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Composition: Each sachet 3g contains:

FRANCE VIETHAN

Cefprozil

ELOBIDEN 250

{as Cefprozil monohydrate)...........250 mg
ipi 98 -...1 sachet.
tra- dosage,

other i

Cefprozil 250mg

Please refer to enclosed package insert.

Storage:

in a dry and cool place, below 30°C,
protect from direct sunlight.

Keep out of reach of children.

insert carsfully belore use.

Specification: In house.
A R N S R

Box of 10 sachels x 3g
Powder for oral suspension

SBK {Reg. No.):

86 16 X (Batch No.):
Ngay SX (Mfd.):

HO (Exp.):

B) Thuc ke don
FRANCE ViETMAN

ELOBIDEN 250

Hop 10 goi x 39
Bot pha hon dich uong

Thinh phin: M8i g6i 3g chia:

Cefprozil
(dudi dang Cefprozil monohydrat)..250 mg
Té duge v.d. ...1.g6i.

Chi dinh, chéng chi dinh, liéu ding,

cdch ding, cdc théng tin khic:

Xem & hudng diin sit dung bén trong hop.

Béo quin:

Noi khd thodng, nhiét 48 dudi 30°C, tranh
énh séng.

D46 xa thm tay trd em.

Boc ki hudng din sif dyng trude khi diing.

Tiéu chudin: TCCS.

Cosdsin bl
CONG 1Y CO PHAN LIEN DOANH DUOC
ELOGE FRANCE VIET

Khu cong nghiép QuUS Vo, xa Phuong |
Lidu, huyén Qué V8, tinh Bde Ninh

)

Re) Thuci ke don
: FRANCE 11571011

ELOBIDEN 250

Bot pha hon dich uéng
Goi 3g

Thanh phédn: M&i géi 3g chifa:

Cefprozil

(dudi dang Cefprozil monohydrat)...250 mg

T R —

1 goéi

Chi dinh, chéng chi dinh, liéu ding,

cdch diing, cdc théng tin khéc:

Xem 1& hudng dén sl dung bén trong hép.

Béo quén: Noi khd thoang, nhiét do dudi

30°C, trdnh dnh séng.

D& xa tdm tay tré em.

Boc ki hudng dn st dung trude khi diing.

Tiéu chudin: TCCS.

SOK (Reg. No.):

$6 18 SX (Batch No.):
Ngay SX {Mid.):

HD (Exp.):

Cor 56 stin xudit:

CONG wccé PHAN LIEN DOANH DUQIC PHAM
ELOGE" FRANCE VIET NAM
Khu céng nghiép Qué V5, xa Phuong
Liéu, huyén Qué V8, finh Bdc Ninh
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B Zloge | o Floge
%) pecipicn drg c—/ | | Composition: Each sachet 3g contains: %) Thuct ke don C—/ Thanh phiin: M8i goi 3g chaa:
Cetprozii FRANGE Vifinam 4

Cefprozil
{dudi dang Cefprozil monohydrat}..250 mg

ELOBIDEN 250 | [=mmwmmei ELOBIDEN 250 |amicsae=
o Cefprozil 250mg | rmermersrmertrmem

| | (as Cefprozil monohydrate)...........250 mg

Storage:
rag Bdo quan:
§ and cool place, below 3 ) .
" & dy below 30° Noi kho thodng, nhigt d6 dudi 30°C, tranh
rotect from direct sunlight.
i yea Iy anh sdng.

D6 xa tim tay rd em

Boc k§ hutng din si dyng rudc khi ding.

Specification: in house.

Tiéu chudn: TCCS.
O A T e R
SEK (Reg. He.): Corsé sdnmich
e 56 16 8X (Batch No.j: gowewcémﬂamnmﬂm
. %“% 1 Ny SX (Mid.): N /
Box of 20 sachels x 3g § HD (Exp.): Hop 20 g6t x 3g
& Powder for oral suspension | Bat pha hén dich udng
|
. {
loge
Be) Thudc ke dom Elos: Thanh phén: Mi géi 3g chia:
Cefprozil

{duidi dang Cefprozil monohydrati...250 mg

ELOBIDEN 250 it . oo -G s

Cef prozzl ZSGI??J cach dimg_, cdc thing tin khdc:
Xem 10 hudng din s dung bén trong hop.

Béo quan: Noi khé thoang, nhiét d6 dudi
30°C, tranh dnh sdng.
048 xa tim tay ré em.
Do ki hudng dlin sii dung trude khi ding.
Tiéu chudn: TCCS.
SPK (Reg. No.i:
56 16 BY (Batch No.):

Nighy 8X (td.):
HD (Exp.):

Cot 83 s

a0y o CONG PHAN DUoC

Biivatre Hoct Mzgz%um
Goi 3g K o6ng nghidp Qué V6, xa Phucng

Lidu, huyén Qué Vo, tinh Bic Ninh



admin
Rectangle

admin
Rectangle


https://trungtamthuoc.com/

o

/——u—\
FAsABROg ;S

Ry Thuée nay chi diing ther) N r]?uoc
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9 co ptEmBIDEN 250
\ J")UGC PHAM QUOC H{‘pmzﬂ 250 mg
O "TT VIET NNBESd/ tam tay tré em
N #C. Boc _}!M /frm s dung triede khi ding
Jue L'E M //
1. Thanh phin cong thirc thuoc.
Moi géi 3,0 g chura:

- Thanh phan duoc chat: Cefprozil (Dudi dang Cefprozil monohydrat) ............oeeeeeee... 250 mg.

- Thanh phan ta duge: Sucrose, Dextrose khan, Sucralose, Kollidon CL-M, Polyvinyl pyrrolidon
K30, Gém xanthan, Aerosil, Magnesi stearat, Mui cam hat.

2. Dang bao ché: Thudc bot pha hdn dich udng.

MG ta: Ché phém ¢ dang bot mau tring nga, thom mui cam, vi ngot.

3. Chi dinh:

ELOBIDEN 250 dugc sir dung trong céc trudng hop nhiém khuan do cac vi khuan nhay cam gay
nén cac bénh sau:

- Nhiém khuén duong ho hip trén:

+ Viém hong/ viém amidan do vi khuan Streptococcus pyogenes gay ra.

+ Viém tai gitta do vi khuan Streptococcus pneumoniae, Haemophilus influenzae, Moraxella
(Branhamella) catarrhalis gy ra.

+ Viém xoang cap do vi khuan Streptococcus pneumoniae, Haemophilus influenzae (bao gom
ca chung san xuat beta- -lactamase), Moraxella (Branhamella) catarrhalis gay ra.

- Nhiém khuan duong hé hip dudi: Nhidm khuén tht cdp ctia viém phé quan cép tinh va dot cip
cta viém phé quan man tinh gay ra boi Streptococcus pneumoniae, Haemophilus influenzae (bao
gbm céc ching san xudt beta-lactamase), hodc Moraxella (Branhamella) catarrhalis (bao gom
cac chung san xuat beta-lactamase).

- Nhiém khuén t6 chirc da va da khong bién chimg do vi khuén Staphylococcus aureus (bao gom
ca chung san xuit penicillinase) va Streptococcus pyogenes gy ra.

4. Litu lwgng va cich ding:
Liéu ding va thoi gian ding thudc cho timg trudong hop cu thé theo chi dinh cua béc si diéu tri.

Nhém/nhiém tring | Liéu dung | Thoi gian (ngay)

Nguwoi lom va tré em tir 13 tudi tro lén

Puong hd hap trén

Viém hong/ viém amidan 2 g6i mdi 24 gidy 10 ngay (Trong diéu tri
nhiém tring  do
Streptococcus

pyogenes, nén dung
thudc it nhat 10 ngay)

Viém xoang cép (cac nhiém tring tir trung binh | 1 géi mdi 12 gio hodc | 10 ngay

dén nang nén dung liéu cao hon) 2 g6i mdi 12 gio
Puong ho hap duo‘l
Nhiém khuén thu cép trong viém phe quan cap 2 g6i moi 12 gio 10 ngay

tinh hay dot cdp tinh cta vi khuén trong viém
phé quan man tinh

< A -
Da va cau truc da

Nhiém tring da va cdu tric da khong bién chimg | 1 goi mdi 12 gio hodc | 10 ngay
2 g61 mdi 24 gio hoac
2 gbi moi 12 gid

Tré em dudi 13 tuéi: Xem xét dang dimg khdc phit hop.

Nguwoi bénh suy gan:

Khong can chinh liéu cho nguoi bénh suy gan.

Nguwoi bénh suy than:

Khéng can chinh lidu cho ngudi bénh ¢ do thanh thai creatinin > 30 ml/phut.
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O nguoi bénh 6 d thanh thai creatinin < 30 ml/phut: lidu sir dung khoang 50% so véi liéu ding
thong thuong.

Nguoi cao tudi:

Khong cin phai diéu chinh liéu & nguoi cao tudi, ngoai trr bénh nhéan suy giam chirc néng gan va
than trAm trong.

Cdch dung:

Hoa mot lugng nude vira du (khoang 10 ml). Khong dung sita, tra, ca phé hodc céc thic udng co
ga, co cdn hodc calcium dé pha thudc. Nén udng thude ngay sau khi pha va khudy déu trude khi
uong.

5. Chong chi dinh:

Ngudi bénh méan cam véi cefprozil hodc céc thanh phan khac ciia thube, di img véi cac khéng sinh
nhom cephalosporin.

6. Cinh bdo va than trong:

Viem dai trang va tiéu chay lién quan Clostridium difficile/bgi nhiém:

C6 thé xuat hién va thiic day phat trién qué mirc céc ching khong nhay cam hodc ndm néu diéu tri
kéo dai. Theo doi than trong va didu tri thich hop néu xay ra boi nhiém.

Cdc phan itng qud man:

Céc phan ting qua man nhu sc phan vé, ban do, phan tng gidng bénh huyét thanh, hoi chimg
Stevens-Johnson da duoc bdo céo.

Phan g chéo:

C6 phan tmg chéo gifta cac cephalosporin va cac khang sinh beta-lactam khac, bao gdm cac e
penicillin va cac cephamycin. 9al
Vi vdy, trude khi bat dau diéu tri béng cefprozil, phai didu tra Y vé tién st di ung cua nguoi bénh CONC
vdi cephalosporin, penicillin hogde thuée khéc. co P
Thube ¢6 chira sucrose. Ngudi ¢ bénh di truyén hiém gap cac van dé vé khéng dung nap fructose, '9c pHM
kém hap thu qucose galactose hogc thiéu hut sucrase - isomaltase khong nén st dung thudc nay. CTT VIE
7. Sir dung thudc cho phu nir ¢6 thai va cho con b N '
St dung thuodc cho phu nit cé thai LE

Chua c6 cong trinh nghién ctru ddy du ¢ ngudi mang thai. Do dé, cefprozil chi duge chi dinh &
ngudi mang thai khi that can thiét.
Sir dung thuéc cho phu nit cho con bii
Cefprozil phan bé trong sita, vi vy sir dung than trong ngudi cho con ba.
8. Anh hwéng caa thude 1én khi ning ldi xe, vin hanh may méc
Trong mot s6 it truong hop thude ¢ thé gay chéng mat, dau dau, hiéu dong, lo lang, mat nga, 1an
16n, budn ngi, do d6 can luu v khi l4i xe va van hanh may moc.
9. Twong tic, twong Ky cta thude
Cefprozil khong nén dimg dong thdi véi nhimg thube sau:

- Cac khang sinh aminoglycosid: géy doc tinh trén than.

- Kiém tra glucose: c¢6 thé xuit hién dwong tinh gia khi kiém tra glucose nude tiéu.

- Probenecid: Lam tang AUC (dién tich dudi duong cong) cefprozil.
Twong ky cia thudc
Do khéng c6 céc nghién ctru vé tinh tuong ky ctia thude, khong tron 14n thude nay voi cac thude
khac.
10. Téc dung khong mong muon ciia thude (ADR):
Céc tac dung khong mong mudn cua cefprozil 1a tuong tu nhu dbi voi cac cephalosporin dung
dudng udng khac. Cefprozil thuong duoc dung nap t6t trong céc thir nghiém lam sang co6 kiém soat.
Khoang 2% nguoi bénh ngung didu trj cefprozil do tac dung khéng mong mudn.
Cac tac dung khéng mong mudn thuong gap nhdt ¢ nhitng nguoi bénh dwoc diéu tri bing cefprozil
la:
Tiéu hoa: Tiéu chay (2,9%), budn ndn (3.5%), nén (1%), dau bung (1%).
Gan: Tang AST (SGOT) (2%), ALT (SGPT) (2%), phosphatase kiém (0,2%), va cac gia tri
bilirubin (<0,1%). Ba mot s6 hiém truong hop bi vang da r mat duge bao cdo tuong tu nhu voi mot
s0 penicillin va mét s6 khang sinh cephalosporin khéc.
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Qua mén: Phat ban (0,9%). nbi mé day (0.1%). Nhiimg phan (mg nay da dugc béo cdo thuong
xuyén ¢ tré em hon ngudi 16n. Cac d4u hiéu va triéu chimg thuong xay ra vai ngay sau khi bit dau
diéu tri va giam dén trong vong mot vai ngay sau khi ngung diéu tri.

Thén kinh trung vong: Chéng mit (1%), hiéu déng thai qua, dau dau, cang thng, mat ngu, 1 14n,
moét sb hiém truong hop bi ngt ga da duoc bao cao (<1%). Tét ca déu co thé hdi phuc.

Huyét hoc: Giam sO luong bach ciu (0,2%), tang bach cAu eosin (2,3%).

Than: tang BUN (0,1%) va creatinin mau (0.1%).

Phan tmg khéc: ta phat ban va bdi nhiém (1,5%), ngira sinh duc va viém am dao (1,6%).

11. Qua liéu va cach xir tri:

Liéu uéng 5000 mg/kg cua cefprozil khong gay tir vong hodc déu hiéu doc tinh trén chudt cdng
truong thanh, cai sita va so sinh, hodc chudt truong thanh. Liéu 3000 mg/kg gay tiéu chay va chan
an khi stir dung trén khi nhung khoéng gay tir vong.

Cefprozil dugc thai trir chu yéu qua than. Trong truong hop qua liéu nghiém trong, dic biét trén
ngudi bénh suy giam chic ning than, chay than nhan tao nén duoc str dung dé loai trir thubc ra
khoi co thé.

Néu c6 bt cir triéu chimg qua liéu nao thi ngung ding thude ngay va thong bao ngay cho béc si.
12. Dac tinh dwoc lue hoc

Nhom duge 1y: Thude khang sinh cephalosporin thé hé 2, ma ATC: J01DCI0.

Trén in vitro, cefprozil tic ché nhiéu ching vi khudn gram-duong va gram-am bang cach tc ché
tong hop thanh té bao vi khuan. Dudi tac dung thuy phan cta beta-lactamase thi cefprozil 6n dinh
hon so véi cefaclor.

Cefprozil c6 tac dung khang:

- Gram-duong hiéu khi: Staphylococcus aureus (bao gém céc ching san xut beta-lactamase),
Streptococcus pneumonia, Streptococcus pyogenes, Enterococcus durans, Enterococcus
Jaecalis, Listeria monocytogenes, Staphylococcus epidermidis, Staphylococcus saprophyticus,
Staphylococcus warneri, Streptococcus agalactiae, Streptococci (nhom C, D, F, va G).

Luu y: Cefprozil khong cé tac dung trén Staphylococci, Enterococcus faecium dé khang
methicillin, va hiu hét cac ching Acinetobacter, Enterobacter, Morganella morganii, Proteus
vulgaris, Providencia, Pseudomonas va Serratia.

- Gram-am hiéu khi: Haemophilus influenza (bao g&n cac chung san Xudt beta-lactamase),
Moraxella (Branhamella) catarrhalis (bao gdm céc chung san xuét beta-lactamase), Citrobacter
diversus, Escherichia coli, Klebsiella pneumonia, Neisseria gonorrhoeae (bao gbm céc ching
san xuat beta-lactamase), Proteus mirabilis, Salmonella spp., Shigella spp., Vibrio spp.

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

Lueu y: hau hét cac chiung thude nhom Bacteroides fragilis da dé khang véi cefprozil.

13. Pic tinh dugc dgng hoc
Sau khi udng, cefprozil dugce hap thu nhanh chéng qua dudng tiéu hod. Sinh kha dung & nguoi Ion
khoang 90 — 95%, néng d6 dinh cua thube trong huyét tuong khoang 1.5 gio. Thire an khong anh
huong dén su hap thu va nong do dinh ciia thude trong huyét tuong, nhung thoi gian dat nong do
dinh trong huyét tuong cé thé kéo dai 15 — 45 phut.
Thube dugc phan bd vao cac mé va dich bao gém ca dich vi, dich tai gitra, amidan, va mé
adenoidal (V.A). Thudc phan bd vao sira & ndng do thép.
Khoang 35 - 45% cefprozil trong hé tuan hoan lién két véi protein huyét tuong. Nura doi cua thude
trong huyet tuong khoang 1 - 1,4 gid & nguoi 16n v6i chire néng than binh thuong. Tré em 6 thang
dén 12 tudi, nira doi cua thude trong huyet tuong khoéng 0,94 — 2,1 gio.
-Cefprozil duge dao thai qua nude ti€u qua loc ¢ cau thén va bai tiét & ong than. Khoang 54 — 70%
lidu sir dung duoc thai trir qua nude tiéu & dang khong doi trong vong 24 gio.
Déi twong ddc biét:

- Ngudi cao tudi: d6 thanh thai giam va AUC tang.

- Nira doi thai trir ciia thude tang nhe trén ngudi bénh suy giam chie ning gan (khoang 2 gio).
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14.
15.
16.
17.

Ntra doi thai trir cia thube kéo dai (khoang 5,2 - 5,9 gi®) trén ngudi bénh suy giam chiic ning
than.

Quy cach déng géi: Hop 10 goi x 3,0 g: Hop 20 goi x 3.0 g.

Diéu kién bio quin: Bao quan thude ¢ noi kho, thoang, nhiét do dudi 30°C, tranh 4nh séng.
Han dung cua thudc: 36 thang ké tir ngay san xuat.

Tiéu chuin chit lwong ciia thude: Tiéu chuén co s0.

) Tén, dia chi cua co s¢ sdn xl’lét:
CONG TY CO PHAN LIEN DOANH DUQC PHAMﬁELOGE FRANCE YIET NAM
Dia chi tai Khu cong nghiép Qué Vo, Xa Phuong Lieu, Huyén Qué V§, Bac Ninh.

el Oqe
m"’*/

FRANGE VIETNAM
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