htj[pS://trungtamthuoc.com/

MA U NHAN J64/16t) wy

1.- MAu géi ( géi 1g): ~

| BO Y TE
__| CUC QUANLY DUQC

DA PHE DUYET
Lan dau:.03.0.04.0.4]..

v

(CERABES))

PHO TONG GIAMBOC
0s. & Bitu Guamg




https://trungtamthuoc.com/

2.- Miu hop (Hop 12 gdix 1 g):

CHI BINH, CHONG CHI 8INH; LIEU
LUDNG, CACH DUNG VA CaAC
THONG TIN KHACGC L

Thuoc bt pha hon dich ueng

@! GMP - WHO

Buon yaip uoy Byd 109 0Ny |

Thuoc bet pha hon dich uéng

GMP - WHO




https://trungtamthuoc.com/

MAU TS HUONG DAN SU DUNG THUOC

MAT A

CERABES®
PHAN HU'ONG DAN SUY DUNG THUOC CHO NGL'O' BENH

Doc ky hwang din sir dyng trrére khi diing
D¢ £a tdm tay tré em
Théng bio ngay cho bdc 5§ hode duye 5§ nhirng tic dyng khéng mang mudn gip phil khi sir dyng thube
THUOC KE BON

THANH PHAN, HAM LIPQNG CUA THUOC: M3i gdi 1g chira:

+ Hoatchétchinh® Cefpodoxim 100mg

{Dudn dang cefpodaoxim proxetil).
« Tadwoce: Manitol aspartam, natn C.M C, natri citrat, natr: benzoal, natri saccharin,
crospovidon, bit hurong wi trai cdy, aerosil, pham mau guinolein
MO TASAN. PHAM: Bt thude mau vang, thom mui trai cdy, vi ngot
QUICACHBONG GOI: Hop 12 g6i x 1gthubde bt pha hin dich wdng
THUOC DUNG CHO BENH Gi:

Cefpodoxim duerc chi dinh didu tr| nhidm khudn do céc vi khudn nhay cdm gdy ra trong cac

trrémg hop sauw:

+ Bidu Irj cac bénh tir nhe dén trung binh & dudmg hé hap dudl, ké cd viem phdi cép tinh
mac phdi & cdng ddng do cdc ching Streptococcus pneumoniae hode Haemophilus
nfluenzae nhay cam (ké& ca cac ching sinh bela-lactamase) va dot kich phat nép linh
clia viém phé quin man do céc ching S. pneumoniae nhay cdm va H. influenzae holic
Moraxela catarrhalis khéng sinh beta-lactamase

+  Didu Irj céc nhidm khudn nhe v vira & dudng hd hdp trén (3au heng, vém amidan) do
Streptocaccus pyogenes nhay cam, bénh viém tai gicra cdp do céc chiing nhay cam S,
preumoniae, H. influenzae (k8 ca cac ching sinh beta-lactamase) hodc B. catarrhalis,

o Bidu trj nhiBm khudn dudng tidt nitu thd nhe va vira, chua cd bién ching do céc ching

nhay cam E coli Kiebsiea pneumoniae, Proleus rmrabills, Staphyfococcus ||

saprophylicus

+ Didu trj nhidm khudn thd nhe dén vira, chua bién ching & da va cée th chire da do
Staphylococcus aureus ©b lao ra hay khdng tao ra penicilinase vé cie ching nhay cam
ciia Streplococcus pyogenes

+  Didulrlaucdp nigu dao, cb I cung khéng bién chirng do Neissena goncrrhosae (kéca
ching sinh penicilinase)

« Didutr nhim khudn hau mén, tnre trang cp, khdng bidgn chimg & phunlr do Neissena
gonarrhoeae (ké ca cée chiing sinh penicilinase)

»  Didutri nhidm khudn xoang ham trén cdp do Haemophilus inflvenzas (ké ca ching sinh
beta-lactamase), Sireplococcus pnewmonias va Moraxella catarrhaiis.

s Luu y:tinh an todn va hidu qua o tré em duwdi 2 thang tudi chwa dwoc xac dinh,

NEN DUNG THUOC NAY NHU' THE NAO VA LIEU LUGING:
Cach dang va dwémg dung:
« Dingduémguéng.
+ Thulc nay co thé ubng khi cé hodc khing cé thire n trong da déy.
+ Cha bdt thudc vao ly cb chira khoang 15m| nrrde dun sbi @& ngudi (khodng 3 mudng
café), khudy déuvaubng ngay

Lidudung:

+  Nguwei Iden va tré vj thanh nién (1ém hon 12 tuoi)
Loai nhidm khudn Téng litu | S&1dn udng Théd gian

hang ngay didu trj

Vigm hong va/ viém amidan [ 200mg 100mg méi 12 gi& 5 - 10 ngay
Viém phdi cdp tinh mie phai | 400ma 200mg mai 12 qidr 14 ngdy
& cong déng
Lau khang bifn chimg 200mg li&u don
(nam vani)
va nhiém khudn lau tnyre
trang & phu nir
Da va cAu tnic da 800mg 400mg mli 12gid | 7-14 ngly
Nhiém khuan xoang ham 400mg 200mg m&i 12 gi& 10 ngay
trén cdp
Nhiém khuan dudng tiét nidu| 200mg 100mg méi 12 gir 7 ngay
Khing bidn ching

« Tré sorsinh va tré em (tir 2 thang tudi dén 12 twdi)
Loai nhiém khudn | Tdng libu $4 1dn ubng Thévi gian

hang ngay didu trj
Viém tai gira cap 10mgfkgingay Smglkg mBi 12 git 12 gi¢r 5 ngdy
(Max 400mgingdy) | (Max 200mg/idu)

Vigm hong v/ 10mgikgingay Smg/kg/libum&i 12 gir | 5-10ngay
vifsm amidan (Max 200mg/ngay) | (Max 100mgJliéu)
Nhd&mkhudnxoang | 10malkgngay Smalkg mai 12 gier 10ngdy
ham réncap (Max A00mgingay) (Max ZOOmQﬂléu} P

+ Liéucho ngui suy thin:

- Déi véri bénh nh&n suy than niing {d4 thanh thai creatinin <30 mifpht), khoang cach lidu
ding nén lﬁng;ﬂn 24 gir. (¥ bé&nh nhan durorc duy Iri thim tach mau, tan sult dang thudc
nén a3 [anludn sau khi thém tach mau,

- Cothé sir dyung cong thire sau (dya trén gion linh, can nang va tudi14c cda bénh nhan) &
wére liong a6 thanh théi creatinin (mL/phut) khi khi cé ndng dd creatinin huyét thanh thich
hop. Bé wrére tinh ndy co gid tri, ndng da craatinin huyét thanh phai dai dién cho trang thai
dn dinh cda chire ndng than

Nam Cannang (kg)x (140 - tudi)
{mL/phdt) 72 x crealtinin huyél thamh (mg/100mL})
N 0.85x gidtrjtrén

{mL/phit)

+ Bgnh nhin suy gan: dirge dbng hoc cla cefpodoxim & bénh nhan suy gan (co hodc
khéng bj cd tnrémg ) tiromg tyr nhur & ngurdri binh thrémg. Khong cén didu chinh léu
KHINAO KHONG NEN DUNG THUOC NAY:
« Bénh nhan qua min vén cefpodoxim hodc véi bt el thanh phan nao clathude
+ Bénhnhanquaminvai khang sinhnham cephalosparnin

TAC DYNG KHONG MONG MUON:
Thirémg gédp: ADR > 1/100
» Tidu hod: tang &p lyrc trang da day, budn ndn, ndn, ddy hoi, tiéu chay, dau bung. Tidu
chdy ra méu cd thé xdy ra nhu mat tridu chirng cia vidm rudt; Nén xém xét kha ning
viém dai lrdng gia mac ndu 1idu chay néng hay kéo dai, xay ra trong hodc sau khi didu ir
(xem mucThéntreng)
+ Réiloan chuyén hod v dinh dwéng: chan an
+ Nhim khudn vanhidm ky sinh tring ¢ thé xay ra s bdi nhifim cdc vi sinh vatkhang
nhay cam.
itgép: 11.000 < ADR < 1/100
+ Héthin kinh trung wong: daudhu, dicam, chang mét
+ Taivamédao utai
+ Réiloan trén da v cic md dwéi da: cac phin (g qua min & da, phét ban, ndi may
day, ngira.
« Cacrdiloan chungliénquan déndurdng ding: tinhtrang suy nhirge, kho chiu
Hiém gdp: ADR<1.000
+ Réiloan mau va h@ bach huyédt rdilogn huyét hoc nhir gidm hemoglobin, tng tidu cAu,
giém?su céu, giam bach cdu vabach cu vaeosin,
+ Réiloan gan -mat: rdiloan enzym gan, viém gan v ving da (r mat tam thai,
Rt hiém gdp: ADR < 1/10.000
+ Réiloan méu va hé bach huyét: thiéu mau tan huyét.
« Réiloan h& théng mikn dich: phén wng phan vé, co thét phé quén, ban xudt nuyét va
phimach
+ R&i loan thanva tidt nigu: tdng nhe uré va craatinin trong mau.
+ Réiloan gan -mat: tdnthrong gan.
+ RAi logn trén da va cac md dwdi da: hoi chimg Slevens-Johnson, hoai i bidu bi
nhim déc v hdng ban dadang..
NEN TRANH DUNG THUGC HOAC THY'C PHAM Gi KHIBANG sU DYNG THUOC NAY:
» Khdng co ddu hidu 1am sang dang ké vé trong téc thude duere bdo cdo trang qua trinh
nghi&n ciru lAm sang
+ Thudc déi khing histamin H, va cdc thudc khang acid lam gidm sinh kha dung cua
cefpodoxim.
+ Prabenecid [am gidm sy bai lidl cephalosporin,
Cephalosporin co kha néng tang cuéng tac dung chéng ddng clla coumarnin va gidm téc
dung trénh thai cia cestrogen
+ Thudc chdng ddng duing udng: diing ddng thir cefpodoxim véi wartarin cé thé |am 13ng
téc dung chéng dang méu. DA cd nhidu bio cdo vé vide tang tac dung clia thube chdng
déng mau dirgng ubng & bénh nhan duwoc cho sir dung thudc khang khuén, gbm
cephalosporin. Nguy co ndy cd thé thay ddi lly thea bénh, twdi tac va tinh trang chung
ciia bénh nhan, gop phin gay kho khdn cha viéc dénh gid khd nang cephalosporin (am
téng chi 58 INR (intamational normalized ratio). Nan thurdmg xuyén dénh gid ehi sé INR
trong khi hodc ngay sau khi sir dung d8ng Ihir cefpodaxim vérl thubc ching déng mau
dutmg uing
+ Cac nghién curu da cho thdy sinh kha dung gidm khodng 30% khi dung cefpodoxim vir
cac thuée trung hda pH da day holic irc ché Lidt acid. Vi vay, céc thudc khang acid dzng
khodng chét va chét chan H, nhu ranitidin, 1 nguyén nhan géy ting pH da day, nén udng
céch 2-3 gitr sau khiubng cefpodaxim.
CAN LAM Gl KHIMQT LAN QUEN DUNG THUOC:
Néu quén mél lidu, nén udng thude cang sém cang tét, Nhng néu 38 gn aén Ge ubng
lidu tidp theo, chi diing lidu sauma thai. Khéing nén diing lidu dai hay thém lidu d& bi vae
lidu quén udng
CANBAO QUAN THUOC NAY NHLF THE NAO:
Béo quén nei xhd, nhidgt dd khéng qua 30°C, tranh anh sang.
NHUPNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:
Cothé ghm budn ndn, nén, dau thegng vi va ligu chay
CAN PHAILAM G KHI DUNG QUA LIEU KHUYEN CAO:
Trang truémg hop qud lidu xdy ra, 38 nghj dén ngay co séry té gan nhilt d& nhén vién y 14

o6 bi&n phap xir tri kip thévi

PHO TONG GIAM BOC

DS. 73 PBriu @zmmﬁ;
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MAT C

T NHONGBIEU CAN T-HT;l.N rﬁbﬁc KHI DUNG THUOC NAY:

+  Trudre khi didu tri bdng cefpodoxim proxetil, nén tidn hanh didu tra xem bénh nhan ¢ lidn

¥ man véri cefpoddoxim, véi cdc cephalosporin khac, vér cac penicilin, hodc v cac

thude khac hay khdng Phai than trong khi cho ngudi qua man véi penicilin sir dung

cepodoxim vi da ¢ @i hidu ghi nhan kha nang xay ra qua mAn chéo gilra cédc khang sinh

beta-lactam vé 1&n td 10% & nhirng bénh nhan ¢b tidn s qua min vén penicilin. Néu xay

ra éphdn irng di {rng wiri cefpadoxim, phai ngumg ding thubde va trong truveng qud

mdn nghiém trong cd thé phii s (r dyung epinephin va cac bign phap cip ciu khac dé didu

tri bac gdm oxygen, truyén dich tinh mach, tiém khdng histamin vé théng khi khi cé chi
dinh 1dm sang

+ Tiéu chdy lién quan Clostadium difficide (CDAD) 03 diere bao céa khi sir dung hdu nhe ||

t&i ¢4 cac khing sinh, bao gbm cefpodoxim, va murc d6 nghiém trong dac dong nhe dén
de doa tinh mang. Didu tri wéi khéng sinh [&m thay adi hé vi khudn binh thuémg & ruét din
L syr phat ridn qua mikc cla C difficile

+ C.difficiie sinh déc th Ava B la nhung chal gép phan phat inén CDAD. Sir gia tang doc1d
do cac ching C difficile gay ra lam tng 1y 1& bénh 1At va ur vong, co thd cdn phai phau
thut eit bb daitrang khi nhirng nhiém khuln nay khang a1 liéu phap khang khudn Phai
xem xét CDAD & t41 cd cac bénh nhédni by tiéu chady sau khi st dung khidng sinh, Can cin
thén ghi chép lich st diing thufic vi 44 cd bao cao COAD xdy ra hon hai thang sau khi
dung cac thude khang khuan.

« Néu da nghi ngd hay xéc nhan COAD, phai ngirng sir dung cac khang sinh khéng phai
dung dé dibutr C difficile Bl murdre va chét dién giai, bd sung protein, khang sinh didu bri
C.aifficiie_ v tidrvhanh danh gia phdu thudt khi co chi dinh 1Am sdng

+ Cankidm scét lieu chay do C.difficile & bénh nhan didu tr bang cefpodoxim vi co sw gia
téng 1 lé tidu chay lién quan C aifficile & giai dean [dm sang som & ngurdi khde manh,
C difficile hodc doc td 44 duroc bao céo & 10% banh nhan trudng thanh tidu chdy do sir
dung cefpodoxim, tuy nhién, da khang thyrc hign chin doan dac hidu vh viém dai trdng
gid mac & nhirng bénh nhan nay.

+ O'bénhnhanbigidm hodc gidm tam thér lvu lueng nuée tidu de suy than, nén gidmtén
lidu mt ngay cefpodoxim proxetil vi c6 thd xady ra tinh trang ndng 48 khang sinh huyg
Ihanh cao va kéa dai sau khi udng lidu binh thudng, Gidrg nhuwr nhirng khang sinh khac,
than treng khi sir dung cefpodexim cho bénh nhan dang ding thudc g tidu (xem Lidu
liromyg va cach diing)

« Nhwr cac khang sinh khae, dung cefpodoxim proxelil frong thin gian dai dAn tdi sie phat

tridn qué mirc cla cdc vi sinh vat khéng nhay cam. Cdn Iap lar vigc danh gid tinh trang

biénh nhan Thire hién cac bidn phap thich hop ndu xdy ra bdi nhidm

Viéc ké don cefpodoxim proxetil khi khong co bang chirng hodc khi khéng chic chin vé

su nhiém khudn hodc dé phong bénh 14 khong cd lgi cho nguéi bénh va 1dm gia tang

nguy cophdt tridn cde vi khuén khang thube,

+ Ta duoc aspartam co mét gde phenylalanin, co thé cé hai cho nhirng ngui bénh bi
phenylcaton mau

PHU N MANG THAL:

+ Cefpodoxim khdng gay quai thai kni cho chudt céng ding thudc treng giai doan mang
thai & lidu 18n téi 100mgkgingay (gdp hai 1An libu cha nguéi tinh trén mgfm’) hode trén
tha & lidu [8n & 30ma/kgingdy (gdp 1 - 2 An liku cho nguéi tinh trén mgim'’).

+ Tuynhign, chura cd nghién ciru dby A0 va kidm sodl chal ché vA vide sir dung cefpodoxim
proxetil trén phy nir 2o thai. Vi cac nghién ciru trén hé sinh sdn cia ddng vl khéng phai
1udn ludn du dodn duor cac dap (mg trén cor thé ngudi, phu nir mang thal chi nén sir
dung thude ndy khithat cAnthidt

PHU NI CHO CON BU: cefpodaoxim dirore tidt qua siza ma. Nghién cinu & 3 phu nir che can
bu, néng dd cefpodoxim trong siva me 14 0%, 2% va 6% ndng d& trong huyét thanh sau 4
gidr uddng lidu 200mg cefpedoxim proxetil. 6 gidr sau khiubng, ndng dd 14 0%, 9% va 16%
ndng d5 trong huyét thanh, Vi cac 1dc dung khéng mong mudn nghiém tiong cothéd xdy ra
& lrfbﬁ me nén quyét dinh tiép tyc cho con bl hay ngimg thudc phéi dira trén tm quan
trong clia vigce sl dung thude ddi véri nguéi me,

LAI XE VA VAN HANH MAY MOC: cn thiin trong khi 81 ke hodie van hanh may mae do
thudc co thé gay tac dung xnéng mong mudn dau dAu, chong mat, hoamét.

KHINAD CAN THAM VAN BAC SY, DUFQIC SY:

+ Khigapbal el tac dung khdng mong mubn ndo trong qua trinh st dung thube,

+ Khidlng qualigqu chidinh. Néu cAnihém théng tin xin hoi y kién cla bac sy hoac duoc 57
HANDUNG CUA THUOC: 24 thang ké 1 ngay sén xut
TEN, BIACHI, BIEU TUQONG CUACO SO'SAN KUAT:

-

CHI NHANH CONG TY CO PHAN DUAIC PHAM TRUNG LAONG VIDIPHA BiNH DUONG
RKhu phé Tdn Binh, Phung Tan Hidp, Tnj xd Tan Uyén, Tinh Binh Drong

VA

NGAY XEM XET, SUPA DOI CAP NHAT LAI NOI DUNG HU'O'NG DAN S DYNG THUOC:

‘PHAN HU'ONG DAN.SU.DUNG THUOC CHO CAN BQ Y.TE

CAC BAC TINHDUIPQIC LUPC HOC, DUFO'C BQNG HOC:

Dwgclwe hoc!

+« MAaATC:JO1DD13

+ Nhém dwec Iy khangsinh nhém cephalosporinthé ha 3

+ Co ché tac dung: cefpadoxim |a khdng sinh cephalosporin thé hé thir 5, duere sir dung
1rong tur nhr cafixim trong didu tri céc nhidm khudn nhay cdm, nhung cefpodixim co hoa
tinh manh hen ehéing la: Staph rhmcr:usa ureus. Thude ot tic dung khd i
ché thanh t bao vi khudn, thubc gdn véo mdt hodie nhidu protein =T

-

cac prolein tham gia vao thanh phin céu tac mang 14 bdo vi khudn), (rc chi buréc cudn
ciing chuyén hoa peptid cila qua trinh tdng hop mAng 1 bao vi khudn, din @én te ché
sinh tdng hop thanh 1 bao. Cefpodoxim co dd bén virng cao lrrdre sy thn cong cia cac
beta- laciamase, do céc knudn Gram am va Gram duong tacra

Corché dd khang:

- Sy db khang cefpodoxim chi yéu 14 da bi thiy phan béi bata-lactamase, sy thay adi cac

protein gdn két panicilin (PEPs) va gidm tinh tham,

Cefpadoxim Ia khang sinh caphalosporin thé hé thir 3. O nhimg nuéc cb 1j 1é khang
Khang sinh thap, cefpodoxim ¢ 6 bén virng cao trrére sy tAn cdng cla cac bela —
lactamase, do cackhudn Gram am va Gram duong taora.

Cefpodoxim co hoat lyc @8i wéi cAu khudn Gram duong nhue phé clu knudn,
(Streplococcus preumoniae) cic lién chu khudn (Streptoccus) nhém A, B, C, G va véi
céc tu clu khu::'\ Staphylococcus aureus, S epidermidis cd hay khéng fao ra bela -
lactamasa. Tuy nhién, thudc khdng cé tac dung chdng céc tu cau khudn kndng isoxazolyl
~ penicilin do thay ddi protein gén penicilin (kifu khang cla ty cAu vang khang methicilin
MRSA).

« Gefpodoxim ciing c6 tac dung dbi véi cac cAu khudn Gram am, cac tryc khudn Gram 8m

va Gram duong. Thude ¢o hoat linh chéng eéc vi khudn Gram am gdy bénh quan trong
nhur £, col, Klebsiella, Proteus mirabilis va Citrobacter,

- Cefpodoxim bén vieng dbi v&i bata - lactamase do Haemophilus influenzae, Moraxella

catarrhahs va Neissena sinh ra. Tuy w3y nhan xét ndy cing chura duge theo déi o hé
théng & Vigl Nam va hoat liyc cia cefpedaxim cao hom dén mire 46 ndo so v hoat luc
ala cic cephalosporin udng kndc ciing chira ré.

- Cefpodoxim it tac dung trén Proleus vuigans, Enferobacter, Serratia marcesens vé

Clostridium perfingens. Cac khudn nay dai khi khang hoan todn.

Céc tu cdu vang khang methicilin, Staphylococcus saprophyticus, Enterococcus,
nas aeruginosa, Pseudomonas spp., Clostndium difficile, Bacteroids fragilis,

Listenia, Mycoplasma pneumoniae, Chlamydiava Legionella pneumophili thirémg khéng

hoan toan cac caphalosponn.

Dwgre ddng hoc:

Cefpodaxim dugc ding qua durdng udng dusi dang cefpodoxim proxetil (ester cla
cefpodoxim). Cefpodoxim proxetil il tac cung khang khudn khi chira duoe thiy phan
thanh cafpodoxim trong co thé. Cefpadoxim proxetil dugre hdp thy 18t qua dudmg Léu hda
va duge chuydn hda bévi cc esterase khiing dac hidu, e th tal thanh rudt, thanh chét
chuyén héa cefpodoxim co tac dung

Sau khi ubng mét lidu cefpodoxim, & ngudi ke khde manh cé chirc nang than binh
thurérng, nbng dd dinh huyét trong dat duoe trong vong 2 = 3 gidy val ¢ gid tri trung binn
1.4 microgamim|. 2,3 microgam/ml, 3,9 microgam/mi d8i vai cac lidu 100mg, 200mg,
400mag.

Khoang 40% cafpodoxim lign két viri protein nuyét trong.

Kha dung sinh hgc cla cefpadoxim khodng 50%, kha dyung sinh hoc ndy 1Ang Ién khiding
cefpodoxim clng voi thirc &n. Thén gian ban 1hai trong huyél thanh cla cefpodoxim 2,1 —
2.8 gi¢r 8&i vén nguréri cd chire ndng thin binh thudng. Thév gian ban thai trong huyét
thanh tang l&n dén 3,5 8,8 gier & ngurdvi bi thidu nng than.

Thude durere thai tnr durdi dang khaing thay ddi qua loc cla ciu than va baitidt coa ng
than. Khodng 29 - 38% lidu ding dugc théi Inr frong vong 12 gi&r & nguri lm cd chire
néng than binh thurdng. Khdng xdy ra bién ddi sinh hoc & than va gan. Thude bj thai loai &
mire @3 nhét dinh khithdm tdch mau

CHIBINH - LIEU DUNG, CACH DUNG - CHONG CHIBINH:

Chi dinh:
Cefpodoxim duge chi dinh didu tr nhim khudn do cdc vi khudn nhay cam gdy ra trong cdc

trwomg hep sau.

+ Diduir cac bénh 1 nhe dén trung binh & duréng hd hép dudi, ké cd viem phdi cap tinh

mic phai & cong ddng do céac ching Streptococcus preumoniae hodc Haemophilus
influenzaa nhay cam (ké cd cae chiing sinh beta-lsctamase) va dot kich phét cAp tinh cda
viém phé qudn man do cac ching § preumaniae nhay cam va H. influenzae holic
Moraxeila catarrhalis khong sinh beta-lactamase.

+ Ditu tri cac nhidm knudn nhe va vira & durdmg hd hdp irén (dau hong, viém amidan) do

Strepiococcus pyogenes nhay cam, bénh viém tai gida clp do cac ching nhay cam S
pneumoniag, . influenzae (ké ca cic chung sinh bata-laclamase) hodc B. calarrhalis.

+ Dibu tri nhidm khudn dudng tidt nigu thé nhe va vira, chura cé bidn chirng o cac ching

nhay cdm E. coli, Klebsiela pneumonise, Proleus mirabilis, Staphylococcus
saprophyticus

+ Bidu rj nhidm khudn thé nhe dan vira, chra bién chirng & da va céc 1 chire da do

Staphylococcus aureus b laara hay khdng tao ra penicilinase va cic chung nhay cam
cla Streptococcus pyogenes.

+ Bidu trj ldu cép nigu dao, od Itr cung khang bién chirmg do Nevsseria gonarhoeae (ké ca

chiing sinh penicilinase).

+ Didu tri nhifm khudn hau mén, true trang cap, khang bidn chimg & phu nir do Neissena

gonarrhoeae (ki cd cac ching sinh penicilinase).

+ Biduir nhidm khudn xoang ham Wrén cip do Haemophilus influenzae (ké ca ching sinh

beta-lactamase), Streploccccus pneumoniae va Moraxedla catarrhalis,

« Luu y:tinh an todn va hidu qua & tré em diedi 2 thang tudi chira dwoe xic dinh.

Lidu diing v4 cach ding:

Céchdang:

+ Diing dudmgubng

+ Thubcnay co thé uéng khi c& hodic khang cd thire &n trong da day.

+ Cho bét thubc vao ly cd chira khoding 15ml nurdre dun sdi @8 ngudi (khoang 3 mudng

café), khudy du va udng ngay.
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[ Ceudung: — - + ViBc k& don cafpodaxim proxetil Khi khang co ; i dvik |
| ; . i khéng cé biing chimg holic khi khéng chic chin v
+ Nguei 6m va tré vjthanh nién (1on hon 12 tudi) s nhidm khudn hodic dé phéng bénh 13 khéng c6 ot cho ngudi bénh va 13m gia ting
l Toal nhitm khudn Téng libu | S8 1an udng Thd glan nguy cophattrién cac vikhudn khang thube
hang ngay didu tri + Té duec aspartam cé mét gbc phenylalanin, €6 thé oo hai cho nhirng nguér bénh bi
[ ViBm hong v&/ viém amidan | 200mg 100mg m&i 12 gier 5- 10 ngay phenylcatonnigu
Vigm phdi cap tinh mac phal | 400mg 200mg moi 12 gir T4 ngay PHYN(MANG THAL:
& cong déng + Caf xim khéng géy quai thai khi cho chutt céng dung thudc trong giai doan mang thai
T3 khéng bidn chirng HOmg e e & ligu I&n 16 100mglkg/ngay (gép hai 18n lidu cho ngurdi tinh trén m?.'m’} hodc trén thd &
toam AR liu 1&n tén 30mgikgingdy (odp 1 é 21Anliéu cho ngurer tinh trén mg/m’).
+ Tuynhién, chura co nghién ciru ddy di v kidm sodt chit cha vé vige s dung cefpodoxim
o ""':fﬂ shudn lau e | proxetiltrén phu ntr cé thai. Vi cac nghién ciru trén hé sinh san cda ddng At khéng phai
ng & phu nir | ludn [ubn dir dodn durge cac dap (ng trén co thé ngudi, phu nir mang thai chi nén sir
Da va chu inic da _ 800mg 400mgmdi 12 g | 7-14ngdy dung thudic nay khi tht eAn thiét
Nniém khudn xoang ham 400mg 200mg mdi 12 gitr 10 ngay PHY N CHO CON BU: cefpodaxim durac tiét qua sira me. Nghidn eiru & 3 phy nr cho con
irén cép b, néng dé cefpodaxim trong sira me 14 0%, 2% va 6% ndng dd trong huyét thanh sau 4
N kUi o T8t niéu | 200mg 100mg mdi 12 g T 91&r ubng lidu 200mg cefpodoxim proxetil. 6 gitr sau khi ubng, ndng dé 13 0% 9% va 16%
khéng tilln chm“ kS ndng a9 treng huyét thanh, Vi cac téc dung khdng mang mudnaghigm trong co thé xdy ra
& tré bu me nén quyét dinh tidp tuc cho can bu hay ngimg thudc phéi dua rén tdm quan
# Tré sosinh vi tré em (tir 2 thang 1wdi dén 12 tudi). m“‘-’“g“:’ vige ‘;"“"ﬂ ‘-2“‘5': “’;‘ vaingud me.
g = : — I XE VA VAN HANH MAY MOC: cAn than trang khi 4i xe h ha i
Logi nhidm khudn :"‘:"9 "é'; 56 14n uéng Tl'l:' gian thudc cé thé gdy tac dung khédng mang mubn da‘? dé-.: c;;:u :14&? m ménln i i
: . ng ngay didu tri TUONG TAC CUA THUGC VN CAC THUAC ' i AC:
Verigiache | 10mokongdy | mongmbi 1205 [120@ 5nay | [ " rong b dbu i i sing dng kb v trems tae b oo b
; {Max 400mgingay) | (Max ZJC:;I‘IQHEQUJ nghién clru 1dm sang :
iem hong val 10mgfkgingay Smolkg/idumdi12gio [5-10ngay + Thudc adi khang histamin M, va cac thubc khang acid |am gidm sinh v
viém amidan {Max 200mgingay) | (Max 100mgilidu) cefpadoxim ' ’ . B e e
N_mém_k.hulén xoang | 10mghkgngay . Smalkgmdi 12 gier 10 ngéy + Probanacid lam gidm s bai tiét cephalosporin
hamtréncap (Max 400mgingay) | (Max 200mg/lidu) + Cephalosparin co kha néing tng curémg 1ac dung chéing déng ciia coumarin va giam tac
v Lidu cha ngudi say thin: dung tranh thai clia cestrogen.

.

-

Déi v bénh nhan suy than nang (46 thanh thi creatinin <30 mlfphit). khadng céch lidu
diing nén tang 1&n 24 gi. O bénh nhan duoc duy tri thdm tach mau, t4n suit dung thude
nén a3 Anftudin sau khi thdm tich mau

Cathé sir dyng cdng thirc sau {dura trén gidi tinh, can nang va tudi tac cla bénh nhan) aé
woc g d¢ thanh thai crealimin (mLiphtt) khi khi ¢ nding d6 creatinin h thanh thich
hop. D& wée tinh ndy eo gid tri, néng dé creatinin huyél thanh phai dai dién cho rang thai
&n dinh ciia chire ndng than

Nam Céannding (kq)x (140 - tudi)
{mLiphat) T2 xereatinin huyédt thanh (mg/100mL)
Nir 0.8 xgidtnirén

(mL/phut)

Bénh nhin suy gan: duoc ddng hoc cda cefpodoxim & bénh nhan suy gan (¢ hodc |

knéing b cd inrang) tuerng t nhie & ngurdvi binh thurdmg, Khang cAn didu chinh lidu

Chéng chi dinh:

Bénh nhan qué man véi cefpodaxim hodc véi bt el thanh phin ndc cla thudc
Bénh nhan qué man véi khang s nh nhém cephalosporin.,

CAC TRUONG HOP THAN TRONG KHI DUNG THUOC:

Trurére khi diéu Irj bang cefpodoxim proxeti, nén tién ndnh dibu tra xem bénh nhan cé tidn
s(r qua mén viri cefpoddoxim, vai cdc cephalosporin khac, vévi céc penicilin, hodc véi cac
Ihube khac nay khéng Phdi tham trong khi cho nguéi qua mdn v penicilin slr dung
cepodoxim vi d4 cé i iéu g nhan khi ndng xay ra qua man chéo gilra céc khang sinh
bela-lactam va lén t&i 10% & nhing bénh nhan co tén sir qud mn von penicilin. Néu xay
raphan (g dj irng véi cefpodexim, phdi ngung ding thudc va trong trurdmg hop guaman
nghiém trong cd thé phai st dung epinephrin va c4c bién phap cdp ciru khac eg diéu tri
bao ghm exygen, truydn dich tinh mach, tidm khang histamin va thdng khi khi co chi dinh
lam sang.

Tiéu chay lién quan Clostrdium difficile (CDAD) 83 duore bao cdo khi s dung hdu nhie tat
ca cac khang sinh, bao gdm celpodoxim, va mie dd nghiém trong dao déng nhe dén de
doa tinhmang. Bidu 1 vdi khang sinh 1am thay dé hé vi khudn binh thuweng & mupt din 161
sy phat trién qua mic clia C difficile

C aifficile sinh dc 16 A va B 1a nhung chét gép phin phat rién CDAD. Sur gia tang ddc td
do céc ching C.difficile gy ra lam tang ty 1& bénh 13t va Wy veng, cé thé can phai phiu
Ihudt At b3 dai trdng khi nhimg nhidm khuan nay khang lai lidu phap khang khudn. Phai
xem xét CDAD & tA1 ¢ cac bénh nhani bi tiéu chay sau khi sir dung khang sinh. Can cAn
than ghi chép lich str diing thudc vi 04 co bdo cdo CDAD xdy ra hom hai thang sau khi
dung cc thudckhang khudn,

Néu da nghi ngdr hay xéc nhdn CDAD, phai ngirng sir dung cac khing sinh khéng phai
ding dé dibutri C. difficile BO nurdre va chit dign gidi, bd sung protain, khang sinh dibu trj
C difficile, va lidn hanh danh gia phiu thuat khi cé chi dinh lam sang.

Cén kidm scét tigu chay do C.difficiie & bénh nhin didu tri bling cefpodoxim vi cb sir gia
tang i I tidu chay lién quan C.difficile & giai doan lam sang som ¢ ngudi khde manh
C difficile hodc doc 16 33 duge bao cdo & 10% bénh nhan lneéng thanh tiéu chdy do sir
dung celpodoxim; luy nhién, da khang thurc hién chan doan dac hiéu vé viem dai trang gid
mac & nhimg bénh nhan nay

& bénh nhan b gidm hodc gidm tam thei leu lrong nirde tidu do suy than, nén gidm td
lidu m&t ngay cefpodoxim proxetil vi cd thé xdy ra linh trang ndng dd khdng sinn huyét
thanh cao v kéo dai sau khi udng lidu binh thiémg  Gidng nhur nihikng khang sinh khac,
thin trong khi str dung cefpodoxim cho bénh nhan dang ding thudc leri tidu (xem Lidu
lurorng va cach dung)

Nhir ede khang sinh khac, ding eefpocoxim proxetil trong thiv gian dai d3n téni sy phat || |

Irén qua mirc cha cac vi sinh vat khang nhay cam, Cén 18p lai vigc danh gid tinh trang
bénh nhén. Thue hién cac bién ghap thich hep néu xdy ra bai nhidm

Thuécd'lﬁng dbng duréng udng: dung ddng thén cefpodoxim vén wartarin ca théd 1am tang
1ac dung chdng dong mau. DA cé nhidu bdo cdo vé viéc tang tac dung cua thudc chéng
dong mau dwing udng & bénh nhan duoe cho st dung thube khang khudn, gém
cephalosperin. Nguy cor ndy cd thé thay ddi tiy theo bénh, tudi tac va tinh trang chung
clia bénh nhan, gap phin gy khé khan cho vidc danh gia kha ndng cephalosporin am
tang chi s4 INR (international normalized ratio). Nén thudng xuyén danh gia chi sé INR
trong khi hodc ngay sau khi sir dung ddng théri cefpodoxim véi thuc chdng dang mau
duwéng uding v

Céac nghign clru da cho thdy sinh kha dyng giam khodng 30% khi ding cefpodoxim vei
céc thudc trung hda pH da déy hodc uc:;% tiét acid. Vi vay, cac thubc khang acid dang
khoang chit va chit chen H, nhe ranitidin, 1a nguyén nhan gay ting pH da day, nén uzng
céch 2-3 gidr sau khi udng cefpodaxim.

TAC DUNG KHONG MONG MUON:
Thudng gap: ADR > 1/100

*

.

Tibu hoa: tang dp lurc trong da day, budn ndn, nén, ¢dy hoi, tiéu chay, dau bung. Tidu
chay ra mau cd thé xdy ra nhu mat tridu chimg ela viém rudl, Nén xém xét kha ning
vidm dai frang gia mac ndu tiéu chdy néing hay kéo dai, x3y ra trong hoac sau khi didu trj
(xem myc Thantrong)

Ré&iloan chuyén hod va dinh dwémng: chan an

Nhidm khudn va nhidm ky sinh triing: c6 thé xdy ra sur bdi nhidm céc vi sinh vat khang
nhay cam

itgap: 1/1.000 <ADR < 1/100

*
.

L]

.

Hé than kinh trung wong: daudiu, di cam, chdng mat

Taivamé dao: i tai.

Rdi loan trén da va cc mé dudi da’ cac phan (g qua man & da, phat ban, ndi may
day, ngua,

Céc réiloan chunglién quan dén duwéng ding: tinh trang suy nhuore, khé chiu

Hiém gdp: ADR<1.000

.

Réiloan mau va ha bach huyédt: réiloan huyél hoe nhu gidm hemoglobin, ting tidu chu,
gidm lidu cu, gidm bach cAuvabach chu vaeosin
Réiloan gan - mat: rdi loan enzym gan, viém gan va vaing da (r mét tam thon

Rét hiém gap: ADR < 1/10.000

L]

- = »

Réiloan mau va hi bach huydt: thidu mau 1an huyél.

Rhéj |o¢2‘n,e théng mién dich: phdn rng phén vé, co that phé quéin, ban xudl huydt va
phimach.

RAiloan thén va tidt nidu: tng nhe uré vA creatinin trong mAu.

Rdiloan gan - mat: tdn thuomg gan.

Rdi loan trén da va cac md duwéd da: héi chirng Stevens-Johnson, hoai 1 bidu bi
nhiBm ddc va héng ban da dang..

QUA LIEU VA CACH Xx1IF TRI:

L]

Tridu chirng: cdthé gdm budnnén, nén, dauthirong vi va lidu chy.

Xdetri: Trong treéyng hop bj ede phin (mg dbe tinh ndng do qua lidu, thim tdch mau hode
thdm phan méng bung cb thé gidp leal bé cafpodoxim ra khdi cor thé, diic biét khi chire
néing than bj tdn thurang

CAC DAU HIEU CAN LLPU Y VA KHUYEN CAO: (Khdng cé).

VIDIFHA

CONG TY CO PHAN DUQ'C PHAM TRUNG UONG VIDIPHA
184/2 Lé Wan 8§, Phuing 10, Quén Pha Nhuan, TP HCM
DT (84 -28) - 38440106 Fax: (B84 - 28) - 38440446
San xuét tai: CHI NHANH CONG TY CPDP T.U' VIDIPHA BINH DUONG
Khu phé Tan Binh, Phuémng Tan Higp, Thi xa Tan Uyén, Tinh Binh Drong
a

PTRUONG PHONG

Niyaydn Ngge Sk
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