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Rx Thudc béan theo don

CEFPROZIL 500-US

Vién nén dai bao phim Cefprozil 500 mg

THANH PHAN: M&i vién nén dai bao phim chita:

Ta dugc: Microcrystallin cellulose M102, Natri starch glycolat, Natri lauryl sulfat, Talc, Magnesi stearat,
Aerosil, Hydroxypropylmethyl cellulose (HPMC) 606, Hydroxypropylmethyl cellulose (HPMC) 615, Titan
dioxyd, Talc, Dau thau d4u.

PHAN LOAI: Duogc chat chinh cia CEFPROZIL 500-US 1a Cefprozil, 1a thuéc khing sinh thudéc nhém
Cephalosporin thé hé thi I1.

DUQC LUC, CO CHE TAC DUNG:

Trén in vitro, cefprozil c ché nhiéu chling vi khudn gram-duong va gram-am béng céch tc ché tdng hop thanh
t& bao vi khudn. Dudi tdc dung thuy phén ctia beta lactamase thi cefprozil 6n dinh hon so véi cefaclor.
Cefprozil c6 tic dung khdng c4c chiing vi khuén sau:

- Gram-duong hi€u khi: Staphylococcus aureus (bao gém cdc chiing san xudt beta-lactamase), Streptococcus
pneumonia, Streptococcus pyogenes, Enterococcus durans, Enterococcus faecalis, Listeria monocytogenes,
Staphylococcus  epidermidis, Staphylococcus saprophyticus, Staphylococcus warneri, Streptococcus
agalactiae, Streptococci (nhém C, D, F, va G).

Luru y: Cefprozil khong c6 tdc dung trén Enterococcus faecium dé khang methicillin, va hdu hét cdc ching
Acinetobacter, Enterobacter, Morganella morganii, Proteus vulgaris, Providencia, Pseudomonas va Serratia.
Staphylococci khdng methicillin dugc coi nhu khang cefprozil.

- Gram-4m hi€u khi: Haemophilus influenza (bao gém cic ching sin xuét beta-lactamase), Moraxella
(Branhamella) catarrhalis (bao gébm c4c chling san xudt beta-lactamase), Citrobacter diversus, Escherichia coli,
Klebsiella pneumonia, Neisseria gonorrhoeae (bao gém céc chiing sin xut beta-lactamase), Proteus mirabilis,
Salmonella spp., Shigella spp., Vibrio spp.

- Céc vi khuin ky khi: Prevotella (Bacteroides) melaninogenicus, Clostridium difficile, Clostridium
perfringens, Fusobacterium spp., Peptostreptococcus spp., Propionibacterium acnes.

Luru y: hiu hét cdc ching thuoc nhém Bacteroides fragilis d dé khéng v6i cefprozil. Haemophilus influenza
khédng ampicillin dugc coi nhu khing cefprozil.

DUQC PONG HOQC: Sau khi uéng, Cefprozil dugc hdp thu nhanh chéng qua dudng tiéu ho4. Sinh kha dung
& nguoi 16n khoang 90 - 95%, néng d¢ dinh cla thudc trong huyét twong khoang 1,5 gid. Thitc an khong anh
huong dén su hdp thu va néng do dinh cta thube trong huyét tuong, nhung thoi gian dat néng do dinh trong
huyét tuong c6 thé kéo dai 15 - 45 phiit.

Thu6c duge phan b vao cdc mo va dich bao goém ca dich vi, dich tai giita, amidan, vd mé adenoidal (V.A).
Thudc phan b vao sita & néng do thap.

Khoang 35 - 45% cefprozil trong hé tudn hoan lién két véi protein huyét twong. Thdi gian ban thai ctia thuéc
trong huyét twong khoang 1 - 1,4 gid & ngudi 16n v6i chitc nang than binh thudng. Tré em 6 thing dén 12 tubi,
thoi gian ban thai cla thudc trong huyét twong khoang 0,94 - 2,1 gidy

Cefprozil dugc dao thai qua nudc tiéu qua loc & cdu than va bai tiét & 6ng than. Khoing 54 - 70% liéu sir dung
dugc thai trir qua nue tiéu & dang khong déi trong vong 24 gid.

bai tugng dac biét

- Ngudi cao tudi: do thanh thdi gidm va AUC tang.

- Thoi gian bén thai cta thudc tang nhe trén bénh nhan suy giam chic nang gan (khoang 2 gid).

- Thoi gian ban théi cia thube kéo dai (khoang 5,2 - 5,9 gid) trén bénh nhan suy gidm chifc ning than.

CHI PINH:

Viém tai giiracdp tinh (AOM)
Diéu tri AOM gdy ra bdi Streptococcus pneumoniae, Haemophilus influenzae (ké ci ching sinh beta
-lactamase), hodc Moraxella catarrhalis (ké ca chung sinh beta -lactamase) [Lru ¥: cefprozil khong c6 hoat tinh
chong lai Haemophilus influenzae khéng ampicillin]

Khi chi dinh khéng khudn, t6 chitc AAP khuyén c4o amoxicillin liéu cao hoac amoxicillin két hop clavulanat
12 thudc Iva chon diéu tri ban ddu cia AOM,; céc cephalosporin (cefdinir, cefpodoxim, cefuroxim, ceftriaxon)
duoc khuyén céo nhu la lya chon thay thé cho diéu tri ban ddu & bénh nhan di ing penicillin khong c6 tién sir
va / hodc c6 phan iing di ing véi penicillin nghiém trong xay ra trong thoi gian gin day.

Viém hong vaviém amidan

Diéu tri viém hong va viém amidan do S. pyogenes (beta-hemolytic streptococci nhém A). Nhin chung
cefprozil c6 hiéu qua trong viéc diét trir S. pyogenes & mili hong; hiéu qua trong phong chéng bénh s6t thdp
khép.
T6 chitc AAP, IDSA, AHA dé nghi dung penicillin (10 ngdy uéng penicillin V hoac amoxicillin uéng hoac liéu
duy nht penicillin G benzathine dung dudng tiém IM) la lya chon diéu tri cho S. pyogenes viém hong va viém
amidan; c4c khéng sinh khic (cephalosporin uéng, macrolides u6ng, clindamycin u6ng) khuyén cédo nhu 1a lya
chon thay thé trong trudng hop bénh nhan di ing penicillin.

Nhiém khudn duong ho hdp

Diéu tri viem xoang cép tinh do S. pneumoniae, H. influenzae (ké ca chiing sinh beta-lactamase), hoic M.
catarrhalis (ké ca ching sinh beta-lactamase). Do hoat tinh khang S. pneumoniae va H. Influenzae khic nhau,
t8 chitc IDSA khong khuyén cdo cephalosporin dudng u6ng thé hé thit hai hoac thit ba cho qua trinh don tri liéu
viém xoang cdp do vi khudn. Amoxicillin dudng uéng hodc amoxicillin két hop clavulanat thudng duge diing
dé diéu tri hon. Néu mot cephalosporin dudng u6ng dugc sit dung nhu 12 mot thay thé cho tré em (vi du, trong
truong hop di tng penicillin), nén két hgp phac d6 bao gébm mot cephalosporin thé hé thit ba (cefixim hodc
cefpodoxim) va clindamycin (hoac linezolid).

[Luu y: cefprozil khong c6 hoat tinh chéng lai Haemophilus influenzae khéng ampicillin]

Diéu tri nhiém khuén th cép clia viém phé€ quéan cép tinh do nhay cdm S. pneumoniae, H. influenzae (ké ca
chung sinh beta-lactamase), hoac M. catarrhalis (ké ca chiing sinh beta-lactamase). [Luu ¥: cefprozil khong c6
hoat tinh ch6ng lai Haemophilus influenzae khang ampicillin]

Diéu tri dot cdp do vi khuén cta viém phé quan mén tinh do nhay cam S. pneumoniae, H. influenzae (ké ci
ching sinh beta-lactamase), hoic M. catarrhalis (k€ ca chung sinh beta-lactamase). [Liru ¥: cefprozil khong c6
hoat tinh ch6ng lai Haemophilus influenzae khdng ampicillin]

Nhiém trong dava cdu tric da

Diéu tri nhiém khudn da va céu trdc da khong bién ching do Staphylococcus aureus (ké ci chiing sinh
beta-lactamase) hodc S. pyogenes.

Cefprozil ciing da dugc sir dung dé diéu tri cic bénh nhiém trung da va c4u tric da khong bién ching gay ra
bdi S. epidermidis, S. saprophyticus, streptococci nhém B hodc G, E. coli, hay K. Pneumoniae.

[Luwu y: cefprozil khong c6 hoat tinh chéng lai Staphylococci dé khéng methicillin]

Doc ky hudong ddn sir dung trudce khi ding. Néu cdn biét thém théng tin, xin héi y ki€n b4c si.
Thudc nay chi ding theo su ké don ciia thdy thudc.

LIEU LUGNG VA CACH DUNG: Liéu ding va thdi gian diing thuc cho timg trudng hop cu thé theo chi
dinh ctia Bic si diéu tri.

Tréem > 13 tudi

- Viém hong hoac viém amidan: 500 mg x 1 14n/ ngay trong 10 ngay.

- Nhiém khudn dudng ho hép:

+ Viém xoang cép: 250 mg méi 12 gid cho 10 ngdy. Nhiém khuédn trung binh dén nghiém trong: 500 mg mbi
12 gi¢ trong 10 ngay.

+ Nhiém khudn thif c4p cta viém phé quén cdp: 500 mg méi 12 gidy cho 10 ngay.

- Nhiém khuén t chiic da va da khong bién chiing: 250 mg hoac 500 mg méi 12 gi& cho 10 ngay.

Nguoi lon:

- Viém tai gitta cdp: 500mg méi 12 gid cho 10 ngay.

- Viém hong hoac viém amidan: 500 mg x 1 1dn/ngay trong 10 ngay.
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- Nhiém khuén dudng ho hép:

+ Viém xoang cdp: 250 mg mbi 12 gid trong 10 ngay. Nhiém khuén trung binh dén nang: 500 mg méi 12 gid
trong 10 ngay.

+ Nhiém khuén thit c4p clia viém phé€ quén cép: 500 mg méi 12 gio, trong 10 ngay.

+ Dot cp cha viém phé€ quan man tinh: 500 mg méi 12 gid, trong 10 ngay.

- Nhiém khuén t6 chiic da va da khong bién chimg: 250 mg hoac 500 mg méi 12 gid, trong 10 ngay.

Bénh nhéan suy gan:

Khong cén chinh liéu cho bénh nhan suy gan.

Bénh nhén suy than:

Khong cin chinh liéu cho bénh nhan c6 d¢ thanh thai creatinin 2 30 mL/phuit.

J bénh nhan c6 do thanh théi creatinin < 30 mL/phit: liéu sir dung khoang 50% so véi liéu diing thong thudng.
Nguoi cao tudi:

Khong cdn phéi diéu chinh liéu & ngudi cao tudi, ngoai trir chifc nang gan va than trdm trong.

Céch ding: Udng nguyén vién thu6c v6i nhiéu nuée khong cling bira an.

CHONG CHi PINH: Nguoi bénh min cam vdi cefprozil hoac cdc thanh phan khéc cha thudc, di ing véi céc
khéng sinh nhém cephalosporin.

THAN TRONG:

Viém dai trang va tiéu chiy lién quan clostridium difficile/boi nhiém:

C6 thé xudt hién va phét trién qua mic cta vi khudn hoac ndm khong nhay cam khi dung kéo dai cefprozil. Cén
¢6 bién phép diéu tri thich hop khi boi nhiém xay ra.

Diéu tri bing thuéc khéng khudn 1am thay déi hé vi sinh vat binh thudng cla dai trang va c6 thé cho phép sy phat
trién qué mic ctia vi khudn Clostridium difficile. Nhiém C. difficile (CDI) va tiéu chéy lién quan dén C. Difficile;
viém dai trang (CDAD); con goi la tiéu chay lién quan khéng sinh va viém dai trang gia mac hoac viém dai trang
duoc bio cdo xdy ra gin nhu v6i tat cd thube khang khuén, bao gém cefprozil, va c6 thé dao dong trong mitc do
nghiém trong ctia tiéu chay nhe dén viém dai trang c6 thé gay tir vong. C. difficile san xudt doc t6 A va B trong
d6 gop phén vao su phét trién ciia CDAD; ching C. difficile san xudt hypertoxin c6 lién quan véi tang ty 1é méc
bénh va tir vong do chiing c6 thé khang thuéc va c6 thé phai phiu thuat cit b dai trang.

Cin than trong theo doi CDAD néu tiéu chay phat trién trong hoac sau khi diéu tri v6i thude. Than trong véi bénh
nhan ¢6 tién sit CDAD da dugc bdo cdo xay ra it nhat 12 2 thang hoac 1au hon sau khi ngung diéu tri ch6ng nhiém
trung.

Néu dang nghi ngd hoac da chdn dodn xdc dinh CDAD thi ngimg viéc st dung khang sinh ma khong c6 tic dung
chéng lai C. difficile ngay khi c6 thé. Sir dung liéu phép hé trg thich hgp (vi du nhu ba nuéc va dién gidi, b6 sung
protein), diéu tri bing céc loai thuéc chong nhiém khuén c6 kha nang chéng lai C. difficile (vi du, metronidazol,
vancomycin), va xem xét viéc phdu thuat dugc chi dinh trén 1am sang.

Phan irng qua mén:

Phén ing qua man (nhu phan vé, phan tng huyét thanh, ban do, hoi chimg Stevens-Johnson) da dugc bdo cdo khi
stt dung thudc.

Néu phan ing qud méin xdy ra, ngimg ngay lap tic cefprozil va c6 bién phép diéu tri thich hgp (vi du nhu ding
epinephrin, corticosteroid, duy tri oxy va thong khi ddy du).

Phan irng chéo:

C6 mot phdn phan ing chéo giita cdc cephalosporin va cdc khéng sinh beta-lactam khic, bao gém penicillin va
cephamycins.

Truéc khi bit ddu diéu tri, cAn than trong tim hiéu tién sir cdc phén ing qui mén da xdy ra truéc d6 vé6i
cephalosporin, penicilin, hodc c4c thuc khac. Tranh sit dung & nhitng ngudi da xdy ra phan ing qud mén (kiéu
phan vé) va than trong & nhitng nguoi da xay ra tic dung phu (vi du, phét ban, sét, tang bach ciu eosin).

Than trong chung:

Lua chon va st dung thu6c khéng khudn:

Dé lam gidm su phét trién clia cdc vi khudn khang thudc va duy tri hiéu quéa cta cefprozil va cdc khang khudn
khéc, chi sir dung dé diéu tri hoac phdng ngira nhiém trung d dugc ching minh gy ra béi céc ching vi khudn
nhay cam véi thudc.

Tién sir bénh duong tiéu hoa:

Cephalosporin nén dugc sit dung than trong & bénh nhan c6 tién sir bénh dudng tiéu héa, dac biét 1a viem dai

trang.
T4 dugc ddu thdu ddu c6 trong cong thiic vién bao phim c6 thé gay dau bung va tiéu chdy khi sir dung dudng
udng.

C6 thé cho két qua Test Coomb’s tryuc ti€p duong tinh.
Nguy co khang thuéc c6 thé xay ra néu sit dung trong trudng hgp khong nhiém khudn hodc dung kéo dai.
V6i ngudi suy than, phét trién cdc ching tic nhan gay bénh khong nhay cam.
Thoi ky mang thai
Chua c6 cong trinh nghién citu ddy da & nguoi mang thai. Do d6, cefprozil chi duge chi dinh & ngudi mang thai
khi that cin thiét.
Thoi ky cho con bu
Cefprozil phan bg trong sita, vi vay sit dung than trong ngudi cho con b.
Lai xe va van hanh may moc
Trong mot s8 it trudng hop thudc c6 thé gay chéng mat, dau ddu, hi€u dong, lo ling, mat ngu, 14n 1on, budn ngt,
do d6 can luu ¥ khi 14i xe va van hanh mdy méc.
TUONG TAC THUOC: Cefprozil khong nén ding ddng thdi v6i nhimg thuc sau:
- Cic khang sinh aminoglycosid: gy doc.tinh trén than.
- Kiém tra glucose: c6 thé xudt hién dwong tinh gia khi kiém tra glucose nuéc tiéu.
- Probenecid: Lam tang AUC (dién tich du6i dudng cong) cefprozil.
TAC DUNG KHONG MONG MUON:
Thuong gap, ADR >1/100
Tiéu hod: Tiéu chay, bu6n non, non, dau bung
Gan mét: tang AST (SGOT), ALT (SGPT).
Khéc: viém am dao, ngira bd phan sinh duc.
It gap, 1/1000 < ADR < 1/100
Gan mat: tang alkalin phosphatase va bilirubin.
Phén tng di ing: ban do, may day.
Thén kinh trung wong: Chéng mit, dau ddu, hi€u dong, lo ling, m4t nga, 14n 19n, budn ngu.
Hiém gip, ADR < 1/1000
Huyét hoc: tang bach céu.
Thaﬁ tang BUN va creatinin mau.
Thong bso cho Béc sy nhirng tic dung khong mong muén gap phai khi sir dung thudc.
QUA LIEU & CACH XU TRI: Khi sit dung liéu uéng 5000 mg/ kg cua cefprozil trén chudt c6ng trudng thanh,
chudt cong so sinh, chudt cong cai sita hodc trén chudt trudng thanh thi khong gay tir vong ciing nhu khong thay
c6 ddu hiéu doc tinh.
Khi sir dung liéu 3000 mg/ kg cua cefprozil trén khi thi gdy tiéu chay, chdn an nhung khong gay tir vong
Cefprozil dugc thai trit chli yéu qua than. Vi vay, trong trudng hgp qua liéu nghiém trong, dic biét trén bénh nhan
suy giam chiic nang than, nén tién hanh chay than nhan tao dé loai trir thu6c ra khoi co thé.
Néu c6 bat cif triéu chiing qué liéu nao thi ngung dung thudc ngay va thong bdo ngay cho béc si.
TIEU CHUAN: TCCS.
HAN DUNG: 36 thang ké tir ngay san xuat.
BAO QUAN: Bio quan thu6c & noi kho thodng, nhiét do du6i 30°C, tranh 4nh séng.
- D€ thudc xatdmtay tré em.
NHA SAN XUAT:
C.Ty TNHH US PHARMA USA
L6 B1 - 10, Puong D2, Khu cong nghiép Tay Bic Ci Chi - TP. HCM - Viét Nam.
Moi thic méc va thong tin chi tiét, xin lién hé vé s6 dién thoai 028-37908860.



