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Ryx-Thudie bin thea don
CEFPIVOXIL
Cefditoren 200ma/d00mgp
Vides wiéar bares pliten

Thinh phiin: M3i vien nén bao phim chira
Celditoren (dudi dang muoi cefditoren pivoxil)... . 200 mg hoje 400mg
- u:,!-: Il\i!mxg Pra|:3.l Cellulose, Pr\cgefaummd s-larc'h (hnmnncllnsc ?salrl

o
G pdy
L) it sidm ph quhe i do Haemaphilus influenzee (bao pbm ci chiing

LR o B-lactamase). Hoemophiivg  parainffucazae (bae gom dhang sinh -

lactimase ), Steoprococens ;mc':.'mﬂmm' (chi vii ching nhay cim voi penictlling,
Bodc .'Ur:rmcf.‘-:: catarrhalis (bao Lmn it chiing sinh B-laciamase),

Viém phoi_mie phai trong cang dang do Haemophiilus fuflucnzae (bao gom ed
chiig sinh O-lactamase). Hocmphitns parainfluenzae (bao gom ¢ ching sinh B-
lactumase), Serepracocens pm,'mumnmr {chi vin chimg nhay cim i pcnu:lilln}.
holie Maraxella catarrialis (bao ghm ci chiing sinh B-lactamase),

F_g_r hmg:, tmysdan do Steeptococcis progenes.

!M;m Lhvan da v cau depe gleea bidn elymy gy @ do Staphyloceccis aurous
fi:uu pom ea ching sinh 0. lzetamise) hofie Streprococcus pragencs.

Liéu Iwgrng. cich ding: Licu dul:%:ﬂﬂ nEudi 1om vi tre emirén | 2 1woi.

. LoginhiémKwan | Lidwdimg | Ahoigian. |
| Viém phdi mic phai trong edng dong | 400mg. ngiay 2 | 14 npdy

gt chp clia viem phé quan man tinh | 400me. ngdy 2 lin | 10 nghy

Viém amyvdan‘viém hong 200me, npiy 2 Idn | 10 ngay

[ Nmém tranp davacautric | —

Ubng thude sau khi an.
Vi hémh_shin suy than: Khong cin didu chinh lidu véi bénh nhin suy thin mire
trung binh (Cler: 50-80 ml/phit/1.75 m2). Véi béah nhdn suy thin mire 30 trning
hmh (€1, tir 30 - 49 mb/phit). lidu khuyén cdo 13 200me. ngay 2 Lin; va benh
thin ndng (CL, cwm‘[ Jphat) 13 200myg, ngay | Kin.

,F_l';n il sy gann: Khong cin didu chink lidu voi binh nhin suy gan trung binh
vt @he (Child-Pugh Class A kage B Vai binh nhin suy pan ning {Child-Pugh

. hign chua o die liéu ve duge Eing hoe cits celditoren,

Nagadi con guiss Khimg 66 Khuyén cdo dde bigi v lidu ding néu nguni binh ¢
chire ning thiin binh thiedmg.

Ching chi dinh:

Khing ding ;hufu: cho bgnh nhin cb 1ién sir nhay cam véi cephalosporin hode v
¢de thanh phdn khae eda thuse,

Khing ding Lctpu-umllcllo bénh nhin thiéu hyt carmatine hoje rii loai ehiyén
hod b sinh diin 16 thicu hyt camitine

Liru ¥ vii thiln trgng khi diing thudie: ;

Cin thin trong khi chi djnh Cefpivonil cho bénh nhin tién sir dj iy v
ccph-llosponus penicillin hode thuoc khde. Vi nhimg bénh nhin bj di dmg véi
penicillin cin theo doi chiit ché khi ¢hi dinh dimg cefditoren do bénh nhiin cd the
bi dj img chéo.

Vidm et kot ming gl 4 dige hio cio & Iribae Inér cde Khdrng sink, bao gam ci
cefditoren, Do vy, con liw § 167 chin dodn may khi ditng = thitge che binly nlian
bj tic chay oo ditng Khireg sinh.

idu ] Hing khing sinh lam thay doi hé vi khuan duromg rugt vi. ¢ thé pitip cho
vi khudn ¢6 hai phit trién. Cée nghidn cini chi ra r."mg. die 10 do Clastridiom
difficite sn sinh ra li n;,uvén nhin chinh gdy m vidm kﬂ do Khing sinh.
Cefpivoxil khing khuyén cio dimg trong nhimg phic &8 clin diéu trj khing sink
dai ngdy do clc thudie khie chira pivalate khi ding trén 1 thing gy m hign wyng
thidu hyt carnitine. Khi ding ngin han hodic ding 1ip 19i trong thai gian n
thuoe khong gay ra hién tuong ndy. Anh huong cus Cefditoren pivoxil 16i nong
i camnitine khi dimg aglin ngay hién chim duge hiét,

\’hl'mg bénh nhin bj w.m phii edng ddng mie plﬁl ding cefditoren 200mg ngdy
v Ian rong 14 ngly, nong di caritine trong mdu gidm khodng 30%. Khi diing
li¢u 400mg ngdy 2 lin trong 14 ngdy. nbng &9 camitine giim khodng 46%. Nong
& carniting trdr v& mire thang thudng trang véng 7 ngdy tir khi ngumg thuic, Cie
nghidn ¢lru vai bénh nhin bj wém phd edng dong mic phii cho thiy khong ghi
nhin tic dyng phy do giam ncrng &0 carnitine. I'u:p' nhién. vai nhimg nhdm bénh
nhin khic (nhu bénh nhin suy thin hojc grim khoi Iuvng ¢}, nguy o nay tng
1&n khi ding cefditoren pivoxil. Hom nite. st hidu chinh licu ding voi bénh nhin
suv thing gini doan cuol ehum duge thict 1ap. )

Ciling nhu vii cdc khang sinh khde, vige dimg kéo dii co the gy tang nguy co
khing thuoe, Cephalosparins ¢d the giy ra suy giam hoat dfng prothrombin. djc
higt o nhimg beah nhin suy thin hoge gan hoge dinh duimg kém v nhimg bénh
nhdn trude dé clin d"cn 11 bing phic dé :]'u?rnb dong. L..m :hm dbi thai gian
prothirombin vi ¢6 thé phii chi djnh dimg vitamin K néu cin thién Trong e
nghién el Fm sing. khong b sir khae bift giite cefditoren vi cephalosporins o
chidu v nguy co kéo dii this ginn prothrombin,
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Cin ubng Cefpivoxil sau khi dn dé tang sinht kha dyng. Thude cd thé dimng ddng
thin wii thude trdnh tha ({mmg_‘, uong. Khong Khuvén cdo dimg ding thivi
Cefpivoxil vai lhuﬂc khang dich vj.

Tuong tie thuiic vii cie :lang trong tic khae:

]"!fi’n’,l-.’ frdndy_than dhegmge wong: Cefditoren pivoxil da litu khong anh huong tai
dong hoe cua ethinyl estradiol.

Thudc khdng dich vi: Ding dnng thisi véi thudc khing dich vj chim nhdm va
magnesi h}drux:dl.' Inm giam hap thu cin cefditoren sa khi dn, ey thé ki pam
AUC 1 1% va Cgy, 1495 Mje di dnh huréng trén lim sing ding ké chum duge bift
nhimg khong khuyén cao dun‘L,, déing thiri hai thuie iy

Tl dhdng e Dimg don lidu famotidine duimg tiem dong thii m giam hip
thu eua cefditoren 40‘01113 lidu dem sau khi dn, thé hién béai giam AUC 22% va
Cou 27%%, Hatk thube nay clng khing khu:ﬂ?n cdo ding déng thii mic di sur danh
huramg £ &t trén [im sing chum dirge bict dén i

Probenecidh Cilng nhir ¢de khing sinh B-lactam, vige ding dong thdi vai
probenecid 1am ting Cp,, cia cefditoren 49% va AUC 122% dr:‘mg thisi kéo dii
thén gian bin thai 1i 53%. )

Turemg teic vé xét nghidnm: €6 thé giy ra phin (mg Coombs’ trife tliép duong tinh,
test ferricyanid gia, test glucose nigu duong tinh gia khi ding Clinitest. i
T taiee vord thiee dn: Thire &n Eim tng hap thu cua cefditoren. Bir dn nhicu méd
lam ting sinh kha dyng coa thude.

Phu nir ¢i thai va cho con bi

Cetditoren pivoxil khong giy ra qudi that trong nghién ..l.ru trén thd vt chudt vl
mire liéu 1000me/ke/ngay, hwomg duong Lh:mllg 34 Jin ill.!l] ding '-'Dnmg ngdy 2
lin o ngurdi tinh tromg duong theo mg/m® "ngdy. O the, litu cao nhit duge nghién
clru 1 me‘lmgfﬂg.iy gap 4 1in lidu d-.m;, 200mg, ngay 2 1an & ngwdi tink theo
l1tbfln’fngat € mire licu ndy, thude gay doe cho the me va diin 167 dé non.

Trong nghién el sau sinh & chudt, cefditoren pivoxil khéng gly tic dyng phy
ndo i sy song $61, phit tricn hinh vi vi thé chilt ciing nhur kb ning sinh san cia
chudt khi 161 giai doan phit dyuc vai Hiéu 16n 161 750mp/ke/ngdy, gip 18 Lin lidu
diing 200mg ngay 2 lan & nguedi tinh wong duong theo me/m’ kg

Tuy nhién, hi¢n chua ¢b nghién el diy i trén ngwedi nén néu thre sir cin thidt
mai dang cefditoren cho phy nir khi mang thai.

Cefditoren bii tiét viio st khi nghién cin trén chudt, Do nhitu thube duge bai
i€t vito sitm nén can thin trong khi diing cefditoren cho phy nit cho con b,

Anh hudng teén Khi ndng 18§ xe vi viin hinh may moc:

Hign chua cd nghién ciru vié anh hwrdng eta thude toi kha ning ldi se hay vin
qulh m.’iy Tuy vy, mit sb e dyng phy duge gh: nhiin {chong mjt ngd £ dau
i cu thé nnh hurimg 16 kha ndng lai xe hay viin hinh may. Bénh ahin can duge
khuyén cdo vé 1ac dung phy niy khi sir dung thude,

Tde dyng khing mong mudn khi ding thude (ADR)
ADR = 0%
Tiéu chay (11-15%)
ADR nir | - 0
Hé lh:i:n kinh trung wong: Dau dhu (2-3%);
Noi tict/chuyén hoa: Tang glucose mau {1-2%)
Tiéu hoa: Budn ndn (4-6%), dau byng (2%, chin dn {1-2%), non (1%6)
Sinh dyc: Viem dm dao (3-6%)
Huyét hoe: Gidm hematoerit (2%)
Thiin: D41 mdu (_1 %), bach ciu nigu {2%)
ADR < 1% ﬁm gl nleng grean rong -"!m;i: gavde doa tink mang)
Suy thin l.'ap.. dj u‘ngr dau khap, chn phc quin, ting mta plu pmtem ﬂ:l;m1 giam
calei, 1dng thin glan dong mi, hcmg han o o nam, Afing
glucose hu;r::l viém phéi ke, gidm bach ciu, ting knll miu, gidm nagg | viem
dai Lr.‘mg wia mye, hoi chimg Steven - Johnson, xuii hu“l:i oiam tidu dxiy/ Imqi ur
da nhiém doc. )
Ceic phan tng phu cia mhom thude Cephalosporin
Npodi ¢ic tie dung phy ligt k& ¢ trén, bénh nldin dicu i hflng cefiditoren co thé
Bdp tic dung phy nhir cde Ihu&: khag trong nhom khing sinh cephalosporin bao
gom: Dj imp, soe phin vé sat do thuee. hoi chu‘mg Stevens-Johnson, ban dd da
dang. hoat 1 bidu bj nhigm d6c, viem dgi tring, roi logn chite ning thin, cdc i
logn chl.rc ndng gan nlw i mit thi¢u mau bt sin, thidu mau tan mau.
Mot st thay doi vé cin 1am sing n'hu‘ kéo ddi thin gian pmthmmlnn duemg tinh
H.IH vii xét nghigm Coombs 1n,:c tup X6t nghi¢rn dudmg nigu: ting phosphalase
kigm; ting bilirubin; giam liéu clu.

Thang bde clie bdae 57 aditng tic dung géng mong it gop phai Khi ding

i

Dije tinh duge lye hger M3 ACT: J01DDI6 - Khing sinh nhom Cephalosporin.
Cefditoren pivoxil 12 khang smh ban tong hop nhom ccphnlnspmm the hé lhu 3
dirgre sir d|,||:g ﬂu:u duﬁug unng,. ding trong dlu: U! n:éc b-l;nh nl:»n:m Lhmn clp

cic vi khuan nhay cidm gdy r, bao gl:lln‘ It influenzac, M
Streprococcus pnewntoniae nhay cam vai penicillin, Moraxef!
hong (Streprocovens progenes). nhicm trimg da va to chi
ﬂ!:.mb (\ atirens Lhnng coda khang.. 'irrepfmmr.'us .umgwl "

vl ¢ cl-phalosponn the i'u: 3 Il:u;ﬁ nay (nhu cefdinir. ccl'th), 3
khdng vi khuin Gram am rq:n}: hon so véi cephalosorin the hé | vi==
cefditoren o the dyng voi cde vi khudn Gram duong th hon so vdi cdc
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cephalosporin the hé 3 khie do frong ciu tric cé nhom methylthiazalyl, trang khi
cic eephalosporin thé hé 3 kh&: khing ed. Co ché e dung cia cefditoren namg
oy nhir cie cephalosparin thé hé 3. Celditoren pivoxil 1d mjt tién dige (prodrug)
co £t it e dung khing Lhu.'sn Cefditoren povixil sau khi I1.:T||'1 this v ca the bj
thity phin bai edc esterase dé gl.u phong thinh mfdim:mn €d hoat tinh va pivala
vilo lrmg miu, Cefditoren e ché sy tong hop thioh & Bao vi khudn h&ug, cich
g.’sn két voi cic protcin pin penicilling Kam e ché bude cubi cing :huy.rn ecid
amin gilre cde chudi peplide eiia tong hop peptidoglyean & thinh t& bio vi khudin,
Vi khudn bi ly gidi do hogt tinh cita cic enazym autolysin vi murein hydrolase,
Bic tinh duge ding hoe:
Midp thy Sau khi wing. cefditoren pivoxil hip thu va thuy phin o think
cefditoren bdi esterases. Nong d dinh cia cefditoren khi doi trung binh Khedng
1.8 £ 0.6 pg/ml. sau khi wdng lidu don 200 myg v dat durge sau uong 1 1,5 161 3
gid.
Cefditoren khing rich lug khi ditng phic di ngay 2 Bn i bénh nlin ed ehire ning
thin binh thudmg.
Sinh khi dung wyét dol duimg sbng khi d6f cia Cefditoren khoing 14% va kki
4n bira-dn it md 13 16,15 + 3%, Thic &n lém ting AUC vi C,.,, cta celditoren
iuomg img 70% va 50%.
Phiin_bd: Thé tich phin bé & mrang thii én dinh i cefditoren 13 9.3 © 16 L
Cefditoren gin két el yéu vi albumin, khoang 88% va 1y 1¢ nay giam khi lugng
albumin trong huyét wromg gidm,
el beng miecne o da! Nﬁng d§ 101 da ctn cefditoren trong dich hing nude a da
u khi udng 4-6 pii ik 400mg dat mire trung binh 1.1 £ 042 pwml. Nong da
wemg duomg 56 = 15% ndng 4§ thube rong miu,
bl wdan: Va1 bénh nhin oft amydan. trong trang thili doi, nong di ccl’d:tun:ﬂ
o i o amydan 1§ 0,18 = 0,07 pp/p sau ufmg ligu 200mg 1ir 2 - 4 gid. kung o
Irih!g‘l*nh cuia thde & amydan B 12 ¢ 3% <o visi ndng 4§ thude trang miu,
el I‘Il_L- Thong tin \'-'.‘ khi niing, thude phiin b6 vio dich nio tuy hign chua ¢6
v i trer.
1 gian ban thai thai inr caa cefditoren 1a 1,6 = 0.4 pi o ngudi khoe manh.
Thude hau nhir khdng chuyén hod. Sau khl udng, thude thai 1rir chi yéu qua than
véi loe. ciu thin khodng 4-51/gib, Thude thai trir kém & nhimg bénh nhin mdc
énh vé thin
i Gefditaren pivoxil duge thuy phin tao thiinh thinh phin 6 hoat tinh 1 cefditoren
kémn theo sy hinh tldnh pivalate. Sau khi u&n,;. da lidu cefditoren pivoxil, trén
@ pivalate disoe hap thu. Pivalate chu véu diroe thii trie qua thin qua sy
anh pivaloylcamitine,
sy mhgin e bt

Netrat gt'{': O ngui [m 1eén 63 tudi, ALC v C,,, cia cefditoren ting tuong :.mg
26% v 33% so vl npudi ted. Tht glan bdn thai cia thude clng km dai hen o
ngudi lom tudi, 1y tng khodng |6 - 26%. Thanh thii thin cia thude o ngudi gia
chim hom Rhudn;; 20 - 24% 50 vai ngiedi ré. Neoyén nhin con hién trong niy 13
do s thay doi e thanh thai ereatinini & nguin Idn woi,

Khong e didu chinh lidu eda cefditoren cho ngui Idn uoi oo chire ning thin
binh thuémg (& miie tudi cim ho}

Crieni timl: AUC vi Cp, & nir cao hon nam khodng 14% vi 16%. Thanh thai thin
cia thube o 1@ ciing chgm hon khodng 13% so visi nam. Tuy nhidn, khéng can
diéu chinh liéu khi ding thude theo gidi tinh,

Suy thiin: Thanh that creatinin (CL,) giam 1im ting lugng thude & dang ty do vi
gidm thai trir cefditoren. C,, v AUC cun thude & trgng thai 1y do véi binh nhén
suy thin nhe (Cl. 50-80 mliphit/1,73m’ da) neomg duong, voi & ngwdi binh
thirimg  (CL., >80 mUphit/1,73m’ da) nhumg ting & bénh nhin suy thin trung
binh (CL., 5030 - 49 mliphat/l,73m" da) va nang (Cl, <30ml/phin/1,73m’ da)
turomg imy 90% 4% vdi Cou, v 2329524% vai AUC, Thiti gian bin thii kéo
i frong imp 12,7 vi 4.7 g & Iu;nh nhin suy thin trung binh va nang,

Béntt nlrdn foe madw: Lge mau pidp logi khedng 30% Cefiditoren ra khot hé 1hﬁn},
{vibi thisi gian loc 4 gio) nhmg khdng lim thay d&i thin gian ban thai eta thude.
Hénh gan: Co va AUC ciia Cefditoren o bénh nhin bj suy gan mie nhe vi 1rur.|ﬁ
binh ting nhe (dudi 15%) so véi ngudi binh thuimy; do vy, khang cin didu
chinh §éu vai nhimg bénh nhin ndy, Dane hpe coa thude @ bénh nhin suy gan
ning ¢hum dugie nghign el

Qui licu ¥al X tn*

Thun; tin vé qui lidu ciia cefditoren pivoxil I'uqn chim du'qc ghi nh,-lm Tuy nitién,
cing nhy cic khdng sinh B-loctam khic, phin img qud litu bao gom budn nom,
nin, 1idu chiy vl co gifit, Loc miw of thé gilip logi cefditoren r khdi co 1hé. Pidu
1] qui liéu bao gdm dicu irj 16¢u chimg va ho tro.

Trinh biy: Hgp 3 vi, PVC-PVAC/Aly, vi 10 vién

Han diing: 36 thing ké tir ngiy sin xudt

Bao quin: Noi khd médn nhidy dp khong qua 30°C, tong bao h| Rln
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