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COMPOSITION:Each capsule contains:
-Cefpodoxim (as Cefpodoxim proxetil) 200mg
Excipients: q.5. 1 capsule.

INDICATIONS, DOSAGE AND USAGE,

CONTRAINDICATIONS, SIDE-EFFECTS, AND

OTHERINFORMATIONS:

Please read the instruction enclosed.

STORAGE: Dry place, below 30°C,
avoid the sunlight.
SPECIFICATIONS: Manufacturer
VISA:
KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE LEAFLET
BEFORE USE

MEDISUM

Pharmaceutical Joint Stock Company
521, An Loi,HoaLoi, Ben Cat, Binh Duong
Tel: 02743589036 Fax:02743589297

sajnsded | x 5131519 0L j0 X0g
OHM-dWD

Bwoz " swixopod)a)

00Z duididsog

Bnip uonduosald %

THANH PHAN: Méi vién nangcung chia:
- Cefpodoxim (dugi dang Cefpodoxim
proxetil) 200mg
Tdduoc:Viradi 1 vién.
Chi BINH, LIEU DUNG & CACH DUNG, CHONG
CHI DINH, TAC DUNG KHONG MOMG MUGN
VA CAC THONG TIN KHAC: Xin doc ky trong t&
hugng dan sirdung thudc.

BAO QUAN: Noi khé thoang, nhigt
@6 dui 30°C, tranh anh sang.
TIEU CHUAN:TCCS
SPK:
DE XA TAM TAY TRE E
DOCKY HUONG DAN SU DUNG
TRUGC KHI DUNG
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—  58521,Kp.AnLgi,PHoaLgi, Tx.8én C4t, T.Binh Duong
DT:0274 3589036 Fax: 0274 3589297
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-Cefpodoxim (as Cefpodoxim proxetil) 200mg  avoid the sunlight.
Excipients: q.s. 1 capsule. SPECIFICATIONS: Manufacturer
INDICATIONS, DOSAGE AND USAGE, VISA:
CONTRAINDICATIONS, SIDE-EFFECTS, AND KEEPOUTOFREACHOF CHILDREN

OTHERINFORMATIONS: READ CAREFULLY THE LEAFLET
Please read theinstruction enclosed. BEFORE USE
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Pharmaceutical JointStock Company
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Td dugc:Virada 1 vién, SPK:
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R, Thudc nay chi ding theo don thuéc

_ BOSPICINE 200
Dé thuoc xa tam tay tré em
Doc kj hwong din sir dung trudc khi ding

Thanh phan hoat chit

Mdi vién : - - chita:

Cefpodoxim (dudi dang Cefpodoxim proxetil) 200mg

Thanh phin ti dwoe: T4 dudc: Microcrystallin cellulose M101, Natri starch glycolate, Talc,
Aerosil (Colloidal silicon dioxyd), Magnesi stearate, Natri lauryl sulfat.

Dang bao ché: Vién nang cimng.

Chi dinh:

BOSPICIN 200 duge chi dinh dé diéu trj cho nhitng bénh nhén bj cac bénh nhiém triung nhe dén vira gay ra boi
cac vi khuan nhay cam voi cefpodoxim sau day

Vién tai gilia cap tinh gdy ra boi vi khuén Streptococcus pneumoniae (ngoai trir cac ching dé khang véi
penicillin), treptococcus pyogenes, Haemophilus influenzae (bao gdm céc chiing san xuét beta-lactamase),
hodc vi khuan Moraxella (Branhamella) catarrhalis (bao gdm cac chung san xuét beta-lactamase).

Viém hong va/ hodc viém amidan do vi khuén Streptococcus pyogenes gay ra.

Viém phéi méc phai tai cong dong do vi khuan S. preumoniae hodc H. Influenzae (bao gdbm cac ching san
Xuét beta—lactamase) gdy ra.

Dot cép tinh cua viém phé quan man tinh gdy ra boi vi khuan S, pneumoniae, H. influenzae (chi bao gém
cac chiing kh(")ng san xuét beta- lactamase) hodc M. Catarrhalis.

Bénh lau & ¢ tir cung va niéu dao cdp tinh va chua c6 bién chimg do vi khuan Neisseria gonorrhoeae (bao
gdm cac ching san xuat penicillinase) gy ra.

Céc bénh nhiém triing hiu mén - truc trang cép tinh va chua c6 bién chimg & nit gidi do vi khuan Neisseria
gonorrhoeae (bao gdm céc ching san xuat penicillinase) gdy ra.

Céc bénh nhiém tring da va cdu tric da chua c6 bién ching gay ra boi vi khuan Staphylococcus aureus (bao
gbm céc ching san xuat penicillinase) hodc Streptococcus pyogenes. Cac ap xe nén duoc phiu thuét dé rit
dich ap xe theo chi dinh 1am sang.

Viém xoang ham trén cép tinh do vi khuin Haemophilus influenzae (bao gdm céc ching san xuit beta-
lactamase), Streptococcus pneumoniae, va Moraxella catarrhalis.

Nhiém tring dudng tiéu chua cé bién chimg do vi khuan Escherichia coli, Klebsiella preumoniae, Proteus
mirabilis, hodc Staphylococcus saprophyticus gy ra.

Liéu dung va cich dung
C6 thé udng BOSPICIN 200 trudc hogc sau bita an. Lidu dung dugc khuyén céo, thoi gian didu tri va déi

twong bénh nhan dugc chi dinh s& duge biéu thi ¢ trong bang dudi day:
Ngueoi 1om va tré em trén 13 tudi:

Bénh nhiém khuén Ig;;g licu ding hang Tan suét dung thude Thoi gian diéu tri
Viém phéi mic phai tai cong 400 mg 50 il 1258 {4ngiy
ddng
Ldu chua c¢d bién chiung (& nam
va nit) va nhiém tring truc trang | 200 mg 1 liéu duy nhét
do lau (¢ nir gidi) A
Nhiém tring & da va cu tric da_ | 800 mg 400 mg méi 12 giv 7-14 ngay \\_~
Viém xoang ham trén cép tinh 400 mg 200 mg mbi 12 gioy 10 ngay |
2
Tré em tir 2 thang tuéi cho dén 12 ndm tudi:
Bénh nhiém khuan Tbng lidu dung hang ngay Tan suat dung thube Thoi gian diéu tri
Viém tai giiia cap tinh 10 mg/ kg/ ngay (t6i da la 5 mg/ kg moi 12 gioy S nod
400 mg/ ngay) (t5i da 1a 200 mg/ lidu) neay
Viém xoang ham trén cap | 10 mg/ kg/ ngay (t6i da la 5 mg/ kg moi 12 gio [ gy
tinh 400 mg/ ngay) (161 da la 200 mg/ liéu)

Suy thin:
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Déi voi bénh nhan suy than nang (d¢ thanh thai creatinin <30 ml/ phat), thi phai tang khoang cach dua lleu
thanh méi 24 gio. Doi véi nhitng bénh nhan phai chay than nhan tao, thi tan suét ding thubc s& 1a 3 1an/ tudn
sau khi chay than nhan tao.

Co thé dung cong thire dudi day dé uoc lugng do thanh thai creatinin (ml/ phat), néu chi san c6 néng do
creatinin huyét tuong va dé udc lugng nay c6 gid tri thi nong do creatinin huyét tuong phai dugce xac dinh khi
chirc nang than & trang thai 6n dinh.

CICr (ml/ phat) =

cadnning (kghx (120~ rum

- x (0,85 d61 voi nir g1
72x Citrhd}ehhgovglv mi} ( 6i v o gidi).

Xo gan:

Dugc dong hoc cua cefpodoxim & bénh nhén xo gan (c6 hodc khong c6 ¢b trudng) tuong tu nhu ¢ nguoi khoe
manh. Nén khong can phai diéu chinh liéu ¢ nhitng bénh nhan nay.

Cach dung:

Udng thude voi nude dun sbéi da dé ngudi. Khong dung sira, tra, ca phé hodc céc thirc udng c6 ga, ¢6 con hodc
calci dé pha thudc. Nén ubng cefpodoxim ciing thirc an dé tang sw hép thu cia thude qua dudng tiéu héa.
Chong chi dinh:

Qué min cam véi bét cir thanh phéan nao ciia thudc

Khéng duge ding cefpodoxim cho nhiing ngudi bi dj (mg véi cac cephalosporin va ngudi bi réi loan chuyén
hoéa porphyrin.

Cinh bso va_thin trong khi dung thudc:

Cefpodoxim khéng phai 1a mét loai khéng sinh duoc uu tién dé diéu tri viém phdi do tu cdu va khéng nén dugc
sir dung trong diéu tri viém phdi khong dién hinh gay ra boi cac vi khudn nhu Legionella, Mycoplasma va
Chlamydia. Cefpodoxim khéng dugc khuyén cdo dé diéu tri viém phdi do S. Preumoniae

Nhur véi tat ca cac khang khudn nhém beta-lactam, phéan trng qua min nghiém trong va déi khi gay tir vong da

dwoc bao cdo. Trong truong hop phan (mg qia min ning, phai ngung ngay ldp tirc viée diéu tri voi
cefpodoxim va diing cac bién phap thich hgp khac.

Trude khi bat ddu diéu tri, cAn tim hi€u tién s phin wng quis min nghiém trong lién quan cefpodoxim, cdc
cephalosporin khdc hodc v6i bt k¥ loai khang khuin nhém beta-lactam nio clia bénh nhin. Thin trong
khi st dung néu cefpodoxim duge diing cho nhitng bénh nhén c6 tién sit qus min khong nghiém trong vdi
cdc beta-lactam khdc.

Trong trudng hop suy thin ning c6 thé cdn thi€t phai gidm liéu phu thudc do thanh thii creatinin (xem
phén liéu ding va cdch ding)

Viém dai trang va viém dai trang gid mac lién quan d&€n khdng khuin udng di dudc bdo cdo vdi gin nhu
tdt ¢4 cdc tdc nhin chéng khuin, bao gdbm cefpodoxim, va cé thé dao dong trong mic d6 ti nhe dén de doa
tinh mang. Do d6, diéu quan trong 14 phdi xem xét chudn dodn b&énh & nhitng bénh nhin cé biéu hién tiéu
chdy trong hodc sau khi ding cefpodoxim. Ngung diéu tri vdi cefpodoxim va xem xét viéc cn thiét phai
diéu tri Clostridium difficile. Khong nén diing cdc thudc rc ché nhu dong rudt.

Thén trong ding cefpodoxim § nhitng bénh nhin c¢6 tién s bénh duding tiu héa, dic biét 1a viém dat
trang.

Nhu véi tit ca cdc khdng sinh nhém beta — lactam, giam bach ciu va hi€m khi ma't bach ciu hat ¢ thé
phit trién ddc biét 1a trong qud trinh diéu tri kéo dai. P& vdi trudng hop didu tri kéo dai hon 10 ngay, s6
lugng mau cin dudc theo ddi va ngung diéu tri n&u gidm bach cdu dugc tim thiy. Cephalosporin c¢6 thé
dugc hip thu 1én bé mit clia mang t&€ bao hdng ciu va phdn Wng véi khing thé truc tiép chdng lai thudc.
Diéu nay c6 thé gay dudng tinh test Coomb va trong mot s§ trudng hdp rit hi€m gy thi€u mau tin huyét.
Phan tng chéo c¢6 thé xdy ra véi penicillin cho phin tng nay.

Nhitng thay d8i trong chifc ning thin di dugc quan st véi cdc khang sinh nhém cephalos
khi ding ddng thdi v6i cdc thudc c¢6 kha ning giy ddc cho thin nhr aminoglycosides va|/ hoac thudc 1gi
tiéu. Trong trudng hop nhy vay cin theo dbi chirc ning thin.

Ciing nhu véi cdc khdng sinh khdc, sit dung kéo dai ctia cefpodoximcol th€ din dé€n viéc phét trién qud
mifc clia cdc vi khudn khong nhay cdm (Candida va Clostridium difficile), ¢6 thé yéu ciu ngimg diéu tr.
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San pham c6 chifa td dugc lactose do d6 khong nén sit dung cho ngudi khdng dung nap lactose, thi€u hut
Lapp-lactase, r&i loan hdp thu glucose-galactose.

Thoi ky mang thai : Chua cé tai li¢u ndo néi dén viéc sit dung Cefpodoxim trong thdi gian mang thai. Tuy
vay cédc cephalosporin thutng dugc coi nhu an toan khi st dung cho ngudi mang thai.

Thoi ky cho con bii : Cefpodoxim dugc ti€t qua sita me vdi nong do thap. Mic di ndng do thap, nhung vin
c6 3 vin dé s& xdy ra ddi vdi tré em bu sita c6 cefpodoxim: R&i loan hé vi khuan dudng rudt, tdc dung truc

ti€p d&n co thé tré va k&t qua nudi c4y vi khudn s& sai, n€u phai 1am khdng sinh d6 khi c6 sot.
Anh hudng khi ldi xe va van hanh mdy méc: vi thudc ¢6 thé giy chng mit hoa mit nén cin than trong khi

st dung cho ngudi ldi xe va vin hanh mdy méc
Twong tic cia thudce véi cic thude khic va cic loai twong tic khic:
Céc thudc khidng histamin H, va cdc thudc khdng acid 1Am gidm sinh khd dung ciia cefpodoxim. Probenecid

lam gidm sy bai ti€t cephalosporin. Cephalosporin ¢6 khd nidng ting cudng tic dung chdng dong cia
coumarin va 1am gidm thudc tranh thai chia oestrogen

Thudc chéng déng dudng udng:

Dung ddng thdi cefpodoxim vdéi warfarin ¢6 thé lam ting thém tdc dung khong ddong mau. Pi c6 sy bdo
cdo vé& gia ting hoat tinh thudc chdng déng & bénh nhin nhian ding thudc khing khuidn, bao gdm
cephalosporin. Cin theo déi chi s6 INR thudng xuyén trong va ngay sau khi udng cefpodoxim ciing véi mdt
chit chong dong mau diing dudng udng.

Céc nghién cttu di chi ra ring sinh kha dung cefpodoxim bi gidm khodng 30% khi cefpodoxim dudc ding
chung vdi cdc loai thudc trung hoa pH da day hodc e ché tiét acid. Do d6, cc loai thuc nhu thudc khdng
sinh acid clia cdc loai khodng chdt va thudc chen H, nhy ranitidin cAn dugc uéng 2 — 3 gid sau khi ding
cefpodoxim

Tac dung khong mong mudn:

Thuong gap, ADR > 1/100

Tiéu hoa: Buf)p ndn, non, tiéu chay, dau bung.

Chung: Dau dau. i

Phan ng di img: Phat ban, n6i may day, ngua.

It gap, 1/1000 < ADR < 1/100

Phan imng di img: Phan (mg nhu bénh huyét thanh véi phat ban, sot va dau khop va phan tng phan vé.

Da: Ban d6 da dang.

Gan: Roi loan enzym gan, viém gan va vang da ir mat tam thoi.

Hiém gap, ADR <‘1/1 000 ’ .

Mau: Tang bach cau wa eosin, roi loan vé mau.

Than: Viém than k& c6 hdi phuc.

Than kinh trung wong: Tang hoat déng, bi kich dong, kho ngu, la lan, ting truong luc va chong mat hoa mit.
Huéng din cach xir tri ADR: Ngimg diéu tri bing cefpodoxim.

Thong bdo cho bdc si nhitng tic dung khong mong muon gap phai khi sir dung thuéc.

Qua liéu va cich xir tri;

Qua lidu d6i vé6i cefpodoxim proxetll chua duge bao cao. Triéu ching do ding thudc qua licu co thé gém c6
budn nén, ndn, dau thugng vi va di tiéu chay. Trong trudng hop ¢6 phéan g nhiém doc nang né do ding qua
lidu, thdm phén mau hay thdm phan phic mac c6 thé gitp loai bé cefpodoxim ra khéi co thé, dic biét khi chire
ning than bj suy giam.

Cic dic tinh dwoe lue hoe, dwoe dong hoc

Duge lyc hoe:

Nhém duge Iy: Cephalosporin thé hé 3, ma ATC: J01DDI3.

Cefpodoxim la khang sinh cephalosporm thé hé 3, duoc sir dung tuong tu nhu cefixim trong dle;l‘
khuén nhay cam, nhung cefpodoxim c6 hoat tinh manh hon chéng lai Staphylococcus aureus.
Cefpodoxim c6 dd bén virng cao trude sur tan cong ciia cac beta-lactamase, do céc khuén Gram 4m va duong
tao ra.

V& nguyén tic, cefpodoxim ¢4 hoat lyc d6i voi ciu khuan Gram du’o’ng nhu phé cau khuén (Streptococcus
pneumonia), cac lién cau khuan (Streptococcus) nhém A, B, C, G va véi céc tu cau khuan Staphylococcus
aureus, S.epidermidis c6 hay khong tao ra beta-lactamase. Cefpodoxim ciing c6 tac dung ddi voi cac cau khuan
Gram am, céc tryc khuén Gram duong va Gram am. Thudc c6 hoat tinh chéng cac vi khuin Gram 4m gdy bénh
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quan trong nhu E. coli, Klebsiella, Proteau mirabilis va Citrobacter. Tuy nhién & Viét nam, cac vi khun nay
ciing khéng ca cephalosporin thé hé 3. Van d& nay cén luu ¥y vin6 la mét nguy co that bai trong diéu tri.

Nguoc lai v6i cac cephalosporin loai uéng khéc, cefpodoxim bén vitng dbi véi beta —lactamase

Do Haemophilus influenza, Moraxella catarrhalis va Neisseia sinh ra. Tuy vay nhén xét nay ciing chua duoc
theo doi co hé thong & Viét Nam va hoat luc cia cefpodoxim cao hon dén mirc dé nao so véi hoat luc ciia cac
cephalosporin uong khéc ciing chua rd.

Thude khéng co tac dung chong céc tu cau khudn khang isoxazolyl — penicillin do thay dbi protein gan
penicillin (kiéu khang ctia tu ciu vang khang methicillin MRSA). Kiéu khang khang sinh MRSA nay phat trién
ngay cang ting & Viét Nam.

Cefpodoxim it tdc dung trén Proteus vulgaris, Enterobacter, Serratia marcesens va Clostridium perfringers.
Céc khuin nay doi khi khang hoan toan.

Cic tu cau vang khing methicilin,  Staphylococus  saprophyticus,  Enterococcus faecalis,
Pseeudomonasaeruginosae, Pseudomonas spp., Clostridium difficile, Bacteroides fragilis, Listeria,
Mycoplasma pneumoniae, Chlamydia va Legionella pneumophili thudng khang hoan toan céc cephalosporin.
Co ché tic dung

Thubc ¢6 tac dung khang khuén do trc ché tong horp thanh té bao vi khuan Thude gan vao mét hay nhiéu
protein gan penicillin (PBP) (la cac protem tham gia vao thanh phan ciu tao mang t€ bao vi khuan) trc ché
bude cudi cung chuyén hoa peptid cia qué trinh tong hop mang té bao vi khudn, din dén tc ché sinh téng hop
thanh té bao.

Méi quan hé PK/ PD:

Dbi véi cephalosporin, chi s6 duge déng hoc - dong luc hoc quan trong nhét ¢6 lién quan tdi hiéu qua trén in
vivo da dugc chira la tyle phan trdm ctia khoang céch dua liéu c6 ndng do thudc tu do trong méau dugc duy tri
trén mirc néng do lrc ché t6i thiéu (MIC) cia cefpodoxim d6i voi timg ching vi khuan dich (% T> MIC).

Co ché khdng thube: kha ning dé khang vai cephalosponn la két qua cta nhiéu co ché khac nhau:

- Do su thay ddi tinh thdm cua mang té bao ddi v&i vi khuan Gram am.

- Su thay doi cua cac protein gan két penicillin (PBPs).

- Vi khuan san xuat beta-lactamase.

- Co ché bom thude cta vi khuan.

Duwgc dong hoc:

Cefpodoxim proxetil it tic dung khéng khuan khi chua duge thay phan thanh cefpodoxim trong co thé.
Cefpodoxim proxetil dugc hap thy qua dudng tiéu héa va dugce chuyén héa boi cac esterase khong dic hiéu, c6
thé tai thanh rudt, thanh chét chuyén héa cefpodoxim cé tac dung. Su hap thu ting khi c6 mit cia thirc 4n va
giam khi pH ha thép.

Cefpodoxim cé dugc dong hoc phu thude liéu, tuyén tinh trong pham vi lleu 100 — 400 mg, khéng tuyén tinh
khi liéu trén 400 mg. Thubc khong tich lay trong huyét turong sau khi uong nhiéu liéu (t6i 400 mg cach 12
gid/1an) & ngudi chirc nang than binh thuong. O ngudi cao tudi, cac théng so6 duge dong hoc, trir nira doi huyét
tuong, twong tu nhu ngudi tré tudi. Duge dong hoc cefpodoxim khong bi anh hudng & nguoi bi suy gan, nhung
bi anh hudng khi suy than.

Kha dung sinh hoc cua cefpodox1m khoang 50% cho nguoi chua dn. Kha dung nay tang khi dung cefpodoxim
cung véi thire dn. Thoi gian ban thai trong huyét thanh cua huyét thanh 1a2-3 gio db6i v6i ngudi bénh ¢ chire
nang than binh thuong va kéo dai & ngudi bénh bi suy than. Sau khi uong mot liéu cefpodoxxm & nguoi lon
khoe manh c6 chirc nang than binh thudng, nbng d6 dinh trong huyét Jwong dat trong ving 2 — 3 gid va c6 gid
tri trung binh 1,4 microgam/ml, 2,3 microgam/ml, 3,9 microgam/ml ddi véi cac lidu 100 mg, 200 mg, 400 mg ;
8 gior sau khi ding thudc véi lidu trén, nong do trong huyét tuong trung binh tuong img la 0,29 ; 0,62 ; 1,3
microgam/ml.

Khoang 20 - 30% cefpodoxim lién két v6i protein huyét tuong. Sw gin két nay khéng phu thude vao nong do
thudc trong pham vi0,1-7.1 mlcrogam/ml

Thé tich phén bb tét vao cic mb cia ph01 va hong, vao dich mang phdi; thude vao dich no tay rit it va mot

luong nho xuét hién trong sira; thudc dat ndng d6 diéu tri trong dudmng ho hép, dudng tiét nidu va mat. L W

Thude dugc thai trir chu yéu qua than (khoang 80% duéi dang thude khong bién ddi trong 24 gio). K

ra bién dbi sinh hoc & gan va than. Thuéc bj thai loai khoang 23% liéu udng déc nhat trong 3 gio | tham téch
mau. !

Quy cich dong goi

Hop 1 vi x 10 vién

Hop 3 vi x 10 vién

Hé‘)p 10 vi x 10 vién.

Diéu kién bio quén:
Béo quan thude & noi khé thoang, nhiét d6 dudi 30°C tranh anh sang,

Han diing ciia thudc: 36 thang ké tir ngay san xudt
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Tiéu chuén chét lwgng thudc: Tiéu chudn co s&
Co sé san xuit: Cong Ty C6 Phdn Duge Phaim ME DI SUN

Dia chi: S6 521, Khu phd An Lgi, Phutng Hoa Lgi, Thi &n€4t, Tinh Binh Duong
Moi thdc mdc va thong tin chi tiét, xin lién hé vé sé dign thoai: (0274) 3589036 Fax: (0274) 3589297

Giam ddc co sd san xuat thudc
(K tén, déng ddu)

TUQ.CUC TRUONG
pTRUGNG PHONG
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