN TRONG KHI DUNG THUGC:

- Thudc khéng di qua hing rdo méu ndo, khdng diing d€ diu trj viém mang néo. L

- C6 phan tng qué mAn chéo véi nguti bénh dj ing véi khang sinh nhém beta-lactam nén phi thén trong va sdn sdng mgi phuang tién dé diéu trj phdn dng chodng phﬁﬂ v

khi diing cefadroxil cho nguisi bénh trudc ddy da bj dj tng vai penicilin. -Go
er/

- D3c biét nén than trong & nhitng bénh nhan c6 tién sif dj ing ndng holic hen suyn.

- Sif dyng cefadroxil d3i ngay c6 thé lam phat tri€n qué mic céc vi khudn khong nhay cam (vi dy: Candida, Enteracoccus, Clostridium difficife): néu bj bi nhi

ngling diing thudc.

- Thén trong khi dung cefadroxil cho ngui bénh bj suy than, ngubi cao tud.

- C6 théng béo cefadroxil gdy duung tinh thir nghiém Coombs.

- Cefadroxil nén dujc st dyng thdn trong @ nhitng bénh nhén ¢6 tién sir rbi loan da day-rudt, ddc bigt 12 viém dai trang.

- DA c6 bdo cdo viém dai trang gid mac khi sl dyng c4c khdng sinh phd rdng, vl vy c4n phii quan tm dén chdn dodn nay trén nhilng ngui bénh b Ta chéy néing cf lién
quan 6i viéc sir dyng khang sinh. Thgn trong k& don cefadroxil cho nhiing ngutsi cd bénh dudng Liéu héa, dic bift 12 bénh viém dai trang.

Phy nif mang thai: viéc st dyng cefadroxil trong thdi ki mang thai chua duge x4c dinh, chi duing thudc ndy trang thai ky mang thai khi th3t cdn thiét. Phy nlf cho con bd:
cefadroxil bai tiét trong siia me véi ndng dg thap, khdng ¢4 téc ddng trén tré dang bi sta me, nhung nén quan tam khi théy tré bjTa chdy, tva va ndi ban.

Téc d§ng cia thufic khi 141 xe va vin hanh mdy mée: ngubi dang I4i xe v2 vin hanh may méc phai thn trong khi diing thudc nay v cb thé giip truting hop co giat, dau ddu,
tinh trang kich ddng (tdc dyng khong mong mudn hifm gip).

TUONG TAC THUOC:

- Diing cefadroxil liéu cao cling véi cdc thubic khéc cling ddc véi thin (nhy aminaglycosid hay céc thusc lgi ti€u furosemid, acid elhacrymc. piretanid cé thé dnh huding x3u
tdi chic nng thgn.

- Cholestyramin g4n véi cefadroxil & rujt 1am chim sy h&p thu cda ching.
- Probenecid c6 th€ tm gidm bai tist cefadroxil,

- Khéing ditng cefadroxil véi cac khéng sinh nhutetracyclin, erythromycin, c4c sulionamid, hojc cloramphegicql.
- Khoing diing chung cefadroxil véi c4c thudc chéng déng méu dubing uSng vi cd thé 12m kéo dai théi gian cl
TAC DUNG KHONG MONG MUﬁH(ADH]:

Thudng gdp, ADR >1/100:

- Tiéu héa: Bubn non, dau byng, nén, Ta chdy,

[t gap, 1/1000<ADR<1/100:

- Méu: Tang bach cdu va eosin.

- Da; Ban dadang s4n, ngoai ban, ndi may day; ngira.
- Gan: Téng transaminase gan cd héi phyc. :
- Tiét niBu-sinh dyc: Dau tinh hoan, viém 4m dao, b&nh ndm Candida, ngdra b phan sinh dyc. ve. CU c TRUON G

Hiéi , ADR <1/1000.
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- Toan thin: Phdn img phdn v§, bénh huy&t thanh, s6t.
- Mau: Gidm bach c4u trung tinh, gidm tifu c4u, thi€u méulan m4u, thi nghiém Coombs dudng tinh,
- Ti8u hda: RAi loan tiéu hda, vidm dai trang gid mac.
- Da; Ban dd da dang, hfi chiing Steven — Johnson, myn nutic trén da thng thuding, hoai tir biflu bi nhim ddc (hdi chimg Lyell), phit mach.
- Gan: ViBm gan, vang da & mat, ting nhe AST, ALT.
- Thin: Nhifm ddc thin c6 ting tam thii uré va creatinin méu, viém than k& cd héi phyc.
- Thén kinh trung wing: Co gi4t (khi diing liéu cao hoiic khi suy gidm chirc nang thdn), dau d4u, tinh trang kich ddng.
- BO phén khéc: Dau khdp.
Xu tri;
- Ngimg diing thudc néu bj sét, cang ngyc, khd th, dd da, dau ca hoic pho.
- N&u dj img ho3c qué min nghiém trong, cAn ti€n hanh diéutr| hd trg (d3m bao thong knl va sir dyng epinephrin, oxygen, tiém steroid finh mach).
- N&u viém dai tring mang gia thé nhe thuding chi cdn ngirng thudc.
Théng bdo cho bic s§ nhifng t4c dyng khiing mong mubn x4y ra khi ding thudt.

DUGC LYC HOC:
Cefadroxil 14 mdt khdng sinh nhém cephalosporin the hé 1. T4c dung diét khudn cla thudc 12 do ic ché& t6ng hgp thanh t& bao vi khudn. Thudc gén vao mdt hojc nhifu
protein g4n penicilin (PBP) qua dé ic ché tdng hgp thinh phdn cdu tao mang t& bao vi khudn va Uc ch budc cudi cing cda qué trinh sinh téng hgp thanh (& bio. Cefadroxil
12 din chat para-hydroxy clia cefalexin va 13 khang sinh diing theo duiing ubng c6 phé khang khudn tudng ty cefalexin. Gidng nhu cic cephalosporin the hé 1 (cefalexin,
cefazolin), cefadroxil c6 hoat tinh /n vitrotrén nhiu c4u khudn va khi Gram duong, nhung tac dung han ché trén vi khufn Gram &m.
Phé khdng khudn
Vi khun nhay cim: Gram dudng va khi: Corynebacterium diphtheria, Propionibacterium acnes, Staphylococcus nhay cdm véi methicilin, Streplococcus pneumoniac va
Streptocaccus pyrogenes. Gram am wa khi; Branhamella catarrhalis, Escherichia coli, Klebsiella pneumoniae, Neisseria gonorrhoeas, Pasteurella, Vi khufn ky kbl:
Fusobacterium, Prevotelia
Vi khuén nhay cm vira phai: Gram &m va khi: Citrobacter koseri, Proteus mirabilis, Haemophilus influenzae. Vi knudn ky khi: Clostridium perfringens, Peplotreptococus.
Khéng thuGc
Phdn I6n céc chiing Enterococcus faecalis (trudc ddy 12 Streptococcus faecalis) va Enteracoccus faecium déu khéng cefadroxil, Co ché khang khdng sinh dgi voi cefad roxil:
thlly phan bdi betalactamase, gidm 4i lyc véi PBP, thay dfi tinh thdm mang té bao, bam ngugc. Cefadroxil ciing khéng cd téc dyng trén phén Idn céc chiing Enterobacter
spp., Morganella morganiiva Proteus vulgaris. Cefadroxil ciing khdng c6 hoat tinh dang tin cy trén cic loai Pseudomonasva Acinetobacter calcoaceticus.
Céc ching Staphylococcus khing methicilin ho3c Streptococcus Pneumoniae khing penicilin déu khdng cdc khdng sinh nhdm cephalosporin.
DUGC PONG HOG:
H4p thy Cefadroxil bén viing trong acid va dugc hdp thy rdt t6t & duding tiéu hda. VGi liéu uGng 500 mg hojc 1g, néng d§ dinh trong huy&t tuong tuung tng vai khodng 16 va
30 microgam/ml, dat dugc sau 1 gid 30 phit dén 2 gid. Mic di c6 néng do dinh twong ty véi ndng dd dinh clia cefalexin, numg nbng dd clia cefadroxil trang huyét luong
dugc duy tri 1u hon. Thic &n khéng Iam thay d6i sy hép thy thuc.
Phén b&’ Cefadroxil phén b8 rong khdp cac md va dich cothé. Thé tich phan b trung binh 12 18 1it/1,73 m’, hojc 0,31 lit/kg. Cefadroxil di qua nhau thai va bai tiél trong slia
me véi néng d9 thap. Khodng 20% cefadroxil gdn két véi protein huy#t luong. Thudc khdng di qua hang rao méu ndo, khong nén ding cho viém mang nio.
Chuyén hda: Thudc khdng bj chuyén hda.
Thai trir, Han 90% liéu sif dyng thai trir trong nudc tiéu & dang khéing ddi trang vong 24 gits qua loc cduthan va bai tit & Gng than. Do dé, vdi liéu udng 500 mg, ndng dd dinh
clia cefadroxil trong nudc ti€u 16n hon 1 mg/ml. Sau khi diing liéu 1 g, néing 49 khang sinh trong nutic tidu gilf duge 20 - 22 gits trén mitc néng df e ché 161 thidu cho nhitng
vi khudn gdy bénh duiing nigu nhay cdm. Thisi gian bén thai cla thufc trang huyét tuang khodng 1 gid 30 phat & ngudsi ¢6 chic ning than binh thubing; & ngudi suy than, thai
gian nay kéo dai 1 14 d€n 20 gid. Cefadroxil dugc dao thai nhifu qua thdm tach thin nhén tao.
QUA LIEU VA XU Tel;
- Trigu chdng qué 8w, Qué liéu c&p tinh ph&n 16n chi gdy bubn ndn, ndn va tiéu chdy; tuy nhién ¢d thé gdy qua midn thdn kinh ca va can ddng kinh, dic biét  ngudi bénh bj
suy than.
Xi tri qua liéu:
Khdng cén phai rita da day, trir khi d uling cefadroxil g&p 5 - 10 1n liéu binh thuting. Loc mau cd thé gilip fao thai thudc khdi mau. Bio vé duing hé hap clia nguisi bénh,
h trg thong khi va truyén dich. Chit y&u 12 diéu trj hd trg holic gidi quyét triéu ching sau khi rira, t y frudt. Cho udng than hoat nhiéu I4n thay the hojc thém vao vide
rita da day. C4n bio vé dubing ho hip clia ngubi bénh lic dang riia da day hoc dang diing than hoat
BAO QUAN: Noi khd mat, nhiét 89 dudi 30°C, tranh 4nh séng.

DE thube xa tdm tay tré em.
HAN DUNG: 36 théng ké tif ngay san xuit.
TIEU CHUAN AP DUNG: Tiéu chufn co sb
DOC KY HUONG DAN TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN CUA BAC ST
THUOC NAY CHI DUNG THEQ DON CUA BAC SV
THONG BAD CHO BAC SY NHUNG TAC DYNG KHONG MONG MUGN GAP PHAI KHI SU DYNG THUGC
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