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CONG THUC: cho 5 1111

Thanh phan duge chat: Cefprozil (dudi dang cefprozil monohydrat)...................250 mg

Thanh phan td duge: DPudng kinh tring, natri clorid, natri carboxymethyl cellulose, acid
citric, aerosil 200, huong dau, sucralose, natri benzoat

DANG BAO CHE:

Cbm pha hdn dich udng mau vang nhat, khé toi, cé mii thom nhe.

Hén dich sau khi hoan nguyén, ¢6 mau tring dén vang nhat, phén tan dong nhit. mui thom nhe,
vi ngot va gilr dugc trang thai phan tan trong vong 3 phut sau khi dé yén.

CHI PINH:

Nozil 250 dugc chi dinh dé diéu tri cho céc bénh nhan bi nhiém khuén nhe dén trung binh gay ra
boi cac chung vi khuan nhay cam sau:

Nhiém khuin dwong ho hap trén:

- Viém hong/viém amidan gay ra boi Streptococcus pyogenes.

Luu y: loai thude thong thuong duoc lua chon trong didu trj va phong ngira nhiém lién cau
khuan, bao gom ca du phong sot thap khép 1a penicillin dang tiém bap Cefprozil co hleu qua
trong ylgc loai bo Streptococcus pyogenes khoi vom hgng, tuy nhién hién tai khong co day da do
liéu vé hiéu qua cua cefprozil trong viéc du phong bénh sot thap khap.

- Viém tai gitra gly ra boi Streptococcus pneumoniae, Haemophilus influenzae (ké ca ching
sinh fB-lactamase), Moraxella (Branhamella) catarrhalis (ké ca ching sinh [-lactamase).

Luu y: trong diéu tri viém tai gitra do vi khuan sinh B-lactamase, cefprozil ¢6 ty 1€ diét vi
khuan thap hon 50 vai ty 18 duoc quan sat & san phdm c6 chira chét tc ché B-lactamase.

- Viém xoang cap gdy ra boi Streptococcus pneumoniae, Haemophilus influenzae (ké ca chung
sinh B-lactamase), Moraxella (Branhamella) catarrhalis (ké ca ching sinh f-lactamase).

Nhiém khuin duong hé hip dwéi: Dot ce’lp clia bénh phdi tic nghén man tinh do Streptococcus

pneumoniae, Haemophilusenzae (bao goém cdc chung sinh P-lactamase) va Moraxella

(Branhamella) catarrhalis (bao gdbm cac ching sinh B-lactamase) gy ra.

Nhiém khuin da va ciu tric da khong bién chimg: gy ra boi Staphylococcus aureus (ké ca

chung sinh penicillinase) va Streptococcus pyogenes.

LIEU DUNG, CACH DUNG:

Liéu dung va thei gian dung thude cho timg bénh nhén theo chi dinh cia bac si.

Lidu ding:

Ngwoi lon va tré em tiv 13 tudi tré lén

Nhiém khuin Liéu diing Thoi gian diéu tri (ngay)

Nhiém khuan dudng ho hép trén

Viém hong/viém amidan 500 mg mdi 24 gio 10°

Viém xoang c{ip tinh - g -
250 mg hodc 500 mg moi

(d6i voi nhiem khuan trung binh dén 12 gity

nang nén dung liéu cao hon)
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Nhiém k@ﬁmm hap dudi

bién chimg

500 mg mdi 12 gid

Bot’ dﬁff G:uaahgnhphm ic nghén man x. 5
tmh ¢6 pHa \(jﬁ 500 mg moi 12 gio 10
T FRAR D00 Tr -
N]ucﬁ:f} 4. f-d v /tmc da
J ,/ 250 mg mbi 12 gi¢r hodic
Nhlem kﬁua@,dai i?ﬁ 6au tric da khong 500 mgmbi 24 gidrhose 10

Tré em (2 tuéi dén 12 tuéi)
Nhiém khuan dudng hd hép trén (Viém hong/viém amidan): 7.5 mg/kg mdi 12 giey

Tudi Can nang Li¢u dang (ml) Thoi gian diéu trj
(nim) (kg) Nazil 125 Nozil 250 (ngay)
(Cefprozil 125 (Cefprozil
mg/ ml) 250mg/ml)
6 thang - 1 tudi 7-9 2,5 ’ 10
2-6 11-2] 5,0 - 10
7-9 22 - 28 7.5 3,75 10
10-11 31-35 10,0 5,0 10
12 41 12.5 6,25 10

Nhiém khuén da va ciu tric da khong bién chimg: 20 mg/kg moi 24 gio

Tubi Can nang Liéu dung (ml) Thoi gian diéu tri
(ndm) (kg) Nazil 125 Nozil 250 (ngay)
(Cefprozil 125 (Cefprozil
mg/ ml) 250mg/ml)
23 11- 14 10,0 5,0 10
4-6 14-21 15,0 7,5 10
7-8 22-26 . 10,0 10
9-10 28 - 31 4 12,5 10
11 35 . 15,0 10

Tré so sinh va tré em (6 thang dén 12 tuéi)
Viém tai gitra: 15 mg/kg mdi 12 gio
Viém xoang cap tinh: 7,5 mg/kg moi 12 gio hodc 15 mg/kg mdi 12 gio

Tudi Cén ning Liéu ding (ml) Thoi gian didu tri
(ndm) (kg) Nazil 125 Nozil 250 (ngay)
(Cefprozil 125 (Cefprozil
mg/ ml) 250mg/ml)
6 thang - 1 tudi 7-9 5,0 2.5 10
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2 11-12 ¥sD _ 3,79 10
3-4 14-15 10,0 | 5,0 10
5-6 17 - 21 12,5-_ 6,25 10
7-8 22-26 15,0 Y 10
9-10 28 -31 % 8,75 10
11-12 35-39 10,0 10

“ Trong diéu tri nhiém tring do Streptococcus pyogenes, thdi gian diéu tri nén ding it nhat 10
ngay.

Bénh nhan suy thin:

Khéng cén diéu chinh liéu cho bénh nhan co do thanh thai creatinin tir 30-120 ml/phat. V&i bénh
nhan c6 d§ thanh thai creatinin < 30 ml/phut, dung 50% liéu théng thuong véi cung khoang thoi
gian sur dung.

Cefprozil bi thai trir mot phan qua thdm phén mau, vi vy nén sir dung cefprozil sau tham phéan
mau.

Bénh nhan suy gan:

Khong can diéu chinh liéu cho bénh nhén suy gan.

Cach dung:

Ldc chai khong dé bot dinh trén thanh chai. Thém 25 ml nuée va lic k§ cho dén khi tao hén dich
dong nhat. BO sung nude den vach néu can. Lac k¥ chai trude khi st dung.

CHONG CHI PINH

Tién st qua man véi khang sinh nhom cephalosporin hodc qua man véi bat ky thanh phan nao
cua thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Cianh bao:

Qud man:

Trudce khi bét dau diéu tri véi Nozil 250, nén kiém tra t'ién st di img cua bénh nhén véi cefprozil,
cac cephalosporin, penicillin hodc cac thudc khac. Ncu sir dung cefprozil cho bénh nhan bi di
{ing véi penicillin, cin phai thén trong vi phan trng chéo gifta cac khang sinh nhém betalactam
da dugc ghi nhan, va co thé xay ra tdi 10% bénh nhan ¢6 tién sir dj ing véi penicillin.

Neu xay ra phan tmg di tmg v&i Nozil 250 thi phai ngimg ding thude. Cac phan ing qua man

cap hodc trdm trong néu gip phai, can phai 4p dung cée bién phap diéu tri thich hop nhu dung
epinephrin, corticosteroid, thudc khéng histamin tiém tinh mach, duy tri oxy, thong khi day du. .
Tiéu chay lién quan dén Clostridium difficile (CDAD):

CDAD da dugc ghi nhan khi diéu tri béng nhiéu loai khang sinh (bao gf‘)n'i cefprozil). CDAD c6
thé cé nhiéu mire dg tir tiéu chay nhe dén viém dai trang gay tir vong.

Diéu tri bang khang sinh ¢ thé 1am thay doi h¢ vi sinh vét binh thudng cta dai tr rang va co thé
dan dén sy phat tri€én qua muc cua Clostridium difficile. C. difficile tao ra doc to A va B, gop
phan vao su phat trién ctia CDAD. Céc chung C. difficile san sinh ra nhiéu dgc t6 co thé lam gia
tang ty 1€ mac bénh va tir vong. CDAD ¢ thé lam gia tang khang thuoc khi diéu tri bing khang
sinh va c6 thé can phai cit bo dai trang. CDAD phai duge xem xét ¢ tit ca cac bénh nhan bi tidu
chay sau khi str dung khang sinh. Can}phan khai thac tién sir can than vi CDAD di duoc bdo cdo
xay ra hon hai thang sau khi ding thuoc khang khuan.

Néu dang nghi ngo hojc di chin doén x4c dinh CDAD, nén bét dau cac bién phép diéu tri thich
hop. Céc truong hop nhe cua CDAD thudng dap tng voi viée nging st dung céc khang sinh
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khong ¢ tac dun _g_(iong lai Clostridium difficile. Trong cdc trudong hop trung binh dén nghiém
trong, can cAn - nha@‘su dung li¢u phap ho trg thich hop nhw bu nude va chit dién giai, bd sung
protein, dlcu tri ban% cae ’thuoc chéng nhiém khuan c¢é kha nang chéng lai Clostridium difficile,
va xem xét phau thu-@([ cd' the duoc chi dinh trén lam sang.

U

Thantmng A GUGE TE ) o
Than trong chrmg! RAM,

Ké don ce{prozﬂ:tran ﬂucmg hop khong nhiém khuan hodc khong c6 chi dinh dy phong sé
khong mang lai kﬂ “ich o cho bénh nhan va lam tang nguy co khang thubc cua vi khuan.

O bénh nhan di biét hoac nghi ngo suy than, can quan sat can than cac diu hi¢u lam sang va
danh gia tinh trang bénh nhan bang cac bién phép thich hop trude va trong khi diéu tri. Tong heu
cefprozil hang ngay nén giam & nhiing bénh nhan ¢6 do thanh thai creatinin < 30 ml/phut vi nong
do khang sinh trong huyét tuong co thé cao hoiic kéo dai néu sir dung ¢ lidu thong thudng véi
d6i trong bénh nhan nay.

Cephalosporin, ké ca cefprozil, nén dung than trong cho bénh nhan dugc diéu tri dong thot voi
thude loi tiéu manh vi né duoe nghi ngd 1a anh hucmg c6 hai dén chire nang than.

St dung Nozil 250 kéo dai co thé dan dén su phat trién qua murc cua cac vi sinh vét khong nhay
cam. Can phai theo ddi cin than, néu tinh trang bdi nhiém xay ra trong qué trinh diéu tri can ap
dung cac bién phap thich hop.

Nén than trong khi diéu tri bang cefprozil cho bénh nhan co tién sir dudng tiéu hoa, dic biét la
viém dai trang.

Béo cdo cho thiy trong khi diéu tri bang thudc thude nhom cephalosporin nghiém phap Coombs
trire tiép cho két qua duong tinh gia.

Théng tin che bénh nhin

Cén tu vén cho bénh nhan chi nén sir dung cic thudc khang khuin bao gom cefprozil dé diéu tri
nhiém tring do vi khuan. Ching khong diéu tri cac bénh nhiém trang do virus (vi du nhu cam
lanh thong thuong).

Khi ké don cefprozil dé diéu tri nhiém trung do vi khudn, can théng béo cho bénh nhan nén dung
thudc dang theo chi dan. Bo liéu hodc khong hoan thanh day du liéu trinh diéu tri co thé lam
giam hiéu qua cta viéc diéu tri va lam tang kha ning khéng thudc cia vi khuén.

Tiéu chay la mot van dé phd bién do khang sinh gay ra va thuong két thic khi ngimg sur dung
khang sinh. P6i khi sau khi bat dau diéu tri bang khang sinh, bénh nhan c6 thé di tiéu c6 mau (co
hodc khong ¢6 dau bung va s6t) tham chi mun nhét 1a hai thang tro 1én sau khi ding heu khang
sinh cubi cing. Néu diéu nay xay ra, bénh nhan nén lién hé véi béc si cang sém cang tét.

Thube cé chua 2,64 g dudng kinh/5 ml nén than trong khi dung cho bénh nhén tiéu duomg; bénh
nhén bi r6i loan di truyén hiém gap nhu khéng dung nap fructose, kém hap thu glucose-
galactose hodc thiéu hut enzym sucrase-isomaltase khong nén ding thudc nay.

Thude ¢6 chira 177,3 mg natri trong moi lo chira 3 g cefprozil, va heu dung toi da la 1 g
cefprozil/ngay. twong duong tdi da 2,96% trong khau phan natri tdi da moi ngay duoe khuyén
cdo cho nguoilénla2 g.

SU DUNG THUOC CHO PHU NU €O THAI VA CHO CON BU

Phu nir ¢6 thai:

Kha nang gay quai thai:

Cac nghién ciu vé kha nang sinh san trén dong vat (tho, chudt nhit va chudt céng) su dung liéu
uong cefprozil gap 0,8; 8,5 va 18,5 1?111 lidu téi da hang ngay & ngudi (1000 mg) dya trén mgr’l_n2
cho thay cefprozil khong gy hai deén thai nhi. Tuy nhién, chua ¢ nghién ctu day du va kiém
soat chat che trén phu nir o thai, do do chi dung thudc trong khi mang thai khi thue sy cén thiét
va loi ich 16n hon nguy co c6 thé xay ra.

Chuyén da va sinh no:
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Ccfp{rozil chua dugc nghién clu dé sir dung trong qua trinh chuyén da va sinh nd. Chi nén diéu
tri néu thue su can thiét.

Phu nir cho con bu:

Sau khi sir dung 1 liéu duy nhit 1 g, khoang 0,3% liéu dung duoe bai tiét qua sira me. M trung
binh trong 24 gi¢ dao dong tir 0,25 den 3,3 pg/ml. Can than trong khi sir dung Nozil 250 cho phu
ntt dang cho con bu vi chua rd anh hudng cua cefprozil vaoi tré b me.

Tham khio y kién bdc si triede khi diing thuéc.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Chua c6 bing chimng vé anh hudng cua thudc 1én kha ning lai xe va van hanh may mée. Tuy
nhién, ngudi bénh can than trong va hiéu 1o sy dung nap cta thudc.

TUONG TAC, TUONG KY CUA THUOC

Twong tac:

Dgc tinh trén than da duge bao cdo sau khi str dung dong thoi khang sinh nhom aminoglycosid
va khang sinh cephalosporin. Str dung dong thai véi probenecid lam tang gap déi dién tich dudi
duong cong cua cefprozil,

Twong tic thudce trong cac xét nghiém cin lim sang:

Khing sinh nhom cephalosporin ¢6 thé cho cac phan tmg duong tinh gia trong xét nghiém xdc
dinh glucose trong nudc tiéu bc}ng phuong phap khir dung nhung khong xay ra dbi vai phuong
phap enzym. Cé thé xay ra phan ting am tinh gia trong phuong phap ferricyanid xéc dinh glucose
mau. Sg hién dién’cﬁa cefprgzil trong mau khong anh buﬁmg dén vigc dinh lugng creatinin trong
nude tiéu hay huyét twong bang phuong phap picrat kiém.

Géy ung thu, djt bién, suy giam kha niing sinh sin

Céc nghién ctru in vivo dai han chua duge thuc hién dé danh gid kha niang gy ung thu cia
cefprozil.

Cefprozil khong dugc phat hién la gay dot bién trong cac thi nghiém dao ngugc Ames
Salmonella hodc E. coli WP2 urvA hoic thir nghiém dot bién gen chuyen tiép HGPRT trén te
bao budng trimg cua chudt dong Trung Quoc va n6 khong géy ra cdc bat thuong vé nhlcm sac
thé trong té bao buong trimg cia chudt dong Trung Quoc hodc téng hop DNA dot xuat trong té
bao gan chudt trong éng nghiém. Sy sai léch nhiém sac thé khong duoc quan sat thay trong cac

t& bao tuy xuong cta chudt duoc ding qua dudng udng véi lidu cao hon 30 14n lidu khuyén cdo
cao nhat cho nguoi dya trén mg/m?.

Su suy giam kha nang sinh san khéng duge quan sat thiy & chudt duc hodc céi ding lidu ubng
cefprozil 1én toi 18,5 lan liéu khuyen c4o cao nhit cho ngudi dya trén mg/m?.

Twong ky,

Do khéng ¢é cée nghién ctu vé tinh tuong ky cia thube, khéng tron 1dn thude nay véi cae thube
khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Téc dung khéng mong mudn xay ra trong khi diing cefprozil tuong tu nhu nhimg tac dung khéng
mong muon da duge quan sat khi ding céc cephalosporin duong udng khac. Trong céc thir
nghiém 1am sang cé doi chimg cefprozil thirmg duoc dung nap tét. Khoang 2% bénh nhén phai
dimg str dung cefprozil vi céc tic dung khong mong mubn.

Théng tin duoc cung cép dudi day dua trén dir liéu tir cée nghién ciru 14m sang va dit liéu thu
duogc sau khi thudc luu hanh trén thi truong. Tan suat ADR duge sip xép theo cdc nhom: rat
thuong gip (=1/10). thudmg gip (>1/100 va <1/10), it gap (>1/1.000 va < 1/100), hiém gap
(>1/10.000 va < 1.000), rat hiém gip (<1/10.000). Cac ADR ghi nhan sau khi dua ra thi truong
va phat hién trong phong thi nghiém ma khong thé ap dung vao bét ky tan sudt ADR nao thi
chiing duoc dé cip véi tan suét "khong duoc biét".

Thuong gip:

:}r'f_l;'\
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Tiéu hoa: Tleuq%a-g,z,\buon non, noén va dau bung.
Mau: Tang bach cgu l‘rﬁ eosin
Gan mat: Tang AST AL’T

AN

Heé than kinh irquj,uqng‘ Chéng mit (1%)
Khéc: ham va bﬁl ﬂhﬁem, ngtra bg phan sinh duc va viém am dao

it gap: 1% ‘i‘?f’f”

Qua man: Phat ban va may day. Nhimng phan ung nay thuong xay ra ¢ tré em hon nguoi 16n,
thuong xuét hién vai ngay sau khi bat ddu diéu tri va giam dan trong vai ngay sau khi ngimg diéu
tri.

Méu: Giam bach cau

Heé thén kinh trung uong: Hiéu dong, dau dau, cing thang, mit ngu, 14 1an va budn ng.

Gan mét: Tang phosphat kiém va bilirubin.

Hiém gap:

Gan mét: Cling gidng nhu mét s penicillin va cephalosporin khac, vang da r mat dd duoc bao
cdo nhung hiem gap.

Than: Tang nhe BUN va creatinin huyél thanh.

Khéng dwoe biét:

Céc tac dung khong mong mubn dugc bao cao sau khi dua thude ra thi truong ma khong thay
tr ong cac thir nghiém lam sang bao gom: soc phan vé, phu mach, viém dai trang bao gom ca
viém dai trang mang gia, ban do da dang, s6t, hoi chimg Stevens-Johnson, giam tiéu cau.

Ngoai cac phan tmg bét loi dugc liét ké & trén, cac phan g cé hai sau day cing da dugc bao
cdo cho khang sinh nhém cephalosporin: thiéu mau bét san, thiéu mau tan mau, xudt huyét, ri
loan chirc ning thén, hoai tir biéu bi nhiém doc, 11111&_:111 QQC than, kéo dal‘ thoi gian prothrpmbm,
thir nghiém Coomb dwong tinh, ting LDH, giam tiéu cau, giam bach cau trung tinh, mat bach
céu hat.

Mot sd cephalosporin ¢6 lién quan dén vige an ra co gidt, dac biét 1a ¢ nhimg bénh nhan bi suy
giam chic nang than ding thubc ma chua giam lidu. Néu xay ra co giat lién quan dén viéc diéu
tri bang thudc, nén ngimg dung thude. Liéu phép chdng c6 gidt co thé duge dwa ra néu co chi
dinh vé mat lam sang.

Thiong bdo ngay cho bac sy hodic dugc sy nhitng phan g coé hai gdp phdai khi sir dung thubc.

QUA LIEU VA CACH XU TRi

Dén nay, chua co tr udng hop quéa lidu nao duoe béo céo, do d6 khéng b théng tin vé triéu chimg
hodc cach xtr tri qué liéu. Trong nghién ctu dgc tinh trén dong vat, liéu uéng 5000 mg/kg trén
chudt khong gay hdu qua nghiém trong ciing nhu tir vong; liéu udng duy nhéit 3000 mg/kg giy
tiéu chay va chan an ¢ khi cy nomol gus nhung khong gay tir vong.

Cefprozil duge thai trir chu yéu qua than. Trong truong hop qua liéu nghiém trong, dic biét &
bénh nhén suy giam chirc ning thin, thim tich mau co thé gitip loai trir cefprozil ra khéi co thé.

DAC TiNH DUQC LUC HQC

Nhém duge 1y: Cefprozil 1a cephalosporin thé hé thi hai, ban tong hop. ¢ phd khang khuén
rong.

Ma ATC: JO1DCI10.

Cefprozil ¢6 hoat tinh in vitro chéng lai nhiéu loai vi khuén gram duong va gram 4m. Téc dung
diét khuan cua cefprozil 1a do tic ché tong hop thanh té bao.

Cefprozil da dugc chiing minh 1a c6 tac dung chéng lai hdu hét cac ching vi sinh vt sau c¢a {rén
in vitro va trén lam sang.

. F . A v . A ~ A v
Vi khuian gram duwong hi¢u khi Vi khuin gram am hi¢u khi
Staphylococcus aureiuis Haemophilus influenzae
(bao gom ca chung sinh f-lactamase) (bao gom ca chung sinh f-lactamase)
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LU'L} Y: Cefprozil khéong cé tac dung chong lai | Moraxella (Branhamella) catarrhalis
tu cau khang methicillin (bao gdm ca ching sinh p-lactamase)

Streptococcus pneumoniae

Streptococcus pyogenes

Dir liéu in vitro sau day c6 sin; tuy nhién, y nghia lam sang cua chung van chua duoc biét.
Trén in vitro, cefprozil thé hién nong d6 tre ché téi thiéu (MIC) 1a 8 meg/mL hogc thap hon doi
vGi hau ‘het cac c~hung vi sinh vt sau (290%): tuy nhién, tinh an toan va hiéu qua cua cefprozil
trong dieu tri nhiem khuén trén 1dm sang do cdc vi sinh vat nay chua duge danh gia trong cac thu
nghiém lam sang déy du c6 do6i chimg.

Vi sinh vt hieu khi gram (+):

Enterococcus durans

Enterococcus faecalis

Listeria monocytogenes

Staphylococcus epidermidis

Staphylococcus saprophyticus

Staphylococcus warneri

Streptococcus agalactiae

Streptococci (Groups C, D, F, and G)

viridans group Streptococci

Luu y: Cefprozil khong co tac dung trén Enterococcus faecium

Vi sinh vit hiéu khi gram (-):

Citrobacter diversuis

Proteus mirabilis

Escherichia coli

Salmonella spp.

Klebsiella pneumoniae

Shigella spp.

Neisseria gonorrhoeae (bao gdbm ca chung khang B-lactamase)

Vibrio spp.

Luru ¥: Cefprozil khong c6 tac dung trén hiu hét cac ching Acinetobacter, Enterobacter,
Morganella morganii, Proteus vulgaris, Providencia, Pseudomonas, va Serratia.

Vi sinh vit ky khi

Prevotella (Bacteroides) melaninogenicus

Fusobacterium spp.

Clostridium difficile

Peptostreptococcus spp.

Clostridium perfringens

Propionibacterium acnes

Luru y: Hau hét cac ching nhom Bacteroides fragilis déu khang cefprozil.

DPAC TINH DUQC PONG HQC

Dit liéu duge dong hoc Iy tir cong thire vién nang, tuy nhién, da chimg minh c6 su twong dwong
sinh hoc gma cac dang dung dich ubng, vién nang, vién nén va hdn dich trong diéu kién doi.

Sau khi uOng cefprozil luc doi, khoang 95% liéu dugc hap thu. Thoi gian ban thai trung binh
trong huyét tuong & nguoi binh thuong 1a 1,3 gid, trong khi thé tich phan b6 & trang thai 6n dinh
ude tinh 14 0,23 L/kg. Do thanh thai toan co thé va tde do thanh thai qua than lan lugt twong ing
khoang 3 ml/phut/kg va 2.3 ml/phut/kg.
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St dung cefprozil luc déi, ndng do dinh trung binh trong huyét tuong sau khi ding liéu 250 mg,

500 mg hodc 1 g3

zil 1an luot 1 khoang 6,1, 10,5 va 18,3 meg/mL va dat dugc trong vong

1,5 gi¢r sad khi- duﬁg thugde. Su bai tiét qua nuée tiéu chiém khoang 60% liéu ding.
Liéul lucmé '1 Né?‘ng d’g\;mng binh cefprozil trong huyét tuong (ug/ml)* Bf%l;i tiét qua nu.c:xc
Kilde ¢4 1k 5 glor 4 gio 8 gioy tiéu trong 8 gio
250 mg Ik . ""1“_- %! 1,7 0,2 60%
500mg 77 e0A0,5 3,2 0.4 62%
1lg | 183 8,4 1,0 54%

* Dir liéu trung binh trén 12 ngudi tinh nguyén khoé manh.

Trong khoang 4 gi¢ d4u sau khi diing thude, ndng d6 trung binh trong nuée tiéu sau khi ding
lidu 250 mg, 500 mg va 1 g lan luot khoang 700 pg/ml, 1000 pg/ml va 2900 pg/ml.

Dung cefprozil dang vién hoac hon dich cung vai thire dn khéng anh huong dén mure dé hép thu
(AUC) hoac ndng dé dinh trong huyét tuong (C) ctia cefprozil. Tuy nhién, thoi gian dat duoc
nong do dinh trong huyét tuong cia cefprozil (T) ting tir 0,25 dén 0,75 gio.

Lién két vai protein huyét twong khoang 36% va khéng phu thuge vao nong do thude trong
khoang tir 2 pg/ml dén 20 pg/ml.

Khéng ¢6 bing ching ve su tich lay cefproml trong huyét tuong & ngudi cé chirc nang than binh
thuong sau khi uong nhiéu liéu 1 g moi 8 gio trong 10 ngay.

Nhom bénh nhan dic biét:

Bénh nhan suy giam chikc nang thdn:

O bénh nhén suy giam chire ning than, thoi gian ban thai trong huyét twong c6 thé kéo dai téi 5,2
gio, tuy thudc muc do rdi loan chuc nang than. Bénh nhén mat hoan toan chirc nang than, thoi
gian ban thai trong huyét tuong trung binh khoang 5,9 gid. Trong khi thdm tach méu, thoi gian
ban thai bi rat ngan. Con duong thai trir & bénh nhéan suy giam chitrc nang than chua duge xac
dinh.

Bénh nhan suy giam chitc nang gan:

O bénh nhén suy giam chuc nang gan, thoi gian ban huy tang 1én khoang 2 gio. Muc d¢ thay doi
khong nhét thiét phai diéu chinh liéu cho bénh nhén suy giam chire ning gan.

Ngueoi cao tuéi, gici tinh:

Khi su dung lidu don 1 g cefprozil, dién tich dudi dudong cong (AUC) trung binh ¢ bénh nhén
cao tudi (= 65 tudi) cao hon khoang 35-60% va gia tri d6 thanh thai thiap hon 40% so véi nguoi
truong thanh kho¢ manh

AUC ¢ nir gidi cao hon nam gioi khoang 15-20%.

Vé mit duoe dong hoc cua cefprozil, sy khéc biét vé tudi tac va gidi tinh khong can thiét phai
didu chinh liéu.

Khong c6 dit liéu diy du vé ndng do cefprozil trong dich nao tuy.

So sanh cac théng sd duge dong hoc gitra tré em (6 thang dén 12 tudi) va nguoi 16n khi ding
cefprozil duomg udng, nf"mg) dd dinh trong huyét tuong dat dugce 1a 1-2 gior sau khi sir dung, Thoi
gian ban thai trong huyét tuong khoang 1,5 gio. Dién tich dudi dudmg cong (AUC) clia cefprozil
khi str dung lidu 7,5; 15 va 30 mg/kg cho tré em tuong tu voi ngudi 16n binh thuong dung liéu
250 mg, 500 mg va 1000 mg.

Néng do cefprozil trung binh trong huyét tuong
(ug/ml)

D6i tuong | Liéu dung lh 2h 4 h 6h TTiz (h)
Tré em % ol 4,7 3,99 0,91 0,23? 0,94
(n=18) g (1,57) (1,24) (0,3) (0,13) (0.32)

Ngudilén | o0 4,82 4,92 1,7° 0,53 1,28
(m=12) | M8 e13) | (113) ©53) | 017 | (034 |
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Tré em Bl 10,86 8,47 2,75 0,61¢ 1,24
(n=19) (2,55) (2.03) (1,07) (0,27) (0,43)

Nguoi 1én 500 mg 8,39 9,42 3,184 1# 1,29
(n=12) (1,95) (0,98) (0,76) (0,24) (0,14)
Tré em 30 mg/ke 16,69 17,61 8,66 y 2,06
(n=10) (4.26) (6,39) (2.7) (0,21)

Nguoilén | 00, - 11,99 16,95 8,36 2,79 1,27
(n=12) (4,67) (4,07) (4.13) (1,77) (0,12)

in=11; *n=5; °n=9; 4n=11

QUY CACH DONG GOI:

Hgp 01 lg HPDE ¢6 vach 60 ml, chita com thude dé pha 60 ml hén dich ubng, kém theo dung cu
phén liéu va t& hudng dan sur dung thuoc.
BAO QUAN: Noi khd, mat, nhiét d6 dudi 30°C, tranh anh sdng.
HAN DUNG: 24 thang (ké tir ngdy san xudt). Sau khi pha thanh hén dich on dinh trong vong 14
ngay & nhiét dg ti 2°C-8 °C.
TIEU CHUAN: TCCS.
NHA SAN XUAT:
CONG TY CP LIEN DOANH DUGC PHAM ELOGE FRANCE VIET NAM
Dia chi: Khu cong nghiép Qué Vo, Phuong Liéu, Qué V5, Bic Ninh
Dién thoai: 0222.3617.888  Fax: 0222.3617.789




