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Rx
PRICEFIL

Cefprozil

Powder for oral

suspension 250mg / 5ml

RX Thudc bin theo dan

PR I CE F“. - Cefprozil 250 mg/5 ml

Ba! pha hdn dich wing
Hap 1 1p SBK:
Thanh phdn: M3 1 mi hln dich wng chia:
Hoat chdt: 52,31 mg Cetprozil monohydrat
tuong duging véi 50 mg Cetprozil
50718 SX, NSX, HD: Xem “LOT", "MFG.
DATE" v& "EXP. DATE" trén haa bl gdc.
Bdo quin: O nhigt d) khang qud 30°C.
Sau khi pha thanh hn dich: 7 ngly & nhigt
40 < 25°C hodc 14 ngdy & nhigt 0 2°C-8C.
CHI BINH, CHONG CHI BINH, CACH DUNG
VA CAC THONG TIN KHAC BE NGH| XEM
TRONG T8 HUONG DAN S0/ DUNG KEM
THEQ. BOC KY HUONG DAN SU DUNG
TRUGC KHI DUNG. BE THUGE TRANH XA
TAM V01 vA TAM NHIN CUA TRE EM.
Sdn xult bii: VIANEX S A - Plant D',
| Ag. Stefanos, 25018, Industrial Zone Patras,
| Hy Lap.

Co sé nhap khiu:
[ Xu#ll xii: Hy Lap
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COMPOSITION
Each 1ml of
Active ingredient:

Rx
PRICEFIL

Cefprozil

Powder for oral
suspension 250mg / 5ml

il. Excipients:
till the mark if neede
Shake the bottle well before use.

{ | ]
i After dissolution has been completed, A Manufactured by:
| each teaspoonful (Sml) contains i VIa\NEe:_t S.A.-Plant D}
i ival Ag. Stefanos, 25018,
Extpias) manchyy e eociielerg Industrial Zone Patras, Greece.

to Cefprozil 250mg. Oral use

Marketing Authorization Holder:
VIANEX S.A. -Tatoiou 5tr,,

146 71 Nea Erythrea, Greece,

Tel. +30 210 8009111

RegNo:

Store at temperature <30°C.
After reconstitution: 7 days at
ternperature =25°C or 14 days at
temperature 2°C- 8°C. m

1
For indications and dosage, see |
enclosed leaflet,
Keep out the reach and sight
of children.

VIANEX 5.A, applies Quality System
cartifiad by ELOT in nccordance with
[ELOT EN 150 9001 standard

©

Under medical prescription

e Product of VIANEX 5.A.
1

PRICEFIL

Cefprozil

Powder for oral /
suspension 250mg / 5ml e s : |

LOT:
MFG. DATE:
EXP. DATE:

80%
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For the preparation of the suspension, shake
the bottle to unstick the powder farm

the wall. Add water till the mark and shake
well until a uniform suspension is formed.
Fill with water till the mark if needed.

Shake the bottle well before use.

Store at temperature <30°C.

After reconstitution: 7 days at temperature
=25°C or 14 days at temperature 2°C-8°C.

Manufactured by: VIANEX S.A. Plant D;
Ag. Stefanos, 25018,

Industrial Zone Patras, Greece.

Marketing Authorization Holder:
VIANEX S.A.

T

Exp. Date:




https://trungtamthuoc.com/

Nhan phu

RX Thudc bén theo don

PHICEF“— - Cefprozil 250 mg/5 ml

Bt pha hdn djch ubng
Hop 1 o SOK:
Thanh phén: M3i 1 ml hin djch ubng chifa:
Hoat chat; 52,31 mg Cefprozil monohydrat
tugng duong vdi 50 mg Cefprozil.

S0 16 SX, NSX, HD: Xem “LOT”, "MFG.
DATE™ va “EXP. DATE" trén bao bi gbc.
Bao quan: U nhigt d khong qui 30°C.

Sau khi pha thanh hdn dich: 7 ngay & nhidt
db < 25°C holic 14 ngdy & nhigt db 2°C-8°C.
CHI BINH, CHONG CHI BINH, CACH DUNG
VA CAC THONG TIN KHAC BE NGH| XEM
TRONG T8 HUONG DAN SU DUNG KEM

THEQ. BC KY HUONG DAN SU DUNG

TRUGC KHI DUNG. BE THUOC TRANH XA

TAM v0I VA TAM NHIN cUA TRE EM.
$an xust bai: VIANEX S.A. - Plant D',
Ag. Stefanos, 25018, Industrial Zone P

Hy Lap. 4 ; X
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THANH PHAN

Mbi 1 m! hén dich uéng PRICEFIL c6 chira:

Hoat chét. 52,31 mg Cefprozil monohydrat twong dwong v&i 50 mg Cefprozil,

T4 duge: Polysorbat 80, glycin, cellulose vi tinh thé va natri carmellose, aspartam, natri carmellose, hwong dau, dimeticon, silica colloidal khan,
natri benzoat, vanilin, natri clorid, sucrose.

DANG BAO CHE cUA THUOC
Bot pha hén dich uéng.

QUY CACH BONG GOI
Hop 1 chai HDPE 100 m.

CHI BINH

Pricefil dwgc chi dinh diéu tri cho cc bénh nhan bi nhiém khudn gay bdi cac ching vi khuan nhay cam:

- Nhi&m khuan dwiyng hd hap trén: Viém hon9 viém amidan, viém xoang va viém tai gitra cap.

- Nhiém khudn dwéng hd hdp dudi: Viém phé quan va viém ph&l cap.

- Nhiém khuan da va md mém.

Ghi chu: Céc ap xe thwong can md dan luwu.

- Nhi@m khuan dwérng tiét niéu khdng bién chirng, nhw viém bang quang cép.

Nén thye hign cac thiv nghiém nhay cam va nudi cy khi cé thé dé xac dinh tinh nhay cam cla tac nhan gay bénh.

LIEU LUQNG VA CACH SUF DUNG
Naudi [6n va tré em trén 12 tudi
Pricefil diing ubng @& diéu tri cac nhi&m khun gay bdi cac chiing vi khuin nhay cim & nhirng liéu lwgng sau:

Viém hong - viém amidan: 500 mg mdi 24 gi¢r
Viém xoang cip hodc viém xoang cép tai phat: 500 mg méi 12 gi¢?
Viém tai gitra cép: 500 mg méi 12 gitr
Nhiém khuén dwong ho hdp dwéi: 500 mg méi 12 gier
Nhiém khudn dwéng tiét niéu khéng bién chirng: 500 mg méi 24 gier
Nhi&m khuan da va mé mém: 250 mg mbi 12 gi® hodc

500 mg mbi 24 gi® hodc
500 mg méi 12 gi&r
Tré em
Tré em tir 6 thang dén 12 tudi bi nhidm khuan dwéng hd héap trén, nhw viém hong, viém amidan, liéu khuyén ding la 20 mg/kg, 1 lan/ngay hodc
7,5 mg/kg, 2 lan/ngay.
Liéu khuy&n diing trong viém tai gita 1a 15 mg/kg mbi 12 gio:,
Liéu téi da hang ngay cho tré em khéng dwoc virot qua liéu téi da hang ngay cho ngudi lén.
Trong diéu tri nhiém khuan do streptococcus tan huyét beta, nén ding Pricefil it nhat trong 10 ngay.
Hiéu qua va an toan clia thubc & tré duwdi 6 thang tudi chwra xac dinh. (y/
Suv gan
Khéng can diéu chinh lidu cho bénh nhan suy chivc néng gan.
Suy than
Khong can digu chinh lidu cho bénh nhan cé d6 thanh thai creatinin > 30 ml/phut.
& bénh nhan cé d% thanh thai creatinin < 30 ml/phdt, ding 50% liéu théng thwéng véi cling cach quang thoi gian st dung.
Pricefil bj loai mot phan qua tham tach mau. Vi vay nén ding thubc sau khi thdm tach mau.
Hwéng dén str dung
B6t pha hén dich urﬁng Léc chai khéng dé bot dinh trén thanh chai, Thém nwéc dén vach va lc ki cho dén khi tao thanh hén dich dong nhat. Bo
sung nwéc dén vach néu cn. Lic k§ chai trwéce khi ding.

CHONG CHI BINH

Chéng chi dinh dlng Pricefil cho cac bénh nhan da biét bi di trng v&i cephalosporin hodc bét ky thanh phan nao cla thubc. N\
NHONG LUU Y VA THAN TRONG PAC BIET KHI SUP DUNG THUOC x
Cénh bdo

Trwédc khi bit dau diéu tri véi Pricefil, nén kiém tra cac phan &ng di wng trwde day véi Cefprozil, cephalosporm penicillin va cac thuéc khéc vik

phan tng chéo gilka cac khang sinh B-lactam @& dwec chirng minh trong khoang 10% bénh nhan cé tién st di u'ng voi penicillin, Néu xay rg.!
pgan (rng di trng v&i Pricefil, nén ngwng dung thube. Cac phan rng qua man cap hodc tram trong néu gép phéi, can ap dung nhirng bién ph
cap clru.

Viéc diéu trj bing khang sinh ¢6 thé lam thay ddi cac chung vi khuén binh thwong & rudt va lam phat trién qua murc cac vi khuin dé khang
Clostridium dfﬂ‘ic.'le 1& nguyén nhan chi yéu gay viém rudt két mang gia, cé thé ti nhe dén de doa tinh mang.
Can luu ¥ s xuat hién tiéu chdy & nhirng bénh nhan diing khang sinh va xem xét chirng viém rudt két mang gia @& ap dung nh*ng bién phap
diu trj thich hop.

Thén trong

Nén than trong khi diing Pricefil & bgnh nhan c6 tién sir bénh duwéng tiéu hda man tinh, déc biét viém rudt.

Bdo cdo cho thay trong khi diéu tri bing thuéc thudc nhém cephalosporin nghiém phap Coombs tryc tiép cho két qua dwong tinh gid.

Nén diéu chinh liéu dung thich hgp & céc bénh nhan suy than (xem liéu lvgng).

Théng tin cho bénh nhén:

Bénh nhan bi phenylpyruvic nigu: Pricefil, hdn dich uéng c6 chira phenylalanin 28 mg/5 ml (1 mudng ca phé) hén dich da pha.

SU DUNG TRONG THO1 KY MANG THAI VA CHO CON BU
Cac nghién ctru vé sinh san trén dong vat cho thay Pricefil khang tac hai dén thai nhi. Tuy nhién cac nghién ctru chwa day dd va dugc kiém soét
chét ché trén phu n cé thai, do dé chidung thudce trong khi mang thai khi that sy can thiét,

Chuwa cé nghién ciru ndo cho viéc st dung Pricefil trong théi gian sinh, do vay chi nén diéu tri khi that s cén thiét.

Duéi 0,3% liéu dung cho ngudi me tiét vao sfra me. Trong khi chwra xac dinh tac hai ra sao abi véi tré dang bu sira me co dlng Pnoeﬁl nén chi
diing trong khi dang nudi con bu khi that sy can thiét.

Dung dong th&i véi probenecid 1am ting gap dai AUC Pricefil.
Twona tac trong céc xét nahiém cén 1dm sang: 1574
Cephalosporin cé thé cho phan ng dwong tinh gia trong xét nghiém xac dinh glucose trong nwéc tiéu bing nghiém phép kht'r dbng. nﬁwﬂ(
khong xay ra dbi véi nghiém phép enzym. 2

TAC BONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC : (AR
Nguwei ta cho réng Pricefil khéng dnh hwdng dén kha nang lai xe va van hanh may méc cia bénh nhan, Tuy nhién, cﬁng nhu' t'ét oa.cécrthuéo/\
trwdre khi b3t dau bét clr cong viéc gi can than trong d3c biét, ngudi bénh nén biét ré sy dung nap cla thuée. 1! o/ TRACH NHIE ¥ HUUsdA 24
TUONG TAC THUOC I - :

C6 thé xay ra ngd doc than sau khi diing déng théi aminoglucosid va cephalosporin. i D UQ(*

Twona tac thube: \ S TAM DA



httpS@U wmmym&gmng nghiém phap ferricyanid xac dinh glucose trong mau. '

Sy hién digr cia Pricefil trong mau khéng dnh hwéng dén xét nghiém creatinin trong nwéc tidu hay huyét twong bing phwong phép picrat kiém

TAC DUNG KHONG MONG MUON (ADR)

Nhing phan zng khéng mong mubn xay ra trong khi diing Pricefil teong ty nhw nhibng phan (#ng nhén thay khi ditng cac cephalosporin udng khac
Trong cac thir nghiém lam sang cé kiém soat, Pricefil thwdng duec dung nap tot.

Nhikng phan trng khéng mong mudn phd bién nhat dugc quan sat thay & cac bénh nhan diéu tri véi Ceprozil trong cac thir nghiém lam sang la:
Tiéu héa: Tiéu chay (2,9%), budn ndn (3,5%), nén (1%) va dau bung (1%).

Gan mat: Tang AST (SGOT) (2%), ALT (SGPT) (3%), phosphatase kiém (0,2%) va bilirubin (<0,1%).

Cing nhw mét sé penicillin va cephalosporin, vang da (»r mat da c6é bdo c4o gap phai nhwng hiém. )

Qua man: Phat ban (0,9%) va néi may day (0,1%). Nhitng phan (ng nay xay ra & tré em thwdng hon & nguoi Ién. Nhibng dau higu va triéu
chirng thwérng xay ra vai ngay sau khi bt dau diéu tri va tw mét trong véong vai ngay sau khi ngung ding thube.

Hé than kinh trung wona: Choang vang (1%), hiéu déng, nhirc dau, cing thdng, mét ngd, It 1n va budn ngl hiém thdy bao cao gdp phai (<1%)
va trong quan nguyén nhan chua xac dinh dwoc. Tt ca cac phan tng khéng mong muén nay cé hdi phuc.

Mau: Gidm bach cdu (0,2%), tng bach chu wa eosin (2,3%). Théi gian prothrombin dai hiém khi gip phai.

Than: Tang BUN (0,1%) nhe, creatinin huyét thanh (0,1%).

Cac tac duna khac: Viém da ving ta 16t va bdi nhiém (1,5%), nglra bd phan sinh duc va viém am dao (1,6%).

Trong bao cao theo ddi str dung thudc sau khi lwu hanh, nhirng phan trng khong mong muén sau hiém khi gap phai, mic du tweng quan nguyén
nhan v&i Pricefil chwa dwgce chieng minh: phdn (rng phan vé, phi mach, viém rudt, kg ca viém rudt két mang gia, hdng ban da dang, sét, phan
trng di rng kéo dai (bénh huyét thanh), héi chirng Stevens-Johnson va gidm tidu cau.

Thay @i can 1am sana:

Céc thay dbi vé transaminase, phosphatase kiém, bach cdu, bach cau wa eosin, u-ré va creatinin, twong ty nhw cac cephalosporin khac, gip
phai & vai bénh nhén trong cac nghién ciru 1am sang. Nhikng réi loan nay thuéng nhe va thoang qua.

Théng bao cho bac sy nhirng tac dung khéng mong muén gap phai khi st dung thudc.

CAC PAC TiNH DUQC LY
Ma ATC: JO1DC10
BPac tinh dweec lve hoc
M6 ta: Cefprozil 1a cephalosporin thé hé thi hai, ban téng herp, cé phd khang khudn rong.
Vikhuén hoc: )
In vitro, Cefprozil ¢é tac dyng chéng vi khudn Gram dwong va Gram am phé réng. Tac dyng diét khuan cia Cefprozil do rc ché sy tdng hop
thanh té bao vi khuén. In vitro, thudc cé tac dung chéng lai hau hét cac ching vi khuan sau:
Vi khudn gram (+) hiéu khi
Staphylococci: Staphylococcus aeureus (chi bao gém chling nhay cdm véi methicillin), Staphylococcus epidermidis, Staphylococcus warneri
(Chu ¥: Pricefil khéng cé tac dung véi staphylococci dé khang methicillin).
Streptococci: Streptococcus pyogenes (Streptococci nhém A) Streplococcus agalactiae (Streptococci nhém B), Streptococcus pneumonia,
Streptococci nhém C, D, F va G, Streptococci nhém Viridans, v.v...
Vi khudn gram (-) hiéu khi
Moraxella (Branhamella) catarrhalis, Haemophylus influenzae (k& ca cac chlng sinh B-lactamase), Citrobacter diversus, Escherichia coli
f‘jrgbs.'bﬂa pneuomoniae, Neisseria gonorrhoeae (ké ca cac chiing sinh penicillinase), Proteus mirabilis, Salmonelia spp, Shigella spp,
ibrio spp
Ghi chu: D§ nhay cdm cla Citrobacter diversus va Klebsiella pneuomoniae can dwgc xac dinh bdng khang sinh do.
Vi khuan ky khi ?1/
Prevotella melaninogenicus
(Ghi chi: Hau hét cac chiing clia nhém Bacteroides fragilis déu d& khang véi Pricefil).
Clostridium difficile, Clostridium perfringens, Fusobacterium spp, Peptostreptococcus spp, Propionibacterium acnes
Pdéc tinh dwoe dong hoc
Sau khi udng Itic no hoc 6, Pricefil d&u héap thu tét. Sinh kha dung (tuyét déi) clia Pricefil khi udng la 90%. Cac théng sé dwgc dong hoc cla
thubc khang bj &nh hwéng khi ding thudc Iic no hodc ding dong thei véi cac thube khang acid, Néng d6 dinh trung binh trong huyét trong sau
khi ding Cefprozil cho bénh nhén Iic déi dwec trinh bay trong bang duwei day. Khodng 65% lidu ding dwoc bai tiét khong ddi trong nwdrce tidu.

Liéu lvong Néng do dinh trung binh Cefprozil Bai tiét qua nwoc tiéu trong 8
trong huyét twong (ug/ml) gi¢r
Mdrc dinh 80 phat 4 gior B gidy
250 mg 6,1 17 0,2 60%
500 mg 10,5 3.2 0.4 62%
1g 18,3 8,4 1,0 54%

Trong khodng 4 gi& dAu sau khi diing thudc, ndng d¢ trung binh trong nwérc tidu sau khi dung liéu 250 mg, 500 mg va 1 g Ian lvot khodng
170 pg/ml, 450 pg/ml va 600 pg/mi.
Su gén két voi protein huyét twong khodng 36% va khang phy thudc ndng @6 thubc trong khodng tir 2 pg/ml dén 20 pg/ml. Nira di phan hiy
trung binh trong huyét twong & ngwéi binh thwéng 1a 1,3 giér.
Khéng c6 bdng chikng vé sy tich Ihy Pricefil trong huyét twong & nhivng ngwdi cé chire ndng than binh thwdng sau khi udng nhiéu liéu 1 g méi 8
io trong 10 ngay.

bénh nhan suy giém chikc ndng than, nira d&i phan hly trong huyét twong kéo dai lién quan dén murc d§ réi loan chikc nang than. O' bénh
nhén hoan toan mat chirc ning than, niva doi phan hdy trong huyét twong cla Pricefil kéo dai dén 5,9 gi&r. Trong khi thdm tach mau, nira doi
phan hiy bi rit ngan con 2,1 gid.
Dién tich dwdi dwdng cong (AUC) trung binh & bénh nhan cao tudi (2 65 tudi) cao hon & nguwei tré tudi khodng 35-60% va AUC trung binh & ni
gi:ﬁri cao ho:n & nam gi¢i khodng 15-20%. Vé mat dwoc dong hoc clia Pricefil, sy khac biét vé tudi tac va giéi tinh khang c6 y nghfa tueng quan
den viéc dieu chinh lieu.
(o] bénih nhan suy chirc ndng gan, khéng nhéan thay sy khac biét cé y nghia théng ké vé céc théng sé dwoc dong hoc so véi cac ddi twong kiém
soat binh thwéng.
Sau khi diing mét liéu don 7,5 mg/kg hodc 20 ma/kg cho bénh nhan viva cat amidan, néng 46 thudc trong md amidan 1-4 gi& sau khi ding ndm
trong khodng 0,4 - 4 pg/g. Ndng dé nay cao hon ndng do (ke ché téi thidu (MIG) it nhét gap 25 1an ddi véi Streptococcus pyogenes.
QUA LIEU N
Pricefil dwgc thai trir chl yéu qua than, Trong treéng hop qua lidu néng, dic biét ¥,
thé gidp loai trir Cefprozil ra khéi co thé. .
PIEU KIEN BAO QUAN {
Bét pha hén dich ubng: Bao quan & nhiét o khéng qua 30°C i
HAN DUNG | VAR
36 thang ké tir ngay san xuat. Khéng ding thuéc khi hét han st duhg.
Sau khi pha thanh hén dich: én dinh 7 ngay & nhiét d < 25°C hodc ﬁ't-gg y & nhi

o UL A,

pOC KY EU’O’NG DAN SL'J'ADI_JNG TRUOC KHI DUNG. NEU CAN THEM
GIU THUGC TRANH XA TAM TAY CUA TRE. 2
San xuét boi: - VIANEX S.A., Plant D', Ag. Stefanof, 35048 rddstii&l26e Patras, Hy Lap.

an co ton thwong chirc nng than, thdm tach mau cd
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