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PHARBAREN 250MG
PHARBAREN 500MG

2. Cie diu hi¢u hru ¥ va khuyén cio khi ding thude:
Dé xa tim tay tré em.
Doc ki hudng din sii dung trinve khi ding.
3. Thinh phin céng thire thude:

PHARBAREN 250MG QI/ ’
Thanh phin hoat chét: '
Cefprozil (diedi dang Cefprozil monolydrat). ..............cccuvveeesieseeneeseeeeesieeessnnens 250 mg
Thanh phén 14 dugc:

Avicel PH102, Povidon K30, Acrosil R200, Magnesi stearat, Talc.....oovevvvenvreveenne. vira da | vién
PHARBAREN 500MG

Thanh phin hogt chit:

Celprozil (diwoi dang Cefprozil Monohydrat)....................ooveuusiieriesiissessesisssssseens 500 mg
Thanh phin t dugc:

Avicel PH102, Povidon K30, Aerosil R200, Magnesi stearat, Talc......ovvevvvvenene. o vim dia 1 vién

4. Dang bio ché:

Vién nén bao phim

M ta san pham:

PHARBAREN 250MG: Vién nén bao phim tron, mau triing ngd, mot mit nhiin, mot mét ¢6 vach
phan liéu, canh vé thianh vién lanh 1in.

PHARBAREN 500MG: Vién nén dai bao phim, mau triing nga, mét mit nhiin, mot mit c6 vach
phén liéu, canh va thanh vién linh lan.

5. Chi dinh:

Nhiém triing nhe dén vira gy ra boi cic dong vi khudn nhay cam:

- Viém hong va viém amidan gy ra boi Streptococcus pyogenes
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- Viém tai git, viém xoang cdp, nhifm tring cdp trong viém phé quan man tinh gly ra boi
Streptococcus preumoninae, Hoemophilus influenza (bao gdm cée dong san sinh f-lactamase) v
Moraxella (Branhameila) catarrhalis (bao gom cac dong sin sinh B-lactamase)

- Nhidm tring da va cliu tric dudi da khing bién ching gly ra béi Staphliococcus aureus (bao
gdm céc dong san sinh penicilinase) vi Sireprococcus pyogenes.

- Nhilm trimg tiét ni¢u kbdng bién chimg (bao gdm viém bing quang cdp tinh) giy ra béi
Excherichia coli, Klebsiclla pnewmoniae, Protes mirabilis.

DE lam gidm sy phdt 1rién cda vi khudn khing thudc va duy tri hidu qua cia cefprozil va céc logi
thude khing khudin khic, chi sir dung Cefprozil 8¢ diéu tri hodic nglin ngira nhiém tring da dugc
chimg minh hodc et nghi ngdr do vi khudn nhay cim giy .

6. Litu dimg, cich ding:

Liéu dimg

Ngwii Mom va tré em tir 13 tudi trir len:

- Viém hong vi viém amidan S00 mg24h q'/
- Viém xoang cilp tinh 250 mg/12h hode 500 mg/12h

- Nhiém tring cdp tinh trong viém phé quan man tinh 500 mg/12h

- Nhim tring da vi cdu tric dudi da khdng bidn chimg 250 mg/12h hojic 500 mg/24h
- Nhiém triing tiét nigu khong bién chimg 500 mg/24h

Tré em tir 2 tubi dén 12 tubi:

- Nhiém trimg da va ciu triic dudi da khong bién chimg 20 mg/kg/24h

Tré so sinh vi tré em (tir 6 thang dén 12 tubi):

- Viém tai gita 15 mg/kg/12h

- Viém hong vi viém amidan 7.5 mg/kg/12h

- Viém xoang ciip tinh 7.5 mg/kg/12h hojc 15 mg/kg/24h
Thii gian diéu trj

Thoi gian didu tri thuimg kéo dai tir 10 dén 15 ngiy, duge quyét dinh dya trén tinh trang 1dm sing
ctia bénh nhén vi ddp img vi sinh. Ddi voi viém bing quang cip tinh khong bién chimg, thii gian
diéu trj thutmg kéo dai 7 ngiy. Trong diéu trj nhiém trang gdy ra boi Streptococcus pyogenes, thoi
gian diéu trj cin kéo dii toi thiéu 10 ngiy.

Suy thin
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Khong cin hi¢u chinh lidu ding trén binh nhin suy thin c6 dd thanh thii creatinin > 30 mU/phit.
Vi bénh nhin suy thin ¢é dé thanh thii creatinin < 30 mI/phat, chi ding nim liéu thong thuimg
v giif nguyén khodng cich giita cic liéu ding Cefprozil bi loai b mdt phin béi thim tich miu,
vi vily chi nén sir dung thudc sau khi két thixc phién thim tich miu.

Cich dung;

Thude ding dudmg wng, khdng phu thude vao bita in.,

Ciich xcii tri kiti quén dimng thude

Ding liéu a3 quén ngay khi nhé ra. Néu sip dén thi gian ding liéu tip theo, bd qua lidu d3 quén
va tidp tuc lich trinh ding thude binh thuéng. Khing dimg lidu gip doi dé bi cho lidu a2 b 13,

7. Ching chi dinh:

Di {mg v6i khing sinh nhom cephalosporin hay bdt ki thanh phin nio cim thude.

8. Cinh bio va thin trong khi dimg thude:

Qud min vi dj img

Trude khi bit diu diéu trj vai celprozil, cin xéc dinh xem bénh nhin ¢d phin (mg qui min véi
cefprozil, cephalosporin, penicilin, hodic thude khic hay khdng. Cin thin trong néu sir dung thube
ndy trén bénh nhin nhay cam véi penicilin bai nhay cam chéo gida clic khing sinh nhém beta-
lactam dal duge ghi nhin vi ¢6 thé xudt hién trén 10% bénh nhin cd tidn sir di (mg voi penicilin.
Khi phin img dj img thudc xudl hién, cin ngumg sir dung thude ngay 1ap tire. Xir tr dj dng thude
co thé cin sir dung epinephrin va cic bién phip cip cire khdc bao gbm oxy, truyén dich, tiém
khang histamin, corticosteroid, hd try dudmg th.

Dy diy - rujt

Tiéu chiy do Clostridium difficile (CDAD) duge bdo cio khi sit dung khing sinh, bao gdm
cefprozil. Tinh trang tiéu chay ob thé biéu hign tir nhe dén nding, thim chi din dén tir vong do viém
dai tring. Vi vily, cdn cin nhic chin doin niy ¢ bénh nhdn sau khi sir dyng khing sinh vii cde
tridu chimg tiéu chay, viém dai tring, viém dai tring ming gid, viém dai trdng nhidm dée cdp tink,
thing rudt. DA cé bdo cdo vé trrimg hop mic CDAD hon 2 thing sau khi sir dung khing sinh.
Liéu phip khing sinh c6 thé khing higu qui khi diéu 1ri CDAD ning. Sau khi chin dodn CDAD,
cén tién hinh ngay ciic bign phiip didu trj thich hop. CDAD thé nbe thuimg dip img véi vie ngung
sir dyng khing sinh khéng tryc tiép diéu trj C. difficile. Trong truéng hop bénh nhin mic CDAD
thé vin tGi njng, cin kiém sodt dich vi dién giai, bd sung protein, diéu tri véi khang sinh higu qua
trén C. difficile, thim chi phil thudit khi cén thiét,
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Thiéu miu tan miu

D4 ¢6 bio cdo vé tinh trang thiéu miu tan mau do mién dich trung gian & bénh nhin sir dung khing
sinh nhém cephalosporin. Néu bénh nhin bi thidu mau trong thoi gian diéu tr hodc sau khi sir
dyng cefprozil 2 8én 3 tuin, ciin cin nhic chin dodn thiéu miu lién quan dén cephalosporin, ngung
sir dung thube v 1iép tuc theo ddi tinh trang thiéu miu dé cé bign phip xi tri thich hop.

Khdng nén sir dung cefprozil & binh nhiin ¢o tién sir thiéu mdu tan méau lién quan dén cephalosporin
béi tinh trang thiéu mau tan mau née tdi phit thudng niing hom vt nhidu.

Khuyén cio chung

Ciin danh gid tinh trgng thiin cia binh ahin trude vi trong qui trinh diéu trj, nhit 1a & ngudi bénh
nding. Véi bénh nhiin i duoc chin dodn hodc nghi ngdr bi suy thin, cn theo doi lim sing vi xét
nghiém cdn lim sing chiit ché trude vii trong qud trinh didu tri voi cefprozil. Ciin giam téng liéu
mdi ngiy cia cefprozil & bénh nhdn c6 db thanh thii creatinin < 30 mi/phit boi nong o thude
trong mau o6 hé cao hojie duy tri khi ding lidu khuyén cdo théng thudmg trén nhimg bnh nhin
ndy. Thin trong khi sit dung cephalosporin, bao gom ci cefprozil, trén bnh nhin sir dung ddng
thixi thude loi tiéu manh béi thudce loi tiéu o thé giy hai dén chirc nding thin.

Sir dyng liu dai cefprozil co thé gy ting sinh vi khuiin khdng nhay cim. Clin theo dbi sit sao tinh
trang cia bénh nhin, Néu ¢6 bdi nhim trong qui tinh diéu tri, cdn cé bién phap xur Iy phi hop.
Di ¢6 biio cdo vé phin img Coombs trye tiép duong tinh trong qui trinh diéu irj véi khdng sinh
nhém cephalosporin. Thin trong khi sir dyng thuée trén bénh nhiin co tién sir mic bénh Iy vé da
dary-rudi, ddc biét la viém dai tring.

Treé em

Vige sir dung cefprozil trong diéu trj viém xoang ¢hp tinh & dbi twgnyg bénh nhin nay dya trén
nhimg bing chimg tir nghién cir trén ngudi 16n vi duge dong hoe o tré em.

Tinh an todn v hidu qué cia thude & tré nhd hom 6 thing tudi chua duge thiét lip. DA ¢ béo cdo
vé tich Iy cde khing sinh cephalosporin khac @ tre so sinh (gily ra do thoi gian bén thii kéo dai &
nhom twhi nay).

Nguwini cao tudi

Chua cé nghién cirs sir dung cefprozil & ngudi cao tubi mie bénh min tinh. O ngudi cao wdi, thai
trir thudc qua thin bi suy gidm ngay ca khi d thanh thii creatinin huyét thanh & mie binh thudmg,
C6 thé chi dinh gidm lidu holic gidm tin suft sir dung thude & dbi tugng bénh nhin niy.

9, Sir dyng thudc cho pby nir ¢6 thai va cho con bii:
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Phy nir ¢6 thai

Nghién ctru vé chire nang sinh sn @3 duoe thye hién trén chudt nhit, chudt va the & liéu gip 14,
7 vt 0,7 lin so véi lidu tdi da hang ngiy & ngudi (1000 mg) tinh theo mg/m?, vit khing tim thily
bng chimg vé tic hai cia cefprozil trén bio thai. Chum ¢6 nghién ciny diy da trén phu ni ¢o thai,
chi nén ding thube néu o7 ich vuot tr6i so véi nguy co.

Phu nir cho con ba

it hom 1% lidu thube ding trén me duge bii 1iét vao siia. Thin trong khi sir dung thube trén phy
nir cho con bii. C6 thé cin nhic viée ngung ding thude tam théi,

10. Anh hwimg cia thude 180 Khi ning lii xe, vin hinh miy mée:

Do thudc ¢é thé giy chong mat va budn ngi, khdng nén sit dung thude khi l4i xe va viin hinh miy
moc.

11, Twong tic, twong Ky cua thube:

Twong tac thube - thude:

Dic tinh trén thin di duoc bio cdo khi sir dung dong thivi khing sinh nhom aminoglycosid va
khang sinh nhém cephalosporin.

Sir dung dong thisi voi probenecid lam ting gip d6i dign tich dudi dudmg cong (AUC) cia
cefprozil.

Twong tic thude/thi nghi¢m:

Khdng sinh nhdm cephalosporin c6 thé giy phiin (mg duong tinh gid cho glucose trong nudce tidu
v phép thir khir ddng (dung dich Benedict hojc Fehling hojic véi vién Clinitest), nhung khing
inh huémg dén phép thir enzym (glucose oxidase) cho glucose niéu. Phan img dm tinh gid co thé
xuiit hién trong phép this ferricyanid cho duimg huyét. Sy c6 mit cia cefprozil trong mau khong
inh huong dén phép dinh lugng creatinin trong nuoe tiéu hodic huyét thanh bing phuong phip
picrat kiém.,

12. Tic dyng khéng mong mudn cia thube:

Tic dung khdng mong mudn gip phai khi sir dung cefprozil twong ty nhur khi sir dung céc
cephalosporin dudmg ubng khic. Khoang 2% bénh nhan phii ngung sir dung cefprozil do tic dyng
khéng mong mudn.

Ciic tic dyng khong mong mudn thuémg gip nhit khi sir dung cefprozil bao gdm:

- Tiéu héa: tiéu chay (2,9%), budn ndn (3,5%), ndn (1%) va dau bung (1%).

¥
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- Gan vl mit: ting AST (SGOT) (2%), ALT (SGPT) (2%), phosphatase kiém (0,2%) va bilirubin
(< 0,1%). Tuong ty nhy v6i mdt sé penicilin va cde cephalosporin khdc, 38 ¢6 bdo cdo vé cic
truimg hop hiém glip viing da & mt.

- Qua min: phat ban (0,9%), mé day (0,1%). Cic ¢ dung khong mong mudn niy thuimg gip trén
tré em hom ngudi lém. Cic diu higu va trigu chimg thudmg xudt hién sau vii ngay diu tién cia dot
diéu trj vi bién mit trong mdt vii ngay sau khi ngumg sir dyng thude.

- Thiin kinh trung wong: chong mit (1%), ting déng. dau ddu, cang thiing, mét ngd, 10 in, budn
ngu duge bdo cdo I3 hiém gip (< 1%).

- Hé tao mdu: gidm tdng lugmg bach ciu (0.2%) vi bach cdu di toan (2,3%).

- Thiin: ting BUN (0,1%) va creatinin huyét tuong (0,1%).

- Khic: hiim, bdi nhiém do bim (1,5%), ngira bd phin sinh duc va viém am dao (1,6%).

M{t sb tic dung khéng mong muén hiém giip dugc bio cho trong qud trinh theo ddi sau tiép thi:
qué mdin, phii mach, viém dai tring (bao gdm ci viém dai tring ming gid), hdng ban da dang, sbt,
hdi chimg Stevens-Johnson, gidm tiéu cdu.

Mot sb tie dung khdng mong mudn duge bio ¢io trén bénh nhin sir dung khing sinh nhom
cephalosporin: thiéu mau bit san, thiéu miu tan mau, xudt huyét, rdi loan chirc ndng than, hoai tir
thugng bi nhiém déc, déc tinh trén thin, kéo dai thoi gian prothrombin, phin img Coombs duong
tinh, ting LDH, gidm bach ciu trung tinh, ting bach ciu hat, suy tdy. q./

Thing bio cho bic si ciie tic dung Khing mong mubn gip phii khi dimg thube.
13, Qua lidu vi cich xir tri:

Tédi nay chua ¢b biio cdo vé vide ding qui lidu cefprozil, vi viy kbdng c6 dir lidu cy thé vé trigu
chimg, diéu tri khi qué liéu thudc. Nghién ciru dic tinh trén ddng vt cho thly lidu don cao 16
5000 mg/kg khing giy higu qua nghi¢m trong hay 1 vong.

Cefprozil duge dio thii trude tién bi thin. Trong truémg hop qui liéu nghiém trong, nhit 1a trén
bénh nhin o6 ton thuong chirc nang thin, thim tich mdu sé gitp loai bd cefprozil ra khoi co thé.
Cefprozil duge dao thii tnrde tién bai thin. Trong trudng hop qué lidu nghiém trong, nhit 14 trén
bénh nhiin ¢6 1én thuong chirc niing thin, thim tich mdu sé gidp logi bo cefprozil ra khoi co thé,
14, Dije tinh duye lye hoe:

Cefprozil la khing sinh cephalosporin bin tdng hop phé rong. Cefprozil cé hidu luc in vitro trén
phéd rdng vi khuiin gram duong vit gram am. Cefprozil c6 hidu luc diét khudn nhir tic dung irc ché
thng hop thanh € bao. Cefprozil bén vimg hon cefaclor dudi sy thiy phin beta lactamase do
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penicilinase ma hoa plasmid bao gdm TEM vil S qureus enzym ciing nhu cic enzym nhdm la, Ib,
lc va Id. Cefprozil khéng co hoat tinh tén cic vi khuin khang methicillin Staphylococei,
Enterococcus faecium, hiu hét cic ching Acincrobacter, Enterobacter. Morganella morganii,
Proteus vulgaris, Providencia, Psendomonas va Serratia

15. Ddc tinh duge ding hoe:

Cefprozil duoc hiip thu tét khi ubng. kiing phu thude vin bita in Sinh kha dung duimg ubng ciia
cefprozil dat khodng 90%. Duoe déng hoc cia cefprozil khéng b dnh hudng bai thire dn hode
thube khing acid st dung déng théni. Néng dé thude trung binh trong huyét tuong sau khi sir dung
thude 1i¢ d6i duge néu trong bing sau.

Lidu Nong dd cefprozil trong huyét twong® (meg/mL) Thai trir qua than
Dinh ~ 1.5 gier | 4 pidy 8 gio sau 8 gidr

250 mg 6,1 .7 0.2 60%

500 mg 10,5 32 0.4 62%

Tg 18,3 8,4 1.0 54%

* Dit li¢u thé hién gia tri trung binh tir 12 nam tinh nguyén tré tudi.

Trong 4 gié déu sau khi ubng thude, ndng dd cefprozil trung binh trong nude tidu xdp xi 170
meg/mL, 450 meg/mL, 600 meg/mL, lin lugt twong img voi liéu 250 mg, S00 mg, | g Thési gian
bén thii trung binh cia thube trong huyét tromg 14 1,3 gio. Ty I glin véi protein huyét wong Ia
36% v khong phy thude vito ndng 43 thube trong khodng 2 meg/mL dén 20 meg/mL. Khong thiy
bling chimg vé tich 10y cefprozil trong huyét twong & ngudi c6 chire ndng thin binh thuimg sir
dyng lidu udng 1p lai 1én dén | g mdi 8 gio trong 10 ngay.

D6i vai binh nhin suy thin: Thai gian ban thai thude trong huyél trong c6 thé b kéo dai dén
5.2 gid, ty thube vao mie dd suy thin. O bénh nhin md thin hodn todn khdng hogt ddng, thivi
gian ban thii trung binh dat 5,9 gidv. Trong qud trinh thim tich mau, thai gian bin thai cia thube
giam con 2,1 gié.

Déi viri bénh nhin suy gan: Khing thiy sy khic biét vé duoe dong hoe ciia thude & binh nhin
suy gan so v&i bénh nhiin c6 chire niing gan binh thuimg.

Dbi véri bgnh nhin I ngwdi eao tudiz Sau khi sir dung | liéu | g cefprozil, AUC & ngudi cao tudi
(2 65 tudi) cao hon xdp xi 35 - 60% so vii AUC & ngudi trudmg thanh tré twdi vt AUC trung binh
& nir gidi cao hon xdp xi 15— 22% so véi AUC & nam gidi. Voi mirc 4§ chénh léch vé duge dong
hoc nay, khing cin thiét phai higu chinh lidu ding & ngudi cao 1udi.

Déi véri bénh nhin 13 ngudi eao tudiz Duge ddng hoe 6 bénh nhan nhi (6 thing — 12 tubi) khing
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2 gidr dung thude. Thoi gian bin thii thudce trong huyét twong xdp xi 1,5 gid. AUC & bénh nhi si
dung liéu 7,5, 15, 30 mg/kg lin lugt tuong duong véi AUC & nguii truéng thinh sir dung lidy
250, 500, 1000 mg.

16. Quy cich dong goi:

Hop | vix 10 vién nén bao phim Pharbaren 250mg, kém huéng din siz dung.

Hop 1 vi x 10 vién nén bao phim Pharbaren 500mg, kém hudng din sir dung.

17. Diéu kign bio quin, hyn ding, tiéu chuin chit lugng cia thude:

Diéu Ki¢n bao quin

Noi khd, tranh dnh sdng, nhiét 49 dudi 30°C

Han ding

24 thing ké tir ngay sin xudt

Tiéw chuin chit lugng

Tiéu chuin co sé

18. Tén, dia chi cia co sir san xuit thude:

CONG TY CO PHAN DUQC PHAM TRUNG UONG I - PHARBACO

Dia chi: 160 Tdn Dirc Thing - Dong Da - Ha Noi

DT: 84-24-38454561; Fax; 84-24-38237460

Sdn xudt tai: Thanh Xudn - Séc Son - Hi Ni : O'.)L
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