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MAU NHAN HOP: (Hop 1 vi x 10 vién)

m Thuéc ké don / Prescription only medicine

IMECEFZOL’ 250

Cefprozil 250 mg

Hop 1 vi x 10 vién nén bao phim
Box of 1 blister x 10 film-coated tablets

VIEN NEN BAO PHIM

Sd 16 SX / Baleh No.:

NSX / Mig. Data:
HD / Exp. Date:

Rx

Cefprozil 250 mg

IMECEFZOL® 250

FILM-COATED TABLETS
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m Thuéc ké don / Prescription only medicine

IMECEFZOL’ 250

Cefprozil 250 mg

Hép 2 vi x 10 vién nén bao phim
Box of 2 blisters x 10 film-coated tablets

VIEN NEN BAO PHIM

NSX / Mig. Date:

S8 18 SK / Batch No.-

HO / Exp. Date:

Cefprozil 250 mg

“IMECEFZOL® 250

FILM-COATED TABLETS
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DAN SU DUNG: (Néi dung gom 6 trang)

CONGTY \a\

OL® 250 " GMP-EU

»  Doc ki hwong dén sir dung trwée khi diing.
»  Dé xa tim tay tré em.
= Thudc nay chi dung theo dom thubc.

THANH PHAN CONG THUC THUOC:
MB&i vién nén bao phim chira:
Thanh phan dwgc chit:
Cefprozil (dudi dang cefprozil monohydrat)................... 250 mg
Thanh phén td dwpe: Cellulose vi tinh thé, Natri starch glycolat, Natri lauryl sulfat, Colloidal
: anhydrous silica, Magnesi stearat, Hydroxypropyl methylcellulose, Macrogol, Talc, Titan dioxyd,
. FD&C yellow 5 lake, FD&C yellow 6 lake.
DANG BAO CHE:
Vién nén bao phim. _
Vién nén hinh bau duc, mdt mit khic “Imex”, mdt mat khic “250”, bao phim mau vang cam.
CHI PINH:
Thube duoc chi dinh trong cac trudng hop nhidm khuén do céc chiing vi khudn nhay cam véi thude:
+ Nhi®m khuén dudng hd hép trén, bao gém: viém hong, viém amidan, viém tai giita va viém xoang
+ Nhiém khuan duong hé hip dudi, bao gdm: viém phé quan cip va man tinh va viém phdi
+ Nhiém khuén da va cu tric da khong bién chimg
+ Nhiém khuén duong tiét niéu khong bién chimg, bao gdm ca viém bang quang cép tinh
LIEU DUNG - CACH DUNG:
Li¢u dung:
Ngudi lon va tré em trén 12 tudi
. + Nhiém khuén duong ho hap trén: 2 vién mdi 24 gio.
+ Viém xoang: 1 - 2 vién mdi 12 gio.
+ Nhiém khuén duong hé hap dudi: 2 vién mbi 12 gio.
+ Nhiém khudn da va c4u triic da: 1 vién mdi 12 gi¢r hodic 2 vién mdi 24 gio.
+ Nhiém khuan dudng tiét ni¢u khong bién chimg: 2 vién mdi 24 gio.
Tré em tir 6 thdng dén dwdi 3 tudi
+ Dang bao ché vién nén bao phim khéng thich hgp ding cho tré em tir 6 thang dén dudi 3 tudi.
Tré em tie 3 tudi dén 12 tudi
+ Viém tai giira: 15 mg/kg mdi 12 gio.
+ Nhiém khuan duomg hé hép trén, viém hong hoic viém amidan: 20 mg/kg mdi 24 gid hoic
7,5 mg/kg mdi 12 gio.
+ Viém xoang: 7,5 - 15 mg/kg mbi 12 gio.
+ Nhiém khuén da va céu triic da khéng bién chimg: 20 mg/kg méi 24 gid.
+ Liéu ding tbi da cho tré em khong dugc vuot qua liéu ding tdi da hing ngay duoc khuyén cdo
cho nguoi 16n.
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creatinin ciia bénh nhén theo bang sau:

~ . ) L.A Iy
D thanh thai 'creatmm iéu dung Khoing céch liu
(ml/phiit) (mg)
>30 Khéng giam liéu Khéng doi
- Liéu dau tién: khong giam liéu -
<30 Khéng dé
= - Lidu tiép theo: gidm 50% g el

+ Thudc cb thé bi loai bé mdt phan bing chay thin nhén tao, do d6, nén ding thudc sau khi két thiic
qua trinh chay thén nhén tao.
Ciach dung:
- Ding dudmg uéng, co thé ubng trude, trong hodc sau bira an vi thitc &n anh huéng khong déng
ké dén sy hip thu cefprozil.
- Théi gian diéu tri: nén dung thude véi lidu diéu tri trong 10 ngay.
- Trudmg hop quén uéng mot liéu dung:
+ Khoang céch liéu 12 gid: uéng ngay khi nhé ra, cham nhét 12 6 gio. Néu tré hon bo qua lidu da
quén va udng lidu tiép theo nhur binh thuong vao thoi diém quy dinh, khong dung liéu gap doi dé
b lai liéu d& quén.
+ Khoang céch lidu 24 gio: udng ngay khi nhé ra, chim nhét 12 6 gir. Néu da tré 12 gidy udng nira
liéu da quén va udng lidu tiép theo nhu binh thudmg vao thoi gian quy dinh. Néu tr& hon 24 gio, bo
qua lidu @3 quén va udng lidu tiép theo nhur binh thudng vao thdi gian quy dinh, khéng ding liéu
gap dbi dé bu lai lidu da quén.
Mt s6 luu ¥ diic biét vé xir Iy thude trirée va sau khi sir dung thude:
Khong c6 yéu cau diic biét vé xir 1y thude sau khi sir dung.

CHONG CHI PINH:
- B&nh nhén c6 tién sir qua man véi khang sinh nhém beta-lactam.
- Bénh nhén qui min véi bét ky thanh phan nao ciia thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC:
- Chura xéc dinh tinh an toan va hiéu qua ctia cefprozil & tré em dudi 6 thang tudi.
- Trudc khi bt ddu diéu tri bang cefprozil, can tim hiéu vé tién st di tng cta ngudi bénh véi
penicilin, cephalosporin hodc céc thubc beta-lactam khac vi ¢6 thé xay ra qua man chéo giita céc
khéng sinh nhom beta-lactam (xay ra véi khoang 10% bénh nhén c¢6 tién sir di tmg v6i penicillin).
Néu xuét hién phan (g qua min véi thude, ngimg sir dung thudc va théng béo ngay cho bac si didu
tri. Néu xay ra céc phan tmg qua man nghiém trong, can chi dinh cac phuong phap cip ctru thich hop.
- O nhitng bénh nhén suy thin ning (46 thanh thai creatinin < 30 ml/phat), cdn giam liéu hing
ngay, vi ding lidu binh thudmg c¢6 thé din dén ndng do khang sinh trong huyét trong cao va/hoiic
kéo dai. CAn than trong khi sir dung cephalosporin, bao gdm ca cefprozil, & nhitng bénh nhin dang
ding ddng thoi véi thude 1oi tiéu manh do nghi ngdr gy suy than.
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al

«:;/ CONSIrdyng thude lau dai c6 thé din dén su phat trién qua mirc clia cdc vi sinh vét khong nhay cam
[ cp Dukisiktidhg Sinh. Trong truéme hop 6 bdi nhiém khi didu tr, cAn dp dung cdc bién phap diéu tri bdi

EaRy o oo, |
o \g_Tié'_ﬁ /;,» do Clostridium difficile (CDAD) xay ra & da so bénh nhﬁ.n khi sir dung cac tac nhén
< VghangKhuan, bao gdm ca cefprozil. Tinh trang tiéu chay khac nhau doi v6i timg bénh nhén, tir nhe
dén viém dai tring de doa tinh mang, do do, can luu y va theo dbi chiit ché & tat ca bénh nhén bi tiéu
chay khi diéu trj khang sinh. Cén kiém tra tién sir cdn than vi CDAD duge béo cédo c6 thé xay ra sau
hai thang két thiic diéu tri bing khang sinh. Néu nghi ngo hogc xac dinh CDAD, cén phai ngimg sir
dung khang sinh ngay.
- Anh huong dén xét nghiém:
+ Xét nghiém Coombs duong tinh c6 thé xay ra khi didu trj bing cephalosporin.
+ Cephalosporin c¢6 thé gdy duong tinh gia cac xét nghiém glucose nudc tiéu bang cac phuong
phap khtr (Benedict, Fehling, Clinitest), nhung phurong phap enzym (glucose oxidase) thi khong bi
anh huong. Ngoai ra, két qua 4m tinh gia c6 thé xay ra trong xét nghiém dudng huyét ferricyanide.
Cefprozil 1am can tré viéc xac dinh creatinin niéu va creatinin huyét tuong bing phuong phap
. picrat kiém.
- Vién nén bao phim Imecefzol 250 ¢6 chira ta duge tao mau FD&C yellow 6 lake (Sunset yellow)
va FD&C yellow 5 lake (Tartrazin) c6 thé gdy di (mg.
SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:
St dung thuéc cho phu ni cé thai
- Khéng ¢6 nghién ctru 1am sang ddy du va dugce kiém soat tot vé viée sir dung thude cho phu nit ¢6
thai. C4c nghién ctru trén déng vat khéng cho thy céc téc ddng cb hai truc tiép hoic gian tiép dbi
v6i qué trinh mang thai, sy phat trién phoi thai, bao thai hodc phat trién ctia tré sau khi sinh. Tuy
nhién, c4c nghién ctru trén dong vét khéng phai lic ndo ciing cung cip chinh x4c cac gia tri du dodn
cho ngudi, vi vy, chi nén sir dung thudc trong thoi ky mang thai khi that can thiét.
St dung thuéc cho phu nix cho con bi:
- ft hon 0,3% cefprozil ding cho phy nit cho con ba duge bai tiét qua sira me. Can than trong khi sir
dung thudc cho phu nir cho con bi.
. ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
- Chura ¢6 nghién ctru nao vé su anh hudng cia thude dén kha néng lai xe va vén hanh may moc di
duoc thuc hién.
TUONG TAC, TUONG KY CUA THUOC:
Twong tic ciia thude:
- Chéng chi dinh sir dung két hop cephalosporin véi khéng sinh nhém aminoglycosid do c6 thé gay
ddc cho thén.
- Khi két hgp cephalosporin véi thude loi tiéu manh, c6 thé giy suy than. Dung déng thoi cefprozil
va probenecid 1am giam thai trir cefprozil qua than va taing AUC cua cefprozil.
Twong ky cua thude:
- Do chua ¢6 céc nghién ctru vé tinh tuong ky ctia thude, khéng trén 13n thubc nay véi cc thube khéc.
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TAG DUN@‘KHONG MONG MUON CUA THUOC:

P DUATTTRS '&uqc 1ghi nhén tir cac nghién ciru 1dm sang va trong qua trinh luu hanh thude. Tan suat dugce

[M%‘W}{b fsau: Rat thudmg gép (ADR > 1/10), thuomg gap (1/100 < ADR < 1/10), it géap (1/1.000

M /100), hiém gip (1/10.000 < ADR < 1/1.000), rit hiém gip (< 1/10.000), chua biét
16n thé wée luong duge tin suét tir dit lidu sin co).

Hé cor quan Tan suat Tac dung khong mong muon
~ Thuong gap Tang bach cdu 4i toan

it gap Giam so lLrD'ng bach cau

Giam s6 luong tiéu cau, kéo dai thoi gian

R&i loan hé bach huyét va méau

Hizm b9 | prothrombin
Roi loan hé mién dich Hiém giap | Phu mach, sbe phan vé, bénh huyél thanh
_Thuong ggp | Chéngmat
Roi loan hé than kinh ft gap Trang théi 1dn, mét ngu, budn ngu, tang dong, ciing

e " théng va dau dau
Thuong gap | Pau bung, ll_gt_l_chay, buén ndn, nén mira

R6i loan tiéu hoa Hiém gap | Viém dai trang va viém dai trang giamac

Chua bict D6i mau ring

Thuong gap | Tang ALT, tang AST

s = It ga Tang phos hala'se klcm trong méu

ot logn’ ganmt Illez‘ﬁ13 gﬁp Vanif?la u[:nat va tang bllmﬁ;m mau
) Chura biét Nhiém déc gan, viém gan
Thuong gap | I1am da do ta va ngira bg phan sinh duc
Céc bénh vé da va mo dudi da It gap Phét ban va noi may day
Hiém gap Hoi chimg Stcvc:|1<i-.!0hmon hong ban da dang

ROi loan than va tiét nidu It gip Tang BUN, ting creatinin huyét thanh
Khic Thudng gdp | Boi nhiém va nhiém | khuan am dao

— Hiém gip Ta ang than nhiét
- Phét ban va ndi may day dugc ghi nhan phé bién & tré em hon so véi nguoi 1dn. Cac dau hiéu va

triéu chimg thudng xudt hién trong vai ngay sau khi bit ddu diéu trj va bién mit sau vai ngay ngung

diéu tri.

Théng bio ngay cho bic sy hogic duwge sy nhitng phén trng c6 hai gdp phii khi sie dung thube.
QUA LIEU VA CACH XU TRi:

- Cefprozil duoc thai trir ch yéu qua than. Trong trudng hop qué liéu, ddc biét c6 thé xdy ra & bénh

nhan suy than, hoat chét cefprozil c6 thé duge loai bo bing thAm phan mau. |
PAC TINH DUQC LUC HOC:

- Nhém duoe ly: Khang sinh thudc nhém cephalosporin thé hé 2

-Ma ATC: JO1DC10

- Cefprozil 1a mt khéng sinh thudc nhém cephalosporin ¢é phé tac dung rong.

- Cefprozil trc ché sy tdng hop thanh té bao cua cac vi khudn nhay cam turong tu nhur cac khang sinh

beta-lactam khac. Phd khang khuin cta cefprozil nhu sau:

Vi khuin Gram duong hiéu khi

- Cac tu cdu bao gdm S. aureus (bao gdm céc ching san xudt penicilinase), S. epidermidis,

S. saprophyticus, S. warneri.

- Streptococei bao gbm S. pyogenes (lién cdu khudn nhém A), S. agalactiae, S. pneumoniae

(26m hau hét cac ching khang penicilin mirc dé trung binh, véi MIC penicillin tir 0,1 dén 1,0

pg/ml), lién cau nhém C, D, F, G, lién cdu nhém viridans, Enterococcus durans. Listeria

monocytogenes.
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+ec ching san xuat beta-lactamase), Citrobacter diverus, Escherichia coli, Klebsiella
¢, Neisseria gonorrhoeae (bao gdm céc ching san xuat penicilinase), Proteus mirabilis,

Morganella morganii, Proteus vulgaris, Providencia sp., Pseudomonas sp., Serratia sp.
Sinh vit yém khi
- Bacteroides melaninogenicus, Clostridium difficile, C. perfringens, Fusobacterium sp.,
Peptostreptococcus sp., Propionibacterium acnes.
- Hau hét céc chung thude ho Bacteroides fragilis déu @ khang véi Cefprozil.

PAC TINH DUQC DONG HQC
- Cefprozil duge hip thu t6t sau khi ubng, ca khi d6i va sau khi an. Sinh kha dung tuyét d6i sau khi
ubng khoang 90%. Duoc déng hoc ctia cefprozil khong bj anh hudng béi thic an, dd udng trong
dudmg tiéu hoa hoac sir dung thude khang acid.
- Khoang 36% cefprozil lién két véi protein huyét twong, khéng phu thude vao lidu dung, véi nong
d6 tir 2 dén 20 g cefprozil trén mdi ml huyét twong. Cefprozil phan bé t6t vao cac md. Thoi gian ban
thai trong dich bén trong vét phéng rép (2.3 gidr) dai hon thoi gian ban thai trong huyét twong. Ther
gian ban thai trong huyét tuong & ngudi binh thudng khoang 1,3 gi¢. Khoang 60% cefprozil dugc sir
dung dugc bai tiét dudi dang khong déi qua nude tiéu. Nong dd cefprozil t6i da sau khoang 1,5 gid
udng liéu 250 mg - 500 mg - 1 g & nguoi khoe manh nhin 4n tuong img 6,1 - 10,5 - 18,3 pg/ml va sau
8 gio luong thude duoc bai tiét qua nudre tiéu tuong img 60% - 62% - 54%.
- Sau khi ding liéu duy nhét 7.5 - 20,0 mg/kg & bénh nhi, lugng cefprozil trong amidan 14
0,5-4.3 pug/g. Hon 3,2 gio sau khi dung, nong dé cao hon gia tri MIC déi véi cac tac nhan gay bénh |
viém hong théng thuong va viém amidan. Nong dd cefprozil trong dich bén trong vét phong rop -
sau khi dung liéu 250 hozc 500 mg 1a 3,0 va 5,8 pg/ml.
- Sau khi diing lidu 15 mg - 20 mg cefprozil/kg thé trong & bénh nhan viém tai giita man tinh, néng
do cefprozil trong dich tai gitra dao déng tir 0,06 dén 8,7 pg/ml va duy tri cao hon gia tri MIC trong
hon 6 gio d6i véi hau hét cic mam bénh gay viém tai giita.
- Sau khi ubng cefprozil véi liéu duy nhét dén 1,0 g mbi 8 gio trong vong 10 ngay, khong c6 sy tich
lity cefprozil xay ra & nhimg ngudi c¢é chitc nang than binh thudng. O bénh nhén suy giam chirc
nang than, thoi gian ban thai cta ceprozil kéo dai tuy theo mirc d6 rdi loan chic ning than. O bénh
nhén suy than hoan toan, thoi gian ban thai trong huyét tuong kéo dai dén 5,9 gio. Khi thAm phén
méu, thoi gian ban thai dwoc rat ngén con 2,1 gid.
- AUC trung binh ctia ngurdi trén 65 tudi cao hon ngudi tré khoang 35 - 60%, AUC trung binh cua
nit cao hon nam khoang 15 - 20%. Su khac biét duge déng hoc do do tudi va gidi tinh chua di 16n
dé can diéu chinh liéu.
- Khéng cén diéu chinh liéu & bénh nhéan suy gan.
- Duoc dong hoc cua cefprozil & tré em dudi 6 thang tudi chua dugc nghién ciru.

QUY CACH PONG GOI:
- Hop 01 vi x 10 vién nén bao phim.
- Hop 02 vi x 10 vién nén bao phim.
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Bagay san Xuat.
AT LUQNG CUA THUOC:
lugng: USP (Dugc dién My)

Co so san xudt:

Chi nhéanh 3 - CONG TY CPDP IMEXPHARM tai Binh Duong
.,w S6 22, Puong sb 2, Khu cong nghiép Viét Nam - Singapore II, Phudng
Hoa Pha, TP.Tha Dau Mot, Tinh Binh Duong.

Hotline: 1800 555 535 Email: imp@imexpharm.com
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