10. Tac déng cira thube khi lai xe va van hanh may méc:

Thubc gay nhirc d3u, chéng mat, cang thang, thiéu ngli va mét mdi nén cin than trong khi
1&i xe va van hanh may moc.

11. Twong tac va twong ky cia thude:

Chéng chidinh ding déng thoi

Khong két hop cefadroxil v&i cac khang sinh kim khuan (tetracyclin, erythromycin,
sulfonamid, cloramphenicol) do tac dung di khang c6 thé xay ra. ’

Cn tranh phéi hop cefadroxil va cac khang sinh aminoglycosid, polyrmyxin B, colistin hodc
céc thube lori tidu lidu cao vi ¢6 thé [am tang doc tinh trén than.

Khéng nén diing ddng thoi

Thudrng xuyén kiém tra cac thong s6 déng méu trong qua trinh st dung lau dai thube
chéng dong hodc re ché két tap tidu cAu & tranh bién ching xuét huyét.

Théntrong

Probenecid c6 thé tao ra nbng d6 cefadroxil cao va kéo dai trong huyét thanh va mat.
Cholestyramin gén két véi cefadroxil c6 thé lam giam sinh kha dung cia cefadroxil.

12. Tac dung khéng mong mudn (ADR):

Xay ra® 6-7% bénh nhan didu tri:

Thuong gap, ADRz 1/100

- Tiéu hoa: Budn ndn, ndn, dau bung, tiéu chay, khé tidu, viém ludi.

-Da: ngtra, phatban, dj rng, ndi may day.

ftgép, 171000 SADR < 1/100

- Nhidm ndm: N&m am dao, bdi nhiém nim Candida.

Hiém gép, 1/10000SADR < 1/1000

~Mau: Tang bach chu wa eosin, gidm bach cAu trung tinh, giam tidu ciu, mét bach ciu hat:
hiém gaip khi st dung trong thoi gian dai, gidm dan khi nglrng thudc. Nghiém phéap Coombs
tryc tiép va gian tiép duong tinh.

-Mi&n dich: phan ng dj rng huyét thanh.

- Tiéu hoa: Viém dai trang gid mac, rbiloan tidu hoa.

-Da: Phtimach.

- Gan: ting nhe AST, ALT, phosphatase kidm

-Bauco.

-Than: viémthan ké.

Rét hiém gap, ADR < 1/10000

- Méau: Thidu mau tan mau do mién dich.

-S8cphanve.

- Than kinh trung wong: Nhivc dau, mét ng, chong mét, lo ldng.

-Tiéu héa: Viém dai trang gid mac (tir trung binh dén nang).

- Da: Hoi chirng Stevens - Johnson va hdng ban.

Théng béo che béc sy hodc dirge s nhing phan img c6 hai gdp phai khi st dung thubc
13. Qua lidu va cach xiv tri:

Chua o6 bao céo vé qué lidu cefadroxil. Tuy nhign theo kinh nghiém thu duoc vai cac
cephalosporin khac, cé thé xay ra cac trigu chirng sau: budn ndn, do gide, tng phan xa,
trigu chirng ngoai thap, gidam y thivc, tham chi hon mé va suy than.

XU tri ban Gau sau khi ding qua lidu: gay non ngay hodc riva da day, loc mau néu c&n. Theo
d6i va digu chinh can bang nuére, dién gidi néu can thiét, theo doi chirc nang than.

14. Bac tinh dwee lwe hoc:

Cefadroxi! 13 khéng sinh nhém cephalosporin thé hé 1, ¢6 tac dung diét khuan do e ché
tng hop vach t& bao vi khudn bang cach lign két véi mét hodic nhidu céc protein gén
penicillin, qua 6 e ché thng hop thanh phan clia mang t& bao vi khudn va Gc ché budc
cudi ciing ctia qua trinh sinh tbng hop thanh té bao.

Cefadroxil la d&n chét para - hydroxy clia cefalexin va Ia khang sinh diing theo duwéng ung
¢6 phd khang khuan twong ty cefalexin. Giéng nhu cac cephalosporin thé hé 1, cefadroxil
¢ hoattinh in vitro trén nhidu cAu khudn wa khi Gram dwong, nhung tac dung han ché trén
vi khun Gram am. Nhibng ching con nhay cam tét véi cac khang sinh nhém cephalosporin
thé hé 114 vi khuan Gram dwong: Streptococci Group B, C, G, Streptococcus pyogenes;
Gram am: Moraxella catarrhalis.

Corché khéngthudc:

Cefadroxil ¢6 thé chéng lai cacvi sinh vat san xubt mét s loai beta - lactamase, nhw TEM - 1, lidu
thép dén trung binh. Tuy nhién, cefadroxil khdng duoc hoat hoa béi beta - lactamase gay
thity phan cephalosporin, nhu cac beta - lactamase phé rong va cephalosporinase nhiém
shcthé nhw enzyme loaiAmpC.

Cefadroxil khong c6 hoat tinh chdng lai vi khudn c6 lién két penl
giam ai lc chia cac thudc nhom beta - lactam. Sy khang thubc c6 thé qua trung gian do
Kkhong thAm vao vi khudn hoic cac bom ddy thudc ra clia vi khun. Métloai ¢6 thé c6 nhidu
hon méttrong bbn co ché khang thudc trén.

Trong thir nghiém in vitro, cac cephalosporin thé hé | dedng ubng c6 it hoat tinh hon
penicillin G va V trén vi khudn Gram dwong va hoat tinh kém hon aminopenicillin trén H.
Influenzae. .

- Cac chiing dang nghi ngd khang cefadroxit gdm: Vi khudn Gram dwong: Staphylococcus
aureus (nhay cam v&i methicillin), Staphylococcus epidermidis, Streptococcus pneurmoniae;
Vikhuén Gram am: Citrobacter diversus, Escherichia coli, Haemophilus influenza, Klebsiella
pneumoniae, Klebsiella oxytoca, Proteus mirabilis.

- C4c chiing da khang: Vi khuén Gram duong: Enterococcus spp., Staphylococcus aureus
(khang methicillin), Staphylococcus epidermidis (khang methicillin), Strepfococcus
pneumoniae (khéng penicillin); Vi khudn Gram am: Acinetobacter spp., Citrobacter
freundii, Enterobacter spp., Morganella morganii, Proteus vulgaris, Providencia rettgeri,
Providencia stuartii, Pseudomonas aeruginosa, Serratia marcescens. Céc chiing khang
khac: Chlamydia spp, Mykoplasma spp, Legionella spp.

15. Déc tinh dwye dong hoc:

- Hép thu: Cefadroxil b&n vitng trong acid va dwoc hap thu nhanh va gan nhuw hoan toan &
dwong tiéu hoa, Thire &n khong anh hudng dén 18 hép thu va ndng d6 dinh trong huyét
twong.

- Phan bé: V6ilidu ubng 500 mg hosc 1g, ndng d6 dinh trong huyét tuong tyong tng v
khoang 16 hodc 30 microgam/mli, dat dwocsau 1 dén 1,3 gitr. Khodng 18 - 20% cefadroxil
géin két véi protein huyét twong. Cefadroxil phan bé rong khip cac mé va dich co thé. Thé
tich phan b6 trung binh 12 181i¥/1,73 m’, hodc 0,31 littkg. Cefadroxil di qua nhau thai va bai
tiét trong sira me. Cefadroxit khéng qua Gwoc hang rao mau néo nén khong ding dieu
viémmang néo.

- Chuyén héa: Thube khdng bi chuyén hoa.

- Théi tree Cefadroxit duge loal trir cham hon rat nhidu so véi cephalosporin dudng ubng
tuong tu (thdi gian ban thai: khodng 1,4 git dén 2,6 gid) nén khoang thei gian gitra cac
1idu c6 tha kéo dai tiy 12 dén 24 g, Hon 90% lidu sl dung thai trir trong nurdre tidu & dang
khong d8i trong veng 24 gie qua loc.cAu than va bai tiét & dng than. Do 6, véi lidu ubng
500 mg, ndng dd dinh ciia cefadroxil trong nwée tidu Ion hon 1 mg/ml. Sau khi ding lidu 1
g, ndng @6 khang sinh trong nuéc tidu gitr G 20 - 22 gidr trén mire ndng d6 (e ché t6i
thidu cho nhirng vi khun gay bénh duwdng nidu nhay cam. Cefadroxil dugc dao thai nhidu
quathdm tach than nhan tao.

16, Quy cach déng goéi:

Hop 2 vix 10 vién nang cing, kém o huéng dan si dung thude.

Hop 10 vix 10 vién nang ctng, kém t& hudng dn st dung thube.

17. Didu kign bao quan, han ding, tiéu chuén chatiweng:

- Bao quan: Trong bao bi kin, noikhd, dwdi 30°C.

- Han dung: 36 thang k& tlr ngay san xuét.

- Tiéu chuéin chétlvong: TCCS.

18.Tén, dia chi clia co s& san xudt:

CONG TY CO PHAN DUQ'C PHAM TRUNG UONG | - PHARBACO

Dia chi: 160 Ton Dirc Théng - Dng Da - Ha Noi

DT:84-24-38454561; Fax: 84 - 24 - 38237460

San xuét tai: Thanh Xuan - Séc Son - Ha Noi Fapb - 01
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HUONG DAN SUF DUNG THUOC
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2. Gac dAu hiéu lwu ¥ va khuyén cdo khi diing thube:
Thude nay chi ding theo don thude.,
Boc ky hwdng dan s dung trude khi ding.
Bé xa thm tay tré em.
3. Thanh phén céng thise thubc:
Méivién nang cirng FABADROXIL 500 chira:
Thanh phén dugc chat: Cefadroxil (duwéi dang cefadroxil monohydrat)......
Thénh phén t4 dugc: Comprecel M112 (cellulose vi tinh thé), Natri starch glycolat (DST),
Bottalc, Aerosil R200 viradi 1vién.
4. Dang bao ché: Vién nang cing.
M6 t3: Vién nang cteng s6 0, mau tréng - xanh, bét thudc trong nang mau tring nga.
5.Chidinh:
Cefadroxil dwoc chi dinh trong didu tri cac nhiém khun do céc vi khuén nhay cam:
- Viém hong va viém amidan do Streptococcus.
-Viém phé qun, viém phdi do vi khuan.
- Nhim triing dudng tiét nigu khong bién chirng: viém bé than, viém bang quang.
- Nhi&m tring da va mé mém: ap xe, nhot, chéc 1, viém quang, viém mi da, viém hach
bach huyét.
6. Cach dimg, lidu dimg:
Céch ding: Cefadroxil dwoc dung theo dwdng ubng. Co thé gidm bot tac dung phy
dudrng tidu héa néu ubng thubc cing véithirc an.
Lidu dang: Lidu diing phy thudc vao tinh nhay cam cia vi khun, mirc d9 nghiém trong
clia bénh va tinh trang lam sang cta bénh nhan (chirc ndng gan, thén).

Nguwii I6n va tré em > 40 kg, | Tré em < 40 kg, chiFc ndng

Chi dinh chivc néing than binh thudng)  than binh thudng

Liéu ding 6 thé giam dén
1000 mg, 1 1n/ngay trong
it nhét 10 ngay

30 mg/kg/ngay, 11aningay

Viém hong va viém amidan
trong it nhat 10 ngay

do Streplococcus

30 - 50 mg/kg/ngay

Viém phé quan, viém phdi -50T
3 chia 2 lan/ ngay

do vi khudn 1000 mg x 2 1an/ ngay

30 - 50 mg/kg/ngay

Nhigm tring dudng B8t nigu 1000 mg x 2 lan/ ngay chia 2 An7 ngay

30 - 50 mg/kg/ngay

Nhiém trung da va mé mém| 1000 mg x 2 I&n/ ngay chia 2 1An/ ngay

-Tré em: c6 thé tang lidu 16n dén 100mg/kg/ngay.

- Nguwai In: co thé tang lidu tiy thudc vao mirc G0 ndng cla nhidm trang. Lidu t6i da
4g/ngay. Nhiém tring dudng nigu man tinh cén diéu trj kéo dai va tap trung cing voi viéc
lién tuc kidm tra tinh nhay cam va theo d6i 1am sang.

- Khéng nén ding vién nang cieng cefadroxil 500 mg cho tré so sinh va tré em dwéi 6 tudi.
D&i voi tré nhd va tré em ¢ trong lwong < 40 kg, c6 thé ding dang 16ng (cefadroxil 250
mg/5 mi hoédc 500 mg/5 mi).

Bénh nhan suy thén:

Chinh lidu theo d thanh thai creatinin d& ngén ngira sy tich tu cefadroxil. O bénh nhan cé
d6 thanh thai creatinin < 50 mi/pht, chinh lidu theo huwéng dén danh cho ngudi Ion dudi
aay:

Py smﬂwﬁwﬂ: Lidu khoiddu | Liduduyei | HROigian

(mimin/1,73 )| (mg/100 mi) gilra 2 lieu
50 - 25 14-25 1000mg  |S00mg-1000mg| 12 gi&
25-10 25-58 1000mg  |500mg-1000mg| 24 gio
10-0 >56 1000 mg 500 mg -1000 mg 36 gior

Tré em suy than (dudi 40 kg): Khong chidinh cho tré em suy than va yéu ciu loc méu.
Liéu ding cho bénh nhéan lgc mdu:

Tham phan mau lam gidm 63% lidu 1000 mg cephalosporin sau 6 - 8 gitv. Théi gian ban
thai clia cephalosporin khoéng 3 gi¢ trong qua trinh loc mau.
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Bénh nhan duoc thém mot lidu 500 - 1000mg vao cubi thdi gian loc mau.

Bénh nhan suy gam: Khdng cin chinh lidu.

Ngtrod cao tudi: Cefadroxit dao thai gua than, can chinh lidu khi cin thiét theo lidu diing &
bénh nhan suy than.

Théd gian didu tri: Didu tri 2 - 3 ngay 1iép theo sau khi hdi phuc céc tridu chirng iam sang
cép tinh hodc 6 biing chirng loal bo dwoc vi khuan, Trong nhigm khuén do Streptococcus
pyogenes, xem xét thdi gian didu tri 8&n 10 ngay.

7.Chéng chi dinh:

Cefadroxil chéng chi dink Vi nguedri bénh c6 tién st di Gng véi khang sinh nhém
cephalosporin, man cam v&i cefadroxil, cephalosporin khac hodic bat c thanh phan nao
clia thuéce.

8. Canh bdo va than trong khi diing thude:

*Trong strdung:

- Than trong khi st dung cho nhitng bénh nhan co tidn st dj (rng nang hodc hen suyén.

- & nhirng bénh nhan ¢ tign st di (ng khong nghiém trong voi penicillin holic céc thubce
beta - lactam khéng cephalosporin khac, cefadroxii nén dwoc st dung than trong déc biét
nhw dj trng chéo xay ra(ty 1€ 5-10%).

- 80 dung than trong & bénh nhan suy than; lidu luweng phai duoc didu chinh theo mire 4o
suy than (xem phan Cach dling - Lidu ding).

- Cefadroxil nén dwoc st dung than trong & bénh nhan co tidn st réi loan da day - rudt, dic
biét la viém daitrang. ‘

- Tidu chay c6 thé lam gidm s tai hap thu cda thubc khac va do d6 dn dén su gidm hiéu
qué clia thude,

- Phai ngirng didu tri ndu phan &ng di (rng xay ra (ndi mé day, chirng phét ban, ngia, gidm
huyét 4p va nhip tim ting 1én, rbi loan hé hép, ...) va thirc hign bién phap déi phé thich hop
(giao cam, corticosteroid va/hodc khang histamin).

- 8% dung kéo dai: Phai kiém tra thuwdng xuyén vé cong thive mau va xét nghiém chire ning
gan va than. Bdi nhim v&i ndm (vi du Candida) cé thé xay ra khi didu trj kéo dai véi
cefadroxil.

- Test Coombs ¢6 thé duong tinh thoang qua trong khi hodc sau khi didu tri voi cefadroxil,
&u nay cling &p dung cho céc xét nghiém Coombs thic hién & tré so sinh cé me dugc
diéu tri voi cac cephalosporin.

- Trong trdng hop tiéu chay nang va dai déng, mét loal khang sinh lién quan dén viém dai
tréng gid mac nén dugce xem xét. Trong trwdng hop d6 cefadroxil phai ngwng ngay 1ap toc
va didu tri thich hop nén dugc bat dau (vi du ubng vancomycin 250 mg). Thubc gidm nhu
dong rudt bi chdng chidinh.

9. Str dung cho phu nir cd thai va cho con bi:

Phu ni¥ c6 thai: Méc di nghién ciru trén dong vat va kinh nghiém 1am sang chwa cho thay
bét ky béing chirng néo vé& viéc gay quai thai, viéc st dung an toan cephalosporin trong thdi
ky mang thai vén chwa duwgcxac dinh.

Phu ni¥ cho con bud: Cefadroxil bal tiét trong sa me véi ndng do thép, c6 thé xdy ra mén
cam, tieu chay, xam I4n niém mac do ndm.

St dung cefadroxil cho phy nib ¢6 thai va cho con bt can duoc theo doi chit ché,




