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FORZIL 500
Cefprozil (dudi dang Cefprozil monohydrat) 500mg

Dé xa tam tay tré em

Doc kj hudng dan sir dung triede khi dimg

Théng bdo ngay cho bdc sy hodc duoc si nhitng tdc dung khong mong mudn gdp phdi khi sir
dung thudc.

@  THANH PHAN:
Thanh phan hoat chdt: Cefprozil (dudi dang cefprozil monohydrat)............................ 500 mg
Thanh phan té dweoe: avicel 112, natri starch glycolat, kollidon VA64, L-HPC LH-11, magnesi
stearat, aerosil, HPMC 6cps, HPMC 15cps, PEG 6000, talc, titan dioxyd, erythrosin lake,
R R S —————————————————— vua du 1 vién.

DANG BAO CHE: Vién nén dai, bao phim mau cam.

CHI PINH:
Forzil 500 dugc chi dinh dé diéu tri cho cac bénh nhan b nhidm khuan tir nhe dén trung binh
do cac chung nhay cam cua cic vi khuén duoc chi dinh trong cac truong hop duoc liét ké dudi
day:
Nhiém khuin dwong ho hip trén:

. - Viém hong/viém amidan do Streptococcus pyogenes. , ’
- Viém tai gilra do Streptococcus pneumoniae, Haemophilus influenzae (k& ca ching tiét B-
lactamase) va Moraxella (Branhamella) catarrhalis (ké ca chung tiét B-lactamase).
- Viém xoang cap tinh do Streptococcus pneumoniae, Haemophzhzs mﬂuenzae (ké ca chung
tiét p- lactamase) va Moraxella (Branhamella) catarrhalis (ké ca chung tiét B-lactamase).
Nhiém khuan dwong hé hip duwdi:
- Dot cdp cua viém phé quan man tinh do nhiém khuén cip gdy ra boi Streptococcus
pneumoniae, Haemophilus influenzae (ké ca ching tiét B-lactamase) va Moraxella
(Branhamella) catarrhalis (ké ca chung tiét f- Iactamase)
- Nhiém khuan da va cu tric duéi da khéng bién chung do Staphylococcus aureus (ké ca
chung tiét penicillinase) va Streptococcus pyogenes. Ap-xe thudng cin phau thuat din luu.
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Liéu dung: N\t

Nguwoi lon va tré em (tir 13 tudi fm’.lelﬁ/

Nhiém khuin

Liéu lrgng (mg)

Thoi gian diéu

binh dén ndng, licu cao hon
nén dugce su dung)

tri (ngay)

DPuong hd Viém hong/viém amidan 500 mg mdi 24 gidy 102
hdp trén Viém xoang cip tinh 250 mg mdi 12 gio hodc

(D6i véi nhiém k‘huén trung | 500 mg mdi 12 gio 10

binh dén nang, liéu cao hon

nén dugc st dung)
B}rdng ho Dot cip cua vif:m phév qué}n 500 mg mdi 12 gio 10
hap dudi man tinh do nhiém khuan cap

. Da va ciu Nhiém khuin da va céu triic | 250 mg mdi 12 gio hoic
trac dudi da | da khong bién ching 500 mg mdi 24 gi¢ hoic 10
500 mg mdi 12 gio
Tré em tir 2 — 12 tudi
Pudng hé hip | Viém hong/viém amidan 7,5 mg/kg mdi 12 gior 108
trén®
Da va cdu tric | Nhiém khuan da va céu trac | 20 mg/kg mdi 24 gio 10
dudi da dudi da khong bién chung
Tré em tir 6 thang — 12 tudi
Puong hé hip | Viém tai gira 15 mg/kg mdi 12 gid 10
trén” Viém xoang cip tinh 7,5 mg/kg mdi 12 gid
. hodc
(Déi v6i nhiém khuin trung | 15 mg/kg mdi 12 gid 10

* Trong diéu tri cac nhiém khuan do Streptococcus pyogenes, cefprizil nén dugc dung it nhat

10 ngay.

® Khéng vugt qud lieu khuyén cdo cia ngudi 16n.

Liéu diing cho tré em tir 6 thang dén 12 tuéi: Nén ding san pham Cefprozil dang hdn dich

ubng 125mg/ 5ml hodc 250mg/ 5ml
Nhom bénh nhin dic biét:
Bénh nhdn suy than:
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nhéan c6 chirc nang than suy giam. Liéu lugng nén dugc

i s B éeaﬂ'—'i—’i* Lidu ding (mg) Khodng cich lidu
(ml/phut)
30-120 Liéu khuyén céo Liéu khuyén céo
0-29" 50% liéu khuyén céo Liéu khuyén céo
* Cefprozil bi thai trir mot phan khi loc méu, do d6 cefprozil nén dugc dung sau khi loc mau.

Bénh nhan suy gan: Khong can diéu chinh liéu ¢ bénh nhan suy giam chirc nang gan.

CHONG CHI PINH:
- Min cam véi cac khang sinh nhom cephalosparin hodc bit ki thanh phén nao cua thudc.

o CANH BAO VA THAN TRONG KHI DUNG THUOC:
Canh bao:
* Quéa mén:
- Trude khi bat dau diéu trj voi Forzil 500 nén kiém tra tién st di Gng cta bénh nhan véi
cefprozil, cephalosporin, penicillin hodc thuc khac. Néu st dung cefprozil cho bénh nhan
nhay cdm v6i penicillin, nén than trong vi phan tmg chéo giita cac khang sinh nhém beta-
lactam da dugc ghi nhan va co thé xay ra téi 10% cac bénh nhan co tién sir di u'ng penicillin.
Néu xay ra di ing vé&i Forzil 500, ngimg ding thubc, néu phan g qua mén cép hodc trAim
trong can phai 4p dung cac bién phap diéu trj thich hop nhu dung epinephrin va cac bién phap
khén cép khac nhu tho oxy, truyén dich tinh mach, tiém tinh mach thudc khéng histamin,
corticosteroid, cac amin ting huyét ap va xu ly duodng hé hép khi c6 chi dinh 1am sang.
- Tiéu chay lién quan dén Clostridium difficile (CDAD) da dugc ghi nhan khi diéu tri coa gan
nhu tit ca céc khéng sinh, bao gdm cefprozil, ¢ ¢ nhidu mirc d tir tiéu chay nhe dén viém dai
trang gay tir vong. Diéu trj bang khang sinh c6 thé lam thay dbi hé vi sinh binh thudng cia dai
. trang dan dén phat trién qua muc C.difficile.
- C.difficile san sinh cac doc t6 A va B gop phan vao su phat trién cia CDAD. Cac ching
C.difficile sén sinh doc t cao giy ting ty 16 mic bénh va tir vong, néu cac bénh nhidm trung
nay dai dang khi diéu tri bang khéng sinh thi c6 thé phai yéu ciu phau thuat cit bo dai trang.
CDAD dugc xem xét ¢ tt ca cac bénh nhén c6 biéu hién tiéu chay sau khi dung khang sinh.
Xem xét tién str dung thudce 13 can thiét vi CDAD da dugc ghi nhan xdy ra hon 2 thang sau khi
dung thuéc khéang sinh.
- Néu nghi ngd hodc da chan dodn x4c dinh CDAD, viée tiép tuc st dung khéng sinh ma khong
nhim chéng lai C. dzﬁ“ cille c6 thé can phai dimg. Bu nuéc va dién giai thich hop, b sung
protein, khang sinh diéu tri C.difficile va xem xét phiu thuat c6 thé dugc chi dinh 14m sang.
Than trong:
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- Ké don Forzil\50 OED@%%E&M g‘hf nhiém khuén chua duge chimg minh hogc con nghi ngof
phen g lai loi ich cho bénh nhin ma lam ting nguy co phat trién

- O bénh nhan suy than hozc nghi ngd suy than, can danh gia can than cac ddu hiéu 14m sang
va tién hanh cac xét nghiém thich hop trudc va trong khi didu tri. Téng liéu hang ngay cia
Forzil 500 nén dugc giam & nhitng bénh nhan nay vi néng d6 khang sinh trong huyét twong
cao va/hoic kéo dai c6 thé xay ra khi ding liéu thong thudong. Cephalosporin, bao gdm Forzil
500, nén duoc ding mét cach than trong khi phéi hop cung thudce loi tiéu manh do nhirng thudc
nay bi nghi ngd gdy anh hudng xéu dén chirc ning than.

- Dung thudc Forzil 500 kéo dai c6 thé din dén su phét trién qua muc cta cic vi khuin khong
nhay cam. Can phai theo ddi cin than. Néu c6 bdi nhiém Xy ra trong qua trinh diéu tri, cac
bién phap xir Iy phit hop cn dwogc thue hién.

- Cefprozil nén dugc ké don mot cich than trong & nguoi co tién sir bénh duong tiéu hoa dac
bi¢t 1a viém dai trang.

- Nghiém phap Coombs true tiép cho két qua duong tinh gia da dugc ghi nhén trong qua trinh
diéu tri bing thudc khang sinh cephalosporin.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Phu ni¥ co thai:

- Phan loai thubc st dung cho phu nit ¢6 thai theo FDA: nhom B.

- Céc nghién ctru d3 duoc thuc hién trén thd, chudt nhit va chudt céng st dung lidu uéng
cefprozil bing 0,8; 0,85; 18,5 14n liéu t6i da hang ngay & ngudi (1000mg) dua trén mg/m2, cho
thiy khong c6 tac hai cho thai nhai. Tuy nhién, chua c6 nghién ctru ddy du & phu nit mang thai
vi vy chi nén st dung thube nay cho phu nit ¢6 thai khi that cin thiét.

Phy nit cho con bii: Mot luong nho cefprozil (<0,3% lidu dung) da duoc phat hién trong sira
me sau khi dung mét liéu duy nhat 1g. Cac mirc trung binh trong 24 gi¢ dao dong tir 0,25 — 3,3
mecg/ml. Cén than trong khi dung Forzil 500 & phu nit cho con b, vi dnh huéng ctia cefprozil
trén tré ba me van chua duoc biét.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Chua c6 bang ching vé anh hudng cta thude 16n kha nang lai xe, van hanh may moc.

TUONG TAC, TUONG KY:

Tiwong tdc thuéc:

D4c tinh trén than da dugc bao cdo sau kh1 dung khéang sinh aminoglycosid ctng cephalosporin.
Dung dong thoi probenecid 1am tiang gap do61 AUC cua cefprozil.

Twong tdc thubc/cdc xét n ghiém:

Khéng sinh cephalosporin c6 thé cho phan tmg duong tinh gia trong cac xét nghiém x4c dinh
glucose trong nuée tiéu bang phuong phap khir dong (thuéc thir Benedict hodc Fehling), nhung
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ﬁm@ng bf' anh huéng. Phan g am tinh gia c6 thé xay ra khi xac dinh
; Ig?g’ﬁfuflf ”/ ferricyanide. Su hién dién cua cefprozﬂ trong méau khéng anh
- 4

Twong ky thuoc: Do chua c6 nghién ctru vé tinh twong ky cua thudc, khong nén tron thude
nay véi thude khéc.

TAC DUNG KHONG MONG MUON:

Cac tac dung khéng mong mudn cta cefprozil twong tu khi ding céc thude cephalosporin
dudng ubng khac. Cefprozil thuong duge dung nap tdt trong cac thir nghiém 1am sang c6 kiém
soat. Khoang 2% s6 bénh nhan ngung didu trj cefprozil do tac dung khéng mong muén.

Céc tac dung khéng mong mudn duoc liét ké duéi day theo cic hé co quan va tan sudt. Tan
suat duoc x4c dinh nhu sau: RAt thuong gip ( > 1/10), thuong gap (= 1/100 va < 1/10), it gip
(= 1/1.000 va < 1/100), hiém ggp (> 1/10.000 va < 1/1.000), rét hiém gip (< 1/10.000)

budn ngu

. Hé¢ co quan Thuong gap it gip I-;n;;n g g ol
Duong  tiéu | Tiéu chay Viém dai trang (bao
hoéa (2,9%), budn nén gbm ca viém dai trang

(3,5%), non (1%) ) i gid mac)
va dau bung (1%)
Gan mat Tang AST (2%), | Tang photphatase | Ting
ALT (2%) kiém (0,2%) bilirubin -
(<0,1%)
Qué man Phat ban (0,9%), Sbc phan vé
i mé day (0,1%) i
H¢ than kinh | Chong mit (1%) | Tang dong, nhirc
trung  wong diu, cing thing, i
(CNS) mét nga, 1a 13n va )

Hé mau va
bach huyét

Tang bach cau 4i
toan (2,3%)

Giam bach cau
(0,2%)

Phu mach, giam tiéu
cau, bénh huyét thanh,
thiéu mau bAt san,
thiu mau tan huyét,
xudt huyét, kéo dai
thoi gian prothrombin,
xét nghiém duong tinh
Coombs, LDH ting
cao, giam toan thé
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Thén va tiet\\g\oT Bw- Téang BUN R6i loan chic néng
niéu (0,1%), ting than, bénh thén

huyét cau, giam bach
cau, mat bach cau hat

creatinin  huyét
thanh (0,1%)

Da va ciu tric Hong ban da dang, hoi
dudi da ching  Stevens -
B ) B johnson, hoai tir biéu

bi nhiém ddc

QUA LIEU VA CACH XU TRI:

Ubng 1 liéu 5000 mg/kg khéng giy ra céc triéu ching ngd doc hodc tir vong & chudt so sinh,
. chudt cai sita hogic chudt truéng thanh. Udng 1 lidu 3000 mg/kg giy ra tiéu chay va mét cam

gidc ngon miéng & khi cai dudi dai, nhung khong gy ra tir vong.

Cefprozil dugc théi trir chil yéu qua than. Trong trudng hop qué lidu nghiém trong, dac bi¢t &

nhiing bénh nhén ¢ chirc ning thin suy gidm, chay thin nhan tao s& hd trg trong viéc loai bo

cefprozil khoi co thé.

PAC TINH DUQC LUC HQC:

Ma ATC: JO1DC10

Nhém duoce ly: Cephalosporin thé hé 2.

Co ché hoat dpng:

Cefprozil cé hoat tinh in vitro chdng lai nhidu loai vi khun gram 4m va gram duong. Cefprozil

c6 tac dung diét khuén do wrc ché tong hop thanh té bao. Cefprozil di duge chimg minh c6 téc

dung chéng lai hiu hét cac chiing vi khuén sau diy ca trong in vitro va trong cac nhiém khuén
. lam sang:

Vi khuin gram dwong hiéu khi:

Staphyloccocus aureus (ké ca cac chung sén sinh beta-lactamase)

Luu y: Cefprozil khong c6 hoat tinh chdng lai staphylococci khang methicillin.

Streptococcus pneumoniae

Streptococcus pyogenes

Vi khuédn gram am hiéu khi

Haemophilus influenzae (ké cé cac ching san sinh beta-lactamase)

Moraxella (Branhamella) catarrhalis (ké ca cac chung san sinh beta-lactamase)

Céc dit liéu in vitro sau day da dugc cong bd, tuy nhién ¥ nghia 1am sang cua chung chua dugc

biét r5. Cefprozil co ndng dé trc ché téi thiéu (MIC) trén in vitro 1a 8 meg/ml hoic thap hon so

v6i hiu hét (=90%) cac ching vi khudn sau (tuy nhién do an toan va hiéu qua cta cefprozil
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trong diéu tri ' E%ﬁﬁ?{f}ﬁr@ﬂ lar) sang do céc vi sinh vat nay chua dwgc thiét 1ap trong céc

thur nghlem lam Sang dayrduwa (}‘0 iém soat tot):

Vi khuén gram dﬁé@/‘k}ﬁ

Enterococcus durans

Enterococcus faecalis

Listeria monocytogenes

Staphylococcus epidermidis

Staphylococcus saprophyticus

Staphylococcus warneri

Streptococcus agalactiae
Streptococci (nhom C, D, F, va G)
Viridans nhom Streptococci
Cefprozil khong c6 hoat tinh chéng Enterococcus faecium.
o Vi khuin gram Am hiéu khi
Citrobacter diversus
Escherichia coli
Klebsiella pneumoniae
Neisseria gonorrhoeae (ké ca chung san sinh beta-lactamase)
Proteus mirabilis
Salmonella spp
Shigella spp
Vibrio spp
Cefprozil khong c6 hoat tinh chéng lai hiu hét cac chung Acinetobacter, Enterobacter,
Morganella morganii, Proteus vulgaris, Providencia, Pseudomonas, va Serratia.
Vi khuin yém khi
Prevotella (Bacteroides) melaninogenicus
Clostridium difficile
. Clostridium perfringens
Fusobacterium spp
Peptostreptococcus spp
Propionibacterium acnes
Hau hét cac chiing nhom Bacteroides fragilis déu khang cefprozil.

PAC TINH DUQC PONG HOC:

- Hap thu:

Sau khi uéng Cefprozil khi d6i, khoang 95% lidu ding duoc hip thu.

Dung cung thuc &n khong dnh huéng dén mic do hap thu (AUC) hodc ndng do dinh trong
huyét tucng (Cmax) cua cefprozil. Tuy nhién Tmax ting tir 0,25 — 0,75 gid.

- Phdn bé:
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Cefprozil liény| mg; pﬂ?gq{; huyét twong khodng 36% va khong phu thudc va néng do trong
khodng tir 2 meg/ml =120 mg/nl. Khong co bing chimg c6 su tich luy cefprozﬂ trong huyét
tuong ¢ nguoi cochirc nat .%ﬁan binh thudng sau nhiéu lidu uéng téi da (1g mdi 8 gior trong
10 ngay).

Thoi gian ban thai trong huyét twong trung binh 14 1,3 gid' & ngudi binh thuong. Trong khi thé
tich phan bd trung binh ¢ trang thai 6n dinh duge wéc tinh 12 0,23 lit’kg.

- Thdi trir: D9 thanh thai toan co thé va cta than 1an luot 1a khoang 3 mg/phat/kg va 2,3
ml/phit/kg. Cmax trung binh sau khi udng cac liéu 250 mg, 500 mg, 1000 mg cefprozil & céc
dbi twgng dn kiéng la khoang 6,1; 10,5; 18,3 mg/ml va dat duoc trong vong 1,5 gi¢ sau khi
ubng. Khoang 60% liéu dung duoc bai tiét dudi dang khong thay dbi trong nude tiéu.

Trong khoang 4 gi& dau tién sau khi ubng thudc, nong d6 thudc trong nuée tidu trung binh khi
udng 250mg, 500mg, 1000mg 1an luot 1a 700 mcg/ml, 1000 mcg/ml va 2900 mcg/ml.

Duwygc dong hoc trong nhém bénh nhin dic biét:

- Gioi tinh:

AUC trung binh & ddi tuong nir tré va nit cao tudi cao hon khoang 15% - 20% so véi ddi twong
nam tré va nam cao tudi. Mic do thay ddi lién quan dén tuéi va gi6i tinh nay khong yéu cau
phéi diéu chinh liéu luong.

- Suy thdn:

O bénh nhén suy giam chirc nang than, thoi gian ban thai cé thé kéo dai dén 5,2 gior tiy thudc
vao mic do suy than. O nhimng bénh nhan mét hoan toan chirc ning than, thoi gian ban thai
cua cefprozil 12 5,9 gio. Thoi gian ban thai duge rat ngan lai trong qua trinh chay than nhén
tao. Con dudng thai trir & bénh nhén suy giam chitc ning than chua duoc xéc dinh.

- Suy gan:

O bénh nhén suy gan, thoi gian ban thai ting 1én khoang 2 gid. Mic d thay d6i khong yéu cau
diéu chinh lidu cho bénh nhan suy giam chuc nang gan.

- Tré em:

So sanh cac thong s6 dugc dong hoc cua cefprole dugc quan sat gitra cac bénh nhan nhi (6
thang dén 12 tudi) va ngudi 16m sau khi udng liéu phu hop. Cmax dat dugc & 1 -2 glor sau khi
ding thubc. Thai gian ban thai khoang 1,5 gio. N6i chung, ndng dd trong huyét tuong cua
cefprozil ghi nhan & bénh nhi tai cac lidu 7,5; 15; 30 mg/kg twong tu nhu ¢ nguoi trudéng thanh
tai cac lidu 250, 500, 1000 mg.

- Nguoi cao tuéi:

Khi ding lidu duy nht 1 gam cefprozil, nguoi tinh nguyén cao tudi khoe manh (> 65 tudi) co
AUC cao hon 35% - 60% va d¢ thanh thai qua than thip hon 40% so véi ngudi tinh nguyén
trudng thanh khoe manh.

QUY CACH PONG GOI:

Hop 2 vi x 10 vién, kém t& huéng din sir dung.
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Hop 3 vi x 10 vién, kém to hudng dan sir dung.

PIEU KIEN BAO QUAN: Noi kho mét, nhiét d6 khong qua 30°C, tranh anh sang.
HAN DUNG: 36 thang ké tir ngay san xudt.

TIEU CHUAN: TCCS

CO SO SAN XUAT:

Cong ty C6 phin lién doanh dwge pham Eloge France Viét Nam

Dia chi: Khu cong nghiép Qué V6, xa Phuong Liéu, huyén Qué V&, Bic Ninh
Dién thoai: 0222.3617.888 Fax : 0222.3617.789

Béc Ninh, ngav{ thang? ndam i024

GlAM DOC
Ding Viin Hoai




