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MAU TS HUGNG DAN SU DUNG THUGC (MAT TRUGC)

1. TENTHUOC:

Dopharalgic 125

2.CAC DAUHIEULUU ¥VAKHUYEN CAD KHI DUNG THUOC:
THUSGC NAY CHIDUNG THEQ BON THUGC

DE XATAMTAY TREEM

POC KY HUGNG DAN SUDUNG TRUGC KHIDUNG

3, THANH PHAN CONG THUC THUGC:

Thénh phén hoat chat:

Cefprozil khan (dudi dang cefprozil monohydrat)... 125mg

Thanh phan té duge: duéng kinh, glucose khan,

acid cilrickhan, natri citrat dihydrat, agrosil 200,

bt miidau v31q6i3g

4. DANG BAO CHE: Gé! bt pha hdn dich udng mau trang nga dén vang nhat, mi
{hom, vi ngol, bat dong nhit, khé 1o/,

5. CHI B|NH:

D gidm st phat irién cla vi khudn khang thude va duy trl higu qué cua Cefprozil va
edcloai thudc khang sinh khac, Cefprozil chinén duoc sirdung dé ditu trj hodc ngan
ngUa nhiém khuén khi xdc minh duge hodc cd nghi ngd |n do cac vi khuhn nhay
cam. Khi 66 cac théng tin nuél cdy va thiz nhay cam. ligu trinh diéu trj can duge cén
nhéelwa ehon va thay ddi phi hop. Trong truéng hep khding co dirligu do, triligutheo
kinh nghiémmé hinh dich t& hoc dia phuong.

Celprozil hén dich ubng duere chi dinh dé diéu tr bénh nhan bi nhiém tring nhe dén
trung binh do ca chiing vi khu&n nhay edm dwoc chi dinh trang cactrudng hop duee
ligt ke duwéi day:

Buwong hd hip trén:

- Viém hong, viem amidan do Streplococcus pyogenas.

Luw ¢ Thude thuang duge lya chan trong didu tr va phong nglra nhiém tring lién
cAu khuan, bao gbm dy phéng thép lim, penicillin dugc s dung duéng tigm bép.
Cefprozil ndi chung o6 hiéu qua trong viéc loal bé Streplococcus pyogenss vam
hong; twy nhién, hién tai, d& lidu guan trong thigt 13p higu qué cla Cefprozil trong dy
phong thép tim chira ca.

- Viém tal giva do Streplecoccus pneumoniae, Hasmophilus influgnzae (bao gdm cd
wac ching sén wudl p-lactamase), Moraxella (Branhamella) catarrhalis {bao gom ca
i ching san xuil P-lactamase).

Luw y: Trong dibu trj viem lai gika do céc vi khudin sén xual f-lactamase, Cefprozil cé
ty 18 diét khuan thdp hon mél ehit so voi cac khang sinh Uc ché R-lactamase dic
higu. Khi xem xétviée st dung Cefprezil, ty 12 digt khudn tang thé thap hon phaidugc
cén bing véi viéc digt vikh udn nhay cam va kha nang tang hiéu qua hodc doc tinh vai
cacsan pham cé chira chitire ché B-lactamase.

- Vigm xoang cp do Streplococsus preumeniae, Haemophilus infiuenzae {bao gbm
cé cac ching san xuét B-lactamase), Moraxelia (Branhamella) calarthalis (bao ghm
cd cac ching san xuét B-lactamase)

Duwong hé hip dudi:

- Dot cap cla viém phé quan mgn do Streplococcus pneumoniag, Haemophilus
influenzae (bao gbm cac chung san xut-lactamase) va Moraxella (Branhamella)
catarrhalis (bao gém cac ching san xu &t B-lactamase).

Davacautricaa

Nhiém triing da vé chu tric da khéng bién chumg do Staphylococcus aureus (bao
gbm cac ching san xudt penicillinase) va Streptococcus pyogenss. Ap xe thwéng
can phau thudtlogi nudc.

6. CACH DUNG VA LIEU DUNG:

Cach dung: Dung duéng udng. Pha thude vao nude dun sai d& ngudi.

Vil cac liu khang phi hop voi dang géi bét Cefprozil 125 mg, chuyén sang diing
dang hao ché hodc ham long khac phi hop hon.

Liéu dang:

Nguoi[om va tré em trén 13 tudi:

Dudmg hé hap trén:

-Viém hong fviém amidan: 500 mg cho m&i 24 gitr, dlng trong itnhat 10 ngay v&icéc
truérng hep nhidm khuan do Strepfococcus pyogenes. .

- Viem xoang cap (D&i voi nhigm khuan 1 trung binh dén nang, liéu ding nén cao
hon): 250mg méi 12 gier, trong truéng hop nang co thé tang liéu 1én 500mg méi 12
gier. Dung trong 10 ngay.

Buvng hd hdp duoi: .

- Dot chp cia vism phé quan man do vi khuan: 500 mg mof 12 gi&, dung trong 10
ngay.

Dava cautruc da: B

_\Vigm da va cAu tric da khang bién chirng: 260 mg mdi 12 giér hay 500 mg mai 24 gigr
hodc 500 mg mdi 12 giér trong truéng hop nhiém khudn tir trung binh dénnang.

Tré em tor 2-12 tudi:

Budng hé hap trén: . _ o - %

- Vigm hong /viém amidan: 7,5ma/kg méi 12 giér. dung trong it nhat 10 ngay vor céc
tréng hop nhidm khuén do Sirepfococcus pyogenes.
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(*) B tudidua ra chidé tham khéo, Lidu ding nén duoc tinh thea can ndng.

Davé cdutrieda:
-Viém dava chulnicda khang bién ching: 20 mgikg m&i 24 gi&y. trong 10 ngay.
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C(yee twéidua ra chi dé tham khdo. Lidu ding nén duoe tinh theo can nang.
Tre em i B thang-12 tudi; B
-Viémtaigitra: 18mg/kg chomGi 12 gily, trong 10 ngay.
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on A6 i dura ra ohi dé tham khao, Liéu diing nén dupe tinh theo cdn ngng.
-Viém xoang chp: 7.5mglkg hodc 15mglkg mbi 12 giér, trang 10 ngay. D val nhidm
khudn tir trung binh 3én n@ng, nén sirdiung ligu 15mgrkg.
Thirc hign theo huréng din ding thude nhir dii véi banh vigm tal gitra va viém duong
hé héptrén da dugetrinh bay & irén.
7.CHONG CHI DINH:
- Ngwirl cd 11&n sir di Ung wévi Cefprozil va cac khang sinh nhém cephalesporin
- Ngurdr co man cam v &t ky thanh phan nda cile thudc.
8. CANH BAC VA THAN TRONG KHI DUNG THUGC:

Trude khi didu Iri v Cefprozil, bénh nhn cin thir phan img qua man i Cel
Cephalosporin, Penicillin hoac cAc thude khdc, Néu sir dung thudc nay cha cac

nhan nhay cam véi Penicillin, can than trgng do cd thé mén cdm chéo gilracac T
sinh beta-lactam 44 duwoc ghi nhan 18 rong cac 1i ligu va ci thé xay ralén dan 109

cée bénh nhian oo tign stk d)ong vai Penicillin. ‘Pfe

Trong tnrémg hop xBy ra di ing véi Cefprozil, ngung st dung thube. Phin ing mén
cam nghigm 1rong an didu tr) véi Epinephrine va cac bign phap cap e khac bao
gdm the oxy. truyén dich tmh mach, truyén tinh mach thudc khdng histamine,
corticosteroid, amine tng huyet ap, kiém scat dudng thé trong cac chi dinh fam
sang

Tigu chay lign quan @én Clastridium difficile (COAD) 83 dugc bao cao khi s dyng
caic khang sinh, bao ghm Cefprozil, €6 thé & mire 08 nghiém Irgng L liéu chay nne
dén viém dai irang gay & vong. Diéu 1 bang khang sinh lam thay dél hé vi sinh vat
binh thisting clia Gai trang dén dén sy phat trién qué mic cla C. difficile. C. difficile
tgo ra 85c 10 Ava B gap phan vao su phat trién 1y 1& mac bgnh va & vang caa COAD,
Tang san xudt cac ching C. difficile gay tang 1y 1§ mac benh va Wr vong, vi nhirng
nhigm lring nay cé thé 1 ke dai dal dang khi dieu tri bing khang sinh va cé thé phai
cét ba dai trang. CDAD phai duge xem x&l trong tAt ca bénh nhan bjtiéu chay sau khi
st dung khang sinh. Cén xem xét tién sir bénh nhan chn than vi CDAD da dugc bdo
céo x3y ra sau honhai thang ding thue khang sinh.

Néu nghi ngtr hodc xac dinh CDAD, cac khang sinh khiing trisc tiép didt C. difffcile ca
thé can phai ding lai. Can bii dich va chat dign gidi thich hop, bd sung protein, khang
sinh iy tri C, difficiie va danh gia phauthuatnén duocchidinh lamsang

Chi Ginh diing cefprozil trong treding hep khdng ¢o nhigm khudn hodc chi dinh dy
phéng d&u khong co kha nang mang lai lgl fch cho bgnh nhan va lam tang nguy co
phét trign vi khudn khang thudc.

& nhing bénh nhan bj suy than hodc nghi ngir suy than, ¢An quan gél lam sang can
thén va co cAc nghién ciru thich hpp trude va trang diu Iri. Tong libu cefprozil hang
ngay nén gidm & nhimg bénh nhan nay vi nding 45 khang sinh trong huy&t tuong cao
va/hodckéo dai cd Ihé xdy ra lrén ngu i suy thén khi st dyng ligu thang thudng.
Cephalosporin, bao gom ca cefprozil, nén than trong vir bénh nhan dang dﬂngdéng
théi 12w il bing thudc lor tiéu vi nhimg téc nhan nay bi nghi ngd dnh hdng xau dén
chirc nang thén

Viée sir dung cefprozil kéo dai oo thé dan dén s phat trién qua mic cia Cac Vi khuan
=6 hal. Can can trong theo déi tinh trang cla bénh nhan. Néu bai nhiém xay ra trong
«hi diku tri, pién phap thich hop nén duoc thwe hign.

Celprozil nén duoc k& 1ga than trong & nhing nguréi ca lign sirbénh dudng ligu hoa
dacbiéla viem daitrang

Cac xét nghiém Coombs Inre tiép duong tinh da duocbao can trong qué trinh diéu trj
bang khang sinh cephalosporin, )
Khang sinh nham Cephalosporin ¢d thé géy phan &ng duong tinh gid lrong xét
nghiém khir déng cla glucose lrong nusdre tiéu (dung dich Benedict, hoge Fehling,
hoac vol vign Clinitest), trr xgt nghigm glucose nigu dua trén enzyme (glucose
oxyase). Phdningamiinhgiacoth xdy ratrong xélnghiem}suﬁgméé‘m_ during
huy&t. Cofprozil lrong mau Anh hudng dén xét nghigm cg finiyehu 1@}:’9’1;\ c
nuée tidu béng phrong phap alkaline picrate. Qo :
Ngoal cac phan (g bt lgi drgc gt ké & trén da du
duge diéu tri bang Cefprozil, cac phan g bt li s
%6l nghiém trong phéng thi nghigm &2 dugc
cephalosporin,
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MAU TGO HUGNG DAN SU DUNG THUOC (MAT SAU)

- Nhi&m dbe, hoai 1 bidu bi, réi loan chire ndng than, gay docthan.

- Thiéu mau khang hbi phuc, thidu mau tan huyét, xuat huyét,

- Kéo dai théi gian prothrombin, xét nghiém Coombs duong tinh, LDH tang cao, giam
t bao mau (pancytopenia), gidm bach cdu, mét bach cau hat,

- Mét sb cephalosporin €6 lign quan dén viéc kich hoat cac con déng kinh, dic biét &
bénh nhan suy than, khi khang glam liéu.

- Néu co giat xdy ra khi diéu tri bang thube, nén ngirng thude. Thude diéu tri chdng co
giat co thé duoc chidinh néu can thiét.

Thubc chira glucose, do d6 bénh nhan khéng dung nap mét s loai dweng can lién hé
vl bac sTtrdc khi diing thube nay.

Bénh nhankém hap thu glucose-galactose khdng nén diing thube nay.

9.SUDUNG THUGC CHO PHU NU CO THAI VA CHO CON BU:

Chira ¢ nghién clru day di trén phynir oo thai. Chi st dung thubckhithat can thiét
Duréi 0,3% liéu diing Cefprozil dugc bai tiét trong stha me, can thén trang khi st dung
vioi phy nr cho con bu vi chura cé dir lidu vé tac dong cla Cefprozil trén tré b me.
CAn cén nhic dirng thudc tam thei khi che con bl hodc sir dyng siia cang thire.

10. ANH HUGNG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Chuira dugc ghinhén.

11, TUONG TAC, TUONG KY CUATHUOC:

Tac déng cla Celprozil trén cac thude khdc:

- Ding dbng thai voi aminoglycoside lam téng dgc tinh trén than,

-Néu mit aminoglycoside dugc str dung dong thoi vol Cefprozil, dic bigtkhi sirdyng
lidu cao hodic dibu trj kéo dai, chirc nang than cén duge theo dai vi doe tinh thén tidm
tang va doc tinh cla khang sinh aminoglycoside.

Técdgng cia cécthube khéc voi Celprozil:

- Ding déng thér Va1 Probenecid: tang gép 2 1n AUC cla cefprazil

Anh hudng idi cdc xél nghigm.

Bt thuéng tam thei rong ket qua xét nghiém [am sang khéng rd nguyén nhan da
duoc bao céo trong cac thlr ngh:ém |{am sang nhu sau:

- Ganmal Tang cao cac chiso AST, ALT, phosphatase Kiém va bilirubin

- Té bac mau: Giam bach cAu v bach cu &itoan thoang qua.

- Than: Tang nhe chi s6 xét nghiém do |ugng urea nitregen trong mau (BUN) va
creatinine huyét thanh. )

12. TAC DUNG KHONG MONG MUGN CUATHUOC (ADR)

Céc phan (ng bt li véi cefprozil tvong W nhi céc phan Ung dugc quan sat o cac
khang sinh nhém cephalosporin duéng uéng. Celprozil thuding duoc dung nap tét
trong cac thix nghiém 1am sang co kiem soat. Khodng 2% bénh nhan nging didu tn
béng cefprozil dotac dyng phu, )
Céc tac dung phu phé bién nhat duoe quan sét thay & nhiing bénh nhan duoc dieu trf
bang cefprozilla: )

Tigu hoa: Tigu chay {2‘9%}. bubn nan (3.5%), ndn (1%) va dau bung (1%)

Gan mat; Téng cac chi s0 cua AST (8GOT) (2%), ALT (SGPT) (2%), phosphatase
kiém (0,2%), va gia trf bilirubin (<0,1%). Nhw voi mot sé penicillin va mét sd loai khang
sinh cephalosporin khéc, vang da & mét da dugc bao cao hiém khi xay ra.

Qué man: Phat ban (0,9%), néi mé day (0,1%). Céc phan (ing ndy da dugc bao cdo
thudng xuyén hon & tré em, Cac déu hidu va triéu chirng thudng xay ra vai ngay sau
khi b&t AL Giéu trj va gidm dén trong vai ngay sau khi nging diéu tri. y

Thén kinh trung ong: Chong mat (1%), téng dong, nhuc dhu, hdi hgp, mét ngd,
nham 130 va budn ngt duoe baa cao hiém khi (<1%). Tét cé deu co thétangty 1.
Hematopoietic: Giam sb lugng bach cau (0,2%), tang bach chu ditoan (2,3%).

Thén: Tang BUN (0.1 %E creatinine huy&tthanh (0,1%).

Khac: Ham ta va boi nhiém (1,5%), ngira b phan sinh duc va viem am dao (1,6%).
Cac tac dyng phy sau day duge béo céo hiem gdp trong qua trinh hiu mai: sbe phan
vé, phi mach, vigm dal trang (bao gém ca viém dal trdng gi@ mac), ban dd da dang,
séL, phan ing giéng bénh huyatthanh, hdi chirng Stevens Johnson va giam tiéu cau.
Mt 56 cephalosporin co lién quan dén viéc kich hoat cac con dong kinh, dac biet &
nhing bénhnhan b suy giam chirc ndng than, khi khang gidm lidu. Néu %3y ra co giat
lién quan dén didu tri bang thude, nén ngung thude. Biku trj chéng co giat cothé dugre
dua ranéu co chidinh lam sang.

13. QUA LIEU VA CACH XU TRI: _

Lidu don cefprozil 5000 mg / kg dung dudng ufing khong gay tr vong hodc dau hiép
nhigm dée & chudl truéng thanh, chut non hodc chudl so' sinh. Mot ligu duy nhat
3000 mg/ kg gay ratiéu chay va chan an & khi eynomelgus, nhung khéng 10 vang

Xir trl: Cefprozil duge dao thai chi yéu qua thén, Trong trwérng hgrp qua liéu nghiém
trong, dac biét 13 & bénh nhan vai chirc nang thén bi tan thuong, chay than nhan tao
36 6 tror oai o cefprozil khoi co the.

14. DAC TINH DUGC LYC HOC: )

Nhém dupe ly: Khang sinh Cephalosporin the h§2.

M&ATC: JO1DC10. ,
Cefprozil Ia mjt khang sinh cephalosperin ban tong hep, th& hé 2cd l?c dung digtvi
khuan dang phét trin va phén chia béng cach ire ché tapg hop thanh t& baovi knudn.
Cefprozil cotac dung in vitro cling nhur trong |am sang doi vai cac vi khuan sau:
Vikhuan Gram (+). .

- Staphylococcus aureus (bao gbmcanhing chiing tigt B-lacta masg}_

LU Y: Celfprozil khdng cé tac dung voi Staphylococd khang methicillin.

- Streplococcus pneurnoniae

- Streplococcils pyogenes

Vi khuan Gram (-): o

- Haemophilus influgnzae (bao gbm ca nhiing ching tiet B-lactamase).

- Moraxella catarrhalis (bao gdmcd nhirng ching ligt B-lactamase). ;
D lléu sau day da dugc ching minh trén in vitro; tuy nhign, ¥ nghia lAm sang cla

chiing van chua duoc biét, Cefprozil thé hién néng o rc ché t6i thidu trong Gng
nghiém (MIC) 1& 8 meg/ mL hodc thép han g6 vori hau hét (200%) ching Vi Khll.lél'l sau
day; tuy nhién, tinh an toan va higu qué‘cfia cefprozil trong dlég tri r!hiern‘ trung !arfj
sangdocacyi khudn nay chua dugc thiét 1ap trong céc (hi nghigm |am séng day du
vaduockiém sattot.

Vi khuén gram duwong hiéu khi:

Enterococcus durans

Enterococcus faecalis

Listeria monoccylogenes

Staphylococcus epidermidis

Staphylococcus saprophyticus

Streplococcus agalacliae

Streptococei (Groups C,D,F, and G) viridans group Streptococci
Luuy: Cefprozilkhdng cd tac dung vai Enterococcus fascium.
Vikhuédn hiéu khf gram am:

Citrobacler diversus

Escherichia coii

Klebsiella pneumoniag

Neisseria gonorrhoeae (bao gbm cacchingliét B-lactamase)
Proteus mirabilis

Salmonelia spp.

Shigellaspp.

Vibrio spp.

Luu y: Cefprozil khdng co tac dung véi hdu hét cac ching Acinetobacter,
Enterobacter, Morganella morganii, Proteus vulgaris, Providencia, Pseudomonas,
and Serratia.

Vi khudn ky khi:

Frevotelia {Bacleroides) melaninogenicus

Clastridium difficile

Clostridium perfringens

Fusobaclerium spp.

Peptostreplococcus spp.

Fropionibacterium acnes

Luu j Hau hét cAc ching Bacteroides fragilis déu khang cefprozil.

15. DAC TINH DUDC DONG HOC:

Cac dir ligu duoc dang hoc duoc 18y W cong thire vien nang; tuy nfién, tuong duong
sinh hoc durding utng 84 uwoc chirng minh cha vién nang, vién nén, va dang h&n dich
ubng trong didu kién dal

Sau khi ubng cefprozil khi dai, khoang 95% ligu ding dugchép thy.

Théi gian ban thai trung binh & ngudi binh thuong 1a 1.3 gio, trang khi thé tich phan
bé én dinh duoc udctinha 0,23 L/ kg.

Tang thai trlr toan co thé va ty 12 thai irlr thén twong (rng kheang 3 mL/ phit'kgva 2,3
mL/ phil /kg.

Néng d@a dinh trung binh trong huyét tweng sau khi ding (ltc d61) lidu cefpr
mg, 500 mg hodc 1 glén luetla khodng 6,1; 10,5 va 18,3 meg /mL trong vongr!
sau khi ding thubc. Nong 86 & nudc liéu chiémkhodng 60% liu ding. (O
Trong theri gian 4 giér dau sau khi ding thube. nong 4@ nude tiéu trung bink’s
dung 250 mg. 500 mg va 1 gtuong Ung khodng 700 meg/mL., 1000 meg Jrﬂl: va
meg /! ml. 3

S dyng cefprozil dang vién nén hay hén dich véi thire an khéng anh hudAdi@en
5 hip thu (AUC) hodc néng dé dinh trong huyét tuong (C) clia cefprozi oé

L

cg 1ang trong thoi gian dat nong 4o 16i da cla cefprozil (T) trong huyét
4én 0,75 giv.

Csfprozil?ién két vé protein huyét twong x&p xi 36% vakhang phu lhuéc'ﬁu
trong khodng 2 meg/ mlL dén 20 meg/ml.
Khéng cé bang chiing ve sy tich |Gy cefprozil trong huyét trong & nhdfig nguéi co
chirc nang than binh thudng sau liéu uéng lén dén 1000 mg mbi & giér trong 10 ngay.
& nhizng bénh nhan bj suy giam chirenang thén, thoi gian ban thai trong huyéttwong
cé thé: kito dai dén 5,2 giér Ly theo mc d6 réi loan chire ndng than. O nhirng bénh
nhén mét chire nang than hon toan, théi gian bén thai ciia cefprozil 42 duge ching
minh 14 dai L& 5,9 gie. Thei gian ban thai dugc rit ngan trong th&i gian chay than
nhantao. Con duéng bai tiét & bénh nhan suy gidm chirc nang than rd rét chua dugc
xacdinh.

Unml'mg banh nhén bi suy gidm chirc néng gan, th gian ban thal tang 1énkhoang 2
gio. Cac mize d6 thay déi khang dang ké nén khong ¢An didu chinh lidu cho bénh
nhansuygan.

£ ngudi linh nguyén cao tudi khde manh (2 65 tudi) khi str dyung mat ligu cefprozil 1 g
duy nhét cé AUC cao hon tir 35% dén 80% va gié trj thanh thai qua than thap hon
40% so voi linh nguyén vién ruéng thanh khde manh (W 20 dén 40 Wwéi). AUC trung
pinh & nir thanh nién va cao ol la khoidng 15 dén 20% cao hon & nam thanh nién va
cao tudi, Nhiing thay déilién quan dén loi va gidi trong dugc dang hoc cia cefprozil
laknéng du 4é digu chinh lidu.

Chua codi liéu day du vé ndng do cefprozil trong dich ndo 1y (CSF).

Céc théng sb dugc dong hoe co thé so sénh coa cefprozil duge quan sat giba cac
bénh nhi (B thang dén 12 tudi) va nguei 1&n sau khi ubng liéu phtt hgp. Néng dé dinh
dat duocsau 1 dén 2 giér sau khi dung thude,

Thii gian ban thai trong huyét tvong la khodng 1,5 gior. Néi chung, néng d¢ cefprozil
trong huyét teng & bénh nhan nhi & liéu 7,5; 15 va 30 mg / kg wong W & nhiing
ngudl trrdng thanh trong ciing khung thoi gian twong (g voi cac ligu 250, 500 va
1000 mg.

16.QUY CAGH DONG GOI: Hop 12g6i 3g, hop 24 goi 3g, F )
17. DIEU KIEN BAD QUAN, HAN DUNG, TIEU CHUAN CHAT LUGQNG CUA

THUOC:

Diéu kign bdo guan:

Noikho, nhigt 3 dudi 30°C, trénh anh sang.
Han ding: 36 thang k& W ngay sén xual.
Khéng dung qué thoi han ghi trén bao bl.
Tiéu chuan chatlugng: TCCS. )
18, TEN, DIA CHICUA CO SG SAN XUAT:

CONGTY CO PHAN DUGC PHAM TRU
L6 27, khu cdng nghiép Quang Minh, t
phé Ha NI

DT 024.39716291 FAX: 024.352514800




