“DOBIXIME 200 mg

o Thudc nay chidung theo don thudc.

o Docky huéng dan strdung trugckhidung.

ePéxatamtaytréem.

o Tohuéngdan sirdung néutom tat cacthongtin quan trong ciiathuée.
Néu can thém théng tin, xin héiy kién bacsyhodcdugcsy.

THANH PHAN CONG THU'CTHUOC: Mbi vién nén bao phim cha:

Thanh phan duogc chat: Cefpodoxim (dudi dang Cefpodoxim proxetil) 200 mg
Thanh phan ta dugc: Microcrystallin cellulose PH112, Natri croscarmellose, Natri
lauryl sulfat, Colloidal silicon dioxid A200, Magnesi stearat, Hydroxypropylmethyl
cellulose 15cP, Hydroxypropylmethyl cellulose 6¢cP, Polyethylen glycol 6000, Talc,
Titan dioxid, mau Sunset yellow lake.

DANG BAO CHE: Vién nén bao ph|m

Mb ta dac diém bén ngoai cta thudc: Vién nén dai bao phim mau cam,
mot matcé khdcs6"4618", bén trong chifa bot thudc mautrang nga.
CHIDINH

-Cac bénh tirnhe dén trung binh & dudng ho hap dudi, ké ca viem phdi cdp
tinh mac phai & cdng doéng do céc chiing Streptococcus pneumoniae hodc
Haemophilus influenzae nhay cam va dgt kich phét cap tinh clia viém phé
quan man do cac chiing S. pneumoniae nhay cadm va do cac H. influenzae
hoacMoraxella catarrhalis.

- Nhiém khuan nhe va vira & dudng hé hap trén do Streptococcus pyogenes
nhay cam.

-Viém tai gitfa cap do cac chting nhay cdm S. pneumoniae, H. influenzae hoac
Moraxella catarrhalis.

- Nhiém khuan dudng tiét niéu thé nhe va viia, chua cé bién chiing do cac chiing
E. coli, Klebsiella pneumoniae, Proteus mirabilis, hoac Staphylococcus saprophyticus.
- Bénh lau cdp, chua c6 bién ching, & ndi mac ¢6 t cung hodc hdu mén -
tructrang ctia phu nlva nam gidi do cac chiing Neisseria gonorrhoea.

- Nhiém khudn da thé nhe dén vira chua bién ching va cac t8 chic da do
Staphylococcus aureus va Streptococcus pyogenes nhay cam.

LIEU DUNG, CACH DUNG:

Liéu dung:

Luén dung thuéc ding liéu lugng trong don thudc.

*Ngudgilén:

-Diéu tri dgt kich phat cap tinh ctia viém phé quan man hodc viém phéi cap
tinh thé nhe dén vita mac phai & cong d6ng: Liéu thudng dung 200 mg/lan,
cr12giodmotlan, trong 10 ngay hodc 14 ngay.

-Viém hong va viém amidan hodc nhiém khuan dudng tiét niéu thé nhe dén
vlta chua bién chiing: 100 mg méi 12 gid, trong 5-10ngay.

- Nhiém khuan da va cac t6 chuic da thé nhe va viia chua bién chiing, liéu thudng
dung 400 mg méi 12 gig, trong 7 - 14 ngay.

- Bénh lau niéu dao chua cé bién chiing & nam, nit va cac bénh hau mén -
tructrang vandi mac cé tlrcung & phu ni: Liéu duy nhat 200 mg.

*Tréem:

Liéu 8 mg - 10 mg/kg/ngay, méi ngay chia 2 lan (t6i da 200 mg/ngay) déi véi cac
bénh nhiém khudn hé hdp ndng hodc 400 mg/ngay ddi véi bénh viém tai gitia
Va viém xoang.

*Liéu dung cho ngudi suy than: Giam liéu tuy theo muc dé suy than.

- D thanh thai creatinin < 30 ml/phit va khéng thdm phan mau: Liéu thusng
dung, cachnhau24gig 11an.

-Nguai bénh dang thdm phan mau, uéng liéu thudng dung, 3 1an/tuén.
Cach dung: Dung uéng, uéng thudc trong bita an.

- Trudng hgp quén udng mét liéu dung: Hay udng ngay khi nhd ra. Néu thoi

gian gan vai lan dung thudc tiép theo, bd qua liéu da quén va hay dung liéu tiép

theo vao thdi gian thuding Ié. Khéng duing liéu g&p doi dé bu vao liéu da quén.
-Truong hop udng qua nhiéu vién thudc: Hay gap ngay bac sy hoac tdikhoa

HGi stfc- Cap ctu cliabénh vién gan nhét.

CHONG CHIDINH:

-Quamén véi cephalosporin va cacthanh phan ctia thuéc.

-Nguoibjréiloan chuyen héa porphyrin.

CANHBAOVATHANTRONG KHIDUNGTHUGC:

Phan ting qua mén:

Trudc khi bat dau diéu tri bang cefpodoxim, can diéu tra ky bénh nhan vé

tién st phan tng qua man vdi cefpodoxim, cephalosporin, penicillin hodc

cacthudcbeta-lactam khac.

Chéng chidinh dung Cefpodoxim & nhiing bénh nhan c6 tién st phan ting

qua man vai bat ky cephalosporin nao.

Chéng chidinh & nhiing bénh nhan da cé tién st phan Ging qua man tuc thi

va/hodc bat ky phan ting qua man nghiém trong véi penicillin hodc véi cac

thudc beta-lactam khac.

Cefpodoxim nén dugc dung than trong cho nhiing bénh nhan da cé tién st

phan tng qua man vcﬂ penicillin hodc bat ky beta-lactam nao khac.

Céc phan (ing qua man quan sat thay véi khang sinh nhém beta-lactam c6

thé nghiém trong va déi khi gay tirvong. Ngung diéu tri néu cé bat ky phan

ing qua man nao xayra.

Suythén:

Trong truding hap suy than nang, 6 thé can gidm liéu phu thudc vao dé thanh

thai creatinin.

Bénh duong tiéu héa:

Cefpodoxim phai luén dugc strdung than trong & nhiing bénh nhan co tién

st bénh dudng tiéu hoa, dac biét la viém dai trang. Tiéu chay lién quan dén

khéang sinh, viém dai trang va viém dai trang gid mac da dugc bao cao khi

strdung cefpodoxim.

Cac chan doan nay nén dugc xem xét & bat ky bénh nhan nao bi tiéu chay trong

hodc ngay sau khi diéu tri. Ngiing dung cefpodoxim néu bi tiéu chdy ning

va/hojc tiéu chdy c6 mau trong khi diéu tri va tién hanh liéu phap diéu tri pht hop.

Theo ddicéng thiic mau:

Nhu v6i tat ca cac khang sinh beta-lactam, gidm bach cau trung tinh va

hiém hon la m&t bach ciu hat cé thé tién trién dac biét trong thai gian diéu

tri kéo dai. D8i véi nhitng trudng hgp diéu tri kéo dai han 10 ngay, can theo

d6i cong thiic mau va nguing diéu tri néu thay gidm bach cau.

Cephalosporin c6 thé dugc hdp thu trén bé mit ctia mang héng cau va

phan (ing véi cac khang thé chéng lai thudc. Biéu nay cé thé gay két qua xét

nghiém Coomb duong tinh va rat hiém khi xay ra tinh trang thi€éu mau tan

huyétva cé thé xdy ra phan ting chéo véi penicillin.

Chucnéng than:

Cac thay d6i vé chiic ndng than da dugc quan sat thdy khi dung khang sinh

cephalosporin, dac biét khi dung déng thai véi cac thudc c6 kha nang gay

doc cho than nhuaminoglycosid va/hodc thudc lgi ti€u manh. Trong nhiing

trudng hgp nay, can theo déi chiic nang than.

Stdung kéo dai:

Cing nhucac khang sinh khac, viéc sudung cefpodoxim kéo dai cé thé dan

dén su phat trién qua muc clia céac vi khudn khéng nhay cam. Véi thuée

khéng sinh dudng uéng, hé vi khudn binh thudng cla dai trang c6 thé bj

bién déi, cho phép Clostridium phét trién quéa muc, gay viém dai trang gia

mac. Viéc danh gia bénh nhan dinh ky la diéu can thiét va néu xay ra boi

nhiém trong qua trinh diéu tri, can thuc hién cac bién phép thich hop.

-Thuéc céd chiiamau Sunsetyellow lake, c6 thé gay cac phan ing di ing.

Strdung thudc cho phu nifcé thaivacho conbi:

-Thoiky mang thai: Khong co ditliéu lam sang vé nhiing truéng hop mang
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thai bj phoi nhiém. Cac nghién ctiu trén dong vat khong thdy cac tac dung
khéng mong muén truc tiép hoac gian ti€p doi vdi qua trinh mang thai, su
phat trién phai thai/bao thai, sinh con hodc phat trién sau khisinh. Can than
trong khi ké don cho phu nir ¢6 thai. Cac nghién ctu dugc thyc hién trén
mot s6 loai dong vat khong thay bt ky tac dung gay quai thai hodc gay doc
cho thai nhi.Tuy nhién, su an toan clia cefpodoxim trong thai ky chua dugc
xac dinh va cling nhu vai tat ca cac loai thudc, nén dung than trong trong
nhiing thang dau ctia thaiky.

-Thaiky cho con bu: Cefpodoxim dugc bai tiét qua sita me. Ngiing cho con
bu trong khi diéu tri bang cefpodoxim.

Anh huo'ng ctathudclén khanang laixe, vanhanh may moc:

Do thudc c6 thé gay dau dau, chéng mat hoa mét, vi vay can than trong khi
dung chobénhnhan dang van hanh tauxe hodc may moéc.

TUONGTAC, TUONG KYCUATHUfSC

Tuong tacchathudc:

Khéng c6 tuong tac thudc co y nghia lam sang dugc bao cao trong qua trinh
nghién ctiulamsang.

Thudc khang histamin H; va thuéc khéng acid lam gidm sinh kha dung ctia
cefpodoxim.

Probenecid lam gidm bai tiét cephalosporin. Cephalosporin c6 kha ning
tang cudng tac dung chéng déng mau clia coumarin va lam gidm tac dung
tranh thai ctia estrogen.

Thudckhéang acid vathudc chenHy:

Cac nghién ctiu da cho thdy rang sinh kha dung gidm khoang 30 % khi duing
cefpodoxim cling véi cac thudc lam trung hoa pH da day hodc tic ché tiét acid.
Do do, cac thudc khang acid dang khoang va thuéc chen H nhu ranitidin c6
thé gay tdng pH da day, nén dugc dung tur2- 3 gidy sau khi dung cefpodoxim.
Cac chisé xétnghiém:

Phan ting duong tinh gid véi glucose trong nudc tiéu c6 thé xdy ra véi xét nghiém
khi st dung dung dich Benedict hodc Fehling hodc vdi vién déng sulfat, nhung
khéng xay ra véi cac xét nghiém dua trén phan ting enzym glucose oxidase.
Tuongky clia thuéc:

Do khéng c6 cac nghién cuu vé tinh tuong ky ctia thuéc dung dudng uéng,
khong tronlan thuoc nay véi cac thuoc khac.

TACDUNG KHONG MONG MUON CUATHUOC

Béang tom tat cac phan iing khéng mong muén:

Tan suat (¥) Cac phan uing khéng mong muén

Thuong gdp Tiéu chdy, buén nén, ndn, dau bung, dau déu, phat ban,
néi may day, ngua.

itgdp Phén ting nhu bénh huyét thanh véi phat ban, s6t va
dau khdp, phan ting phan vé; ban d6 da dang; réiloan
enzym gan, viém gan, vang da 0 mat tam thai.

Tang bach cau ua eosin, r6i loan vé mau; viém than ké cé
héi phuc; tdng hoat déng, bi kich dong, khé ngu, lu 1an,
tang truang luc va chong mat hoa mét.

(¥) Tan sudt tac dung khéng mong muén dugc dinh nghia nhu sau: Rt thudng
gdp (ADR > 1/10), thuding gap (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100),
hiém gap (1/10000 < ADR < 1/1000), rat hiém g&p (ADR < 1/10000), khéng rd
(khéng dugc udc tinh tu di lieu c6 sén).

QUALIEUVA CACH XUTRI:

Triéu chitng va biéu hién khi sirdung thuéc qualiéu:

Triéuching qualiéula buén nén, ndn, dau thugng vivatiéu chay.

Cach xtrtrikhi dung thudc qualiéu:

Trong trudng hgp cé phén (ing nhiém doc nang do dung qué liéu, tham
phan méu hay tham phan phic mac cé thé gitp loai bd cefpodoxim ra khdi
cothé, dacbiétkhichicnang than bjsuy gidm.

Hiém gdp

PACTINH DUGC LUC HOC:
Nhém dugc ly: Khang sinh nhém cephalosporin thé hé 3.
Ma ATC: J01DD13. )
- Cefpodoxim la khang sinh cephalosporin thé hé 3. G nhiing nudc co ty 1é
de khang khéng sinh thdp, cefpodoxim c6 do bén viing cao trusc su tan
cong clia cac beta-lactamase, do cac khuén Gram &m va Gram duong taora.
-Vé nguyen tdc, cefpodoxim ¢ hoat luc d6i véi cdu khudn Gram duong nhu
phé cau khuan Streptococcus pneumoniae, cac lién cau khudn (Streptococcus)
nhém A, B, C, G va céc tu cau khudn Staphylococcus aureus, S. epidermidis c6
hay khdng tao ra beta-lactamase. Tuy nhién, thuéc khong c6 téc dung chéng
cac tu cau khuan khang isoxazolyl - penicillin do thay déi protein gén
penicillin (kiu khédng clia tu cdu vang khang methicillin MRSA). Kiéu khang
khang sinh nay dang phat trién ngay cang tang & Viét Nam.
- Cefpodoxim cling c6 tac dung déi véi cac cau khuan Gram am, céc truc
khué&n Gram duong va Gram am. Thuc cé hoat tinh chéng vi khudn Gram am
nhu E. coli, Klebsiella, Proteus mirabilis va Citrobacter. Tuy nhién &Viét Nam, cac
vi khuan nay ciing khéng ca cephalosporin thé hé 3.Van dé nay can luu y vi dé
1a moét nguy cothat bai trong diéu tri.
- Ngugc lai véi cac cephalosporin loai udng khac, cefpodoxim bén viing déi véi
beta-lactamase do Haemophilus influenzae, Moraxella catarrhalis va Neisseria
sinhra.
- Cefpodoxim it tac dung trén Proteus vulgaris, Enterobacter, Serratia marcescens
va Clostridium perfringens. Cac khu&n nay di khi khang hoan toan.
- C4c tu cau vang khang methicillin, Staphylococcus saprophyticus, Enterococcus,
Pseudomonas aeruginosa, Pseudomonas spp., Clostridium difficile, Bacteroides
fragilis, Listeria, Mycoplasma pneumoniae, Chlamydia va Legionella pneumophila
thudng khang hoan toan cac cephalosporin.
PACTINH DUGC DONG HOC:
- Cefpodoxim proxetil it tdac dung khang khuan khi chua dugc thay phan
thanh cefpodoxim trong co thé. Cefpodoxim proxetil dugc hap thu qua
dudng tiéu héa va dugc chuyén héa bdi cac esterase khong déc hiéu, co thé
taithanh rudt, thanh chat chuyén hoa cefpodoxim cé tac dung.
- Sinh kha dung ctia cefpodoxim khodng 50 %. Sinh kha dung nay tang lén
khi dung cefpodoxim cling véi thiic an. Thoi gian ban thai ctia cefpodoxim
132,1-2,8gig déi v&i ngudi bénh c6 chiic nang than binh thudng. Thai gian
ban thai tang 1én dén 3,5 - 9,8 gid & ngudi bj thi€u nang than. Sau khi uéng
mét liéu cefpodoxim, & ngudi I6n khde manh c6 chic nang than binh
thudng, néng do dinh trong huyét tuong dat dugc trong vong 2 - 3 gidva co
gid tri trung binh 1,4 microgam/ml; 2,3 microgam/ml; 3,9 microgam/ml| d6i
vdi cacliéu 100 mg; 200 mg; 400 mg.
-Khoang 40 % cefpodoxim lién két véi protein huyé'ttuang.Thué'c dugcthai
trir dudi dang khéng thay déi qua loc cGia cau than va bai tiét cia 6ng than.
Khoéng 29 - 38 % liéu dung dugc thai trir trong vong 12 gid & ngudi I6n c6
chic ndng than binh thudng. Khang xdy ra bién di sinh hoc &than va gan.
Thuéc bi thailoai  miic 46 nhat dinh khithdm phan mau.
QUY CACHPONG GO!:
Hop 1vix10vién, hop 10vix 10 vién.
PIEU KIEN BAO QUAN: Noi kho, nhiét d6 dudi 30 °C, tranh anh sang.
HAN DUNG 24thang ké tirngay san xuat.
TIEU CHUAN CHAT LUONG: TCCS.
CO SG SAN XUAT:

CONG TY €O PHAN XUAT NHAP KHAU Y TE DOMESCO

Dia chi: S6 346 dudng Nguyén Hué, Phuong My Phu, Thanh phé

CaoLanh, TinhDéng Thap
poMEsCo  Diénthoai: 1800.969.660
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