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Cefprozil Tablets USP 500mg Cefprozil Tablets USP 500mg
Composition: Each film coated tablet contains: Thanh phin: MBI vién nén bao phim 6 chira
Cefprozil monohydrate equivalent to Cefprozil monohydrat trong duong
cefprozil 500.0 mg cefprozil 500,0 mg
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FARIZOL 500

Thanh phin:

M&i vién nén bao phim ¢6 chira cefprozil monohydrat tuong dwong cefprozil 500 mg

(td duge: calcium carboxy methyl cellulose, hydroxy propyl cellulose, lactose, magnesium
stearat, sodium starch glycolat, poly ethylen glyeol 6000, hydroxy propyl methyl cellulose, Titanium
dioxid, purified tale)

Dang bio ché:

Vién nén bao phim.
Durgre Iyre hpe:

Cefprozil 1a mjt khing sinh cephalosporin ubng, bin téng hop, thé hé 2, ¢6 the dung digt vi
khuén dang phat trién va phn chia biing cdch irc ché tdng hop thanh t& bio vi khuin.

Pho khéng khuin: Cefprozil ¢6 tic dung in vitro ddi v6i ciu khudn G (+) va vi khufn G (-)
Chiing nhgy cim

Vi khudn hiéu khi Gram (+): Staphylococcus aurens (bao gbm ching sin xudt ra p-
lactamase); Streptoceccus pnewmonia; Sireplococcus pyogenes.

Cefprozil khong c6 tde dung vdi chiing staphylococei khing methicillin

Vi khuan hiéu khi Gram (-): Haemophilus influenzae (bao gdm ci ching sin xuit ra p-
lactamase); Moraxella (Branhamella) catarrhalis (bao gom cd ehing sin xudt ra f-lactamase)
Chiing it nhay cdm

Vi khudn hiéu khi Gram (+): Enterococeus durans, Enterococeus faecalis; Listeria
monocytogenes;  Staphylococeus  epidermidis;  Staphylococeus  sapraphyticus;  Staphylococeus
warneri; Streptococeus agalactiae; Streptococei (Groups C, D, F, va G) viridans group Streplocoeci,

Ceiprozil khdng cé tic dyng vai ching Enterococcns faecium,

Vi khudn hiéu khi Gram (-): Citrobacter diversus; Escherichia coli; Klebsiella pnewmonia;
Neisseria gonorrhoeae (bao gdm ca ching sin xufit ra P-lactamase); Proteus mirabilis;
Salmonella spp. ; Shigellaspp.; Vibriospp.

Cefprozil khing cé tic dung véi cic chimg Acinerobacter, Enterobacter, Morganella
morganii, Proteus vidgaris, Providencia, Pseudomonas, va Serratia.

Vi khuiin ky khi:

Prevotella (Bacteroides) melaninogenicus; Clostridivm difficile; Clostridium perfringens;
Fusobacterium spp.; Peptostreptococcus spp.; Propionibacterinm acnes.

Hau hét cac chiing Bacteroides fragifis th khang véi cefprozil.

Durgre dging hoc:

Sau khi ubng Cefprozil, thube dirge hip thu nhanh 1gi dudmg tiéu hod, khodng 95% lidu diing
duge hip thu. ‘Nang d{ dinh ciia thude trong huyét tuong sau khi udng liéu 250mg, 500mg hay 1g 13
viio khoang 6,1; 10,5 vd 18,3pg/ml dat dugre sau khodng 1,5 giér dimg lhqéc. Thire fin khdng lam anh
huémg dén kha niing hip thu cda thube, khi niing lién két vai protein huyét twong I 36%.

Théi gian bén thai trung binh cla thube trong huyit luonz trén d:fli trgng khoé manh 1a 1,3
gid, v&i ngudi suy gidm chirc niing thiin thoi gian bin thdi cla thude c6 the [én dén 5.2 gidr tuy thuge
vio mirc dj suy than. thude cb the duge loai ra khéi eor thé biing qué trinh thim tich méu. thube duge
bai tiét chit yéu qua thin.

Quy cach déng gdi:

Hop | vix 10 vién.

Chi dinh: . )

Ceprozil duge chi dinh dé diéu trj cic nhim khudn do cdc vi khudn nhay cdm: Viém hiu
hong, viém amidan, viém tai gilta, viém xoang, viém phoi thir phat va viém phdi cap va man tinh,
viém da va cdu triic da, viém dudmg tiét ni¢u khong bién chimg,

Litu ding: ) .

Ding dwimg udng, ¢6 thé ubng vao lie d6i hofie lie no, thai gian dieu tr trong phin 16n cdc

thir nghié¢m lim sing la 10-15 ngay
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Liéu ding hing ngiy t6i da cho tré em khéng duge virgt qua liu t6i da h
khuyén cdo cho ngudi lon

T CONG TY 2%
i
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Neuoi 16n va tré em trén 13 tubi; JIEN GIANG/ =
Viém hau hong/viém amidan: 500mg cho m&i 24 gidr, diing trong 10 ngay e >

Viém xoang: 250mg mdi 12 gid, trong truémg hop ning ¢b thé ting liéu 1én 500m
gidy, ding trong 10 ngay.

Viém phdi thir phat cdp tinh va giai dogn edp tinh cia viém phdi man: 500mg méi 12 gio.
Diing trong 10 ngay.

Viém da va cdu tritc da: Liéu ding 13 250mg m&i 12 gitr hay 500mg méi 24 giér hogc 500mg
méi 12 giér. Ding trong 10 ngy )

Viém dudmg tiet nigu khong bién chimg 500mg moi 24 gidr. Ding trong 7 ngay
Tré ubi téi 12 tubi

Viém hau hong/viém amidan: 7,5mg/kg cin niing mdi 12 gid.

Nhiém triing da vi cdu tric da: 20mg/kg mdi 24 gio. Ding trong 10 ngay
Luru ¥: Liéu ding déi véi tré em <13 wdi, dé tién cho viée phan lidu c6 thé ding dang bio ché khée
(b5t pha hén dich udng).
Litu trén bénh nhén suy thin

Dj thanh thaii Creatinin e z i
(mL/min) Licu ding (mg) Khoding cich licu

30-120 Nhur licu chuan Nhu liéu chuin

0-29*% 50 % licu chudn Nhu ligu chuin

* Cefprozil ¢6 thé dugc loai bd biing tham tich méu, do dé nén sir dung thude ndy sau khi da
tham tich miu xong.

Chong chi dinh:

Khing ding cho nhimg bénh nhan di imng vdi cefprozil hay cic khing sinh thugc nhém
cephalosporin,
Thiin trong:

Bénh nhin c6 tién st mdn cim v&i cefprozil hay cdc khing sinh khic thuge nhém
cephalosporin.

Bénh nhan duge biét man cam véi penicillin, )

Vi ¢6 phén (mg qua min chéo (bao gom phén img soc phan v¢) xay ra gilta cdc ngudi bénh dj
{mg véi cic khiing sinh nhom beta - lactam, nén phai than trong thich déng, vé siin sing moi thir dé
diéu trj s6c phan v§ khi diing cefprozil cho ngudi bénh trude diy di bi dj img v6i penicilin.

Bénh nhiin hay gia dinh bénh nhan ¢6 tién sir di {mg nhu: hen phé quin, phit ban v ndi mé
day.

Di ¢6 bio cdo viém dai tring méng gid xay ra khi sir dyng céic khang sinh phd ring, vi vily
cin quan tam chin doan bénh ndy vi diéu trj thich hgp cho ngudi bénh bj ia chay ning do ding
khang sinh. Nén hét sirc thin trong khi k& don khang sinh pho réng cho nhimg ngudi ¢6 bénh duing
liéu héa, dic biét 1a viém dai tring.

Bénh nhin suy thin ning. ; 5 o P )

Khong duge sir dung trén bénh nhin 6 tién sir thicu méu tan huyet ket hop véi
cephalosporin. ) s

Diing cefprozil dai ngdy c6 thé lam cde chiing khong nhay cdm phit tricn qui mirc. CE::» theo
d&i ngudi bénh can thin, Neéu bi bdi nhiém nghiém trong trong khi ditu tri, phdi ngimg sir dung
thube.

Pl niv cd thai va cho con bi: ; _— .

Chura ¢6 nghién eiru ¢ d tin ¢y vé dnh hudng cia ihuéc dbi véi phy nix ¢6 thai, Vi thé, chi
nén st dung thudc ndy cho phy nir ¢6 thai khi thye sir can thiet. ]

Théri ki cho con bii: cefprozil ¢6 bai tiét qua sita mg. Ngudi me nén ngimg cho con b trong
thsi ky diing thude, hofic ngimg ding thube.

Tdc djng doi véi kha ndng Idi xe va vin hank mdy méc:

Ding duge khi [4i xe va vin hianh miy méc.
Tuong tic thube:

15/ s o)
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Khong c6 thong béo dge tinh xay ra khi diing dong thdi cée thude khéng sinh d
TIEN GIAN

vGi cdc khang sinh cephalosporin.

Probenecid lam ting nong dd cefprozil
Tée dung phu
Dudng tiéu hoa =

Viém dai tring gid mac dd duge bdo cdo & nhimg bénh nhan duge diéu trj biing khang sinh
cephalosporin. Néu bi tiéu chay xdy ra va khdng dap img véi ngung thube va / holic tiéu chudn didu
tri, viém dai trang gid mac can dugc xem xét.

Téc dung phu tiéu héa di bao gém budn nén (2,9%), tiéu chay (3,5%), non (1%) va dau bung
(1%). Trudmg hop hiém hoi ctia Clostridium difficile viém dai trang di dugc béo cdo véi mot s6
cephalosporin.

Huyét hoe ‘

Tang bach cau eosin (2,3%), gidm bach cau trung tinh (0,2%), va gidm tiéu céu. Thiéu méu
bét san, thiéu méau tan huyét, xut huyét, thoi gian prothrombin kéo dai, xét nghiém duong tinh
Coombs, pancytopenia, giam bach cau, mat bach céu hat.

Thin
Téng creatinin huyét (0,1%) va BUN (0,1%); Viém than ke. (Sét c6 hdi phuc, chimg nito huyét, dai
mil, va eosinophiluria 1a diém ndi bat ctia cephalosporin gdy ra viém than k&.)

Gan
Tang AST (2%), ALT (2%), alkaline phosphatase (0,2%) va bilirubin (<0.2%). Hiém gip ctia
vang da r mat
HE¢ thing thin kinh
Chéng mit (1%), hiéu dong thdi qua, nhire dau, cing thing, mat ng, 14 lan, va budn ngi
trong. Hiém gip dong kinh (<1%).
Da liéu
Phét ban (0,9%), ndi mé day (0,1%), hong ban da dang.
Qua lidu:
Duing véi liéu 5000 mg/kg can niing ctia cefprozil khdng giy tir vong hay céc déu hidu doc
tinh ndo trén ddng vit thi nghiém. Liéu don 3000mg/kg cin niing c6 thé gdy tiéu chay, chén in.
Cefprozil duge bai tiét diu tién qua thén. Vi thé trong trudng hop qua lidu, dic biét trén bénh
nhén suy giam chirc ning than, viéc tham tach mau s& gilp loai bo thude ra khéi co the.
Bido quan:
Béo quan noi kho, mat & nhiét do dudi 30°C, trénh dnh sdng.
Han dung:
24 thang ké tir ngay sén Xuét,
Tén, dia chi, biéu tugng (néu c6) ciia co s& sin xuit:
KWALITY PHARMACEUTICAL PVT. LIMITED.
Nag Kalan, Majitha Road, Amritsar, Punjab, An D$
Ngity xem xét sira dbi, cap nhit lai ndi dung hwéng din sir dung thude:
03/11/2017

Sinh duc
Ngira dm dao va by phén sinh duc trong (1,6%). /
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Doe ki b .‘rm:g diin st dung tride khi ding
Dé xa tim tay fré em
Thong bdo cho bic si hay dwge sy nhitng tic dung khéng mong muin gip phii khi ding thude

Thanh phiin, ham lwgng thude:

M&i vién nén bao phim c6 chira cefprozil monohydrat twong duomg cefprozil 500mg

(ta duge: calcium carboxy methyl cellulose, hydroxy propyl cellulose, lactose,
magnesium stearat, sodium starch glycolat, poly ethylen glycol 6000, hydroxy propyl methyl
cellulose, ']1tamum dioxid, purified talc)
Mo ta san phim:

Vién nén bao phim. Vién nén hinh thoi, hai mit 15i, mau tring.
Quy cach déng goi:

Hop 1 vix 10 vién.
Thube ding cho bénh gi

Ceprozﬂ duge chl d;nh dé diéu trj cde nhiém khuin do cde vi khudn nhay cam: Viém hiu
hong, viém amidan, viém tai gilra, viém xoang, viém phm thir phit va viém phdi cip va man
tinh, viém da va céu triic da, viém dutrnﬁ tiét ni¢u khéng bién chimg.
Nén ding thube nay nhur thé ndo vi liéu hrgng:

Duing dudmg udng, ¢6 thé udng vao lic déi hodc lic no, thi gian diéu trj trong phdn lén
céc thir nghlo;m lam sang 1a 10-15 ngay

Liéu ding hang ngay i da cho tré em khéng duge vuot qua lidu t6i da hang ngay duoc
khuyén céo cho ngudi lén )
Neuwdi 16m va tré em trén 13 tudi:

Viém héu hong/viém amidan: 500mg cho mdi 24 gi®, ding trong 10 ngay

Viém xoang: 250mg mdi 12 gidy, trong trrdmg hop ning ¢6 thé ting lidu 1én 500mg mdi
12 gid, ding trong 10 ngay. ) )

Viém phdi thir phat céip tinh va giai doan cdp tinh ctia viém phbi man: 500mg méi 12 gid.
Ding trong 10 ngay.

Viém da va cfu triic da: Liéu ding 12 250mg mdi 12 gi& hay 500mg mdi 24 giér hofic
500mg mdi 12 gié. Diing trong 10 nga,

Viém dudng tict ni¢u khdng bicn chimg 500mg méi 24 gidr. Diing trong 7 ngay
Tré em (2 tudi téi 12 tubi

Viém hau hongfwem amidan: 7,5mg/kg LE!J‘I n’ing mdi 12 gid.

Nhiém lrhng da va céu tric da: 20mg/kg moi 24 gid. Dang trong 10 ngay
Luu ¥: Lidu dimg déi véi tré em <13 wdi, dé tién cho viéc phén lidu c6 thé ding dang bao ché
khéc (bt pha hén dich ubng).
Liéu trén bénh nhén suy thin

Pi thanh thii Creatinin . A . :
(mL/min) Liéu diing (mg) Khodng cich litu
30-120 Nhu liéu chuin Nhur liéu chudn
0-29* 50 % licu chuan Nhir liéu chuan

* Cefprozil ¢6 thé duge loai bo biing thiam tdch mau, do d6 nén sir dyng thuoe nay sau khi
da thém tich mau xong.
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Khi niio khing nén diing thufic nay: Tokcs g T
Khong ding cho nhimg binh nhin dj img véi cefprozil hay cdc khang sih\thade Pﬁ‘éﬁ%
cephalosporin, » ﬂ /
Tic dung khéng mong muén: o .
Dudng tiéu héa =
. Viém dai tring gid mac da duge bio cio & nhimg bénh nhn duge didu trj bing khéng
sinh cephalosporin. Néu bj tiéu chay xdy ra vA khang ddp img v6i ngimg thude va / hodic ticu
chuin diéu trj, viém dai tring gid mac cin duoe xem xét,
Téc dung phy tiéu hoa da bao gdm budn nén (2,9%), tidu chay (3,5%), nén (1%) va dau
bung él%). Trudmg hop hiém hoi ctia Clostridium difficile viém dai trang da duge bde cido v
mit s0 cephalosporin.
Huyét hac )
 Tang bach cau eosin (2,3%), gidm bach ciu trung tinh (0,2%), va gidm tiéu ciu. Thidu
méu bit san, thiéu mau tan huyét, xudt huyét, thi gian prothrombin kéo dii, xét nghi¢m dwong
;;1:; Coombs, pancytopenia, gidm bach edu, mét bach ciu hat.
réin
Tang creatinin huyét (0,1%) v BUN (0,1%); Viém thin k&. (S5t ¢6 hdi phye, chimg nito huyét,
ddi mi, va eosinophiluria I diém ndi bat cia cephalosporin gy ra viém thin k&.)
Sinlt dyue
Ngtra dm dao va b§ phén sinh duc trong (1,6%), 2
Gan e
Tang AST (2%), ALT (2%), alkaline phosphatase (0,2%) v bilirubin (<0.2%). Hiém gip
ctia ving da r mét
HE thong thin kink )
Chéng miit (1%), hicu dgng thai qud, nhirc diu, cing thing, mét nga, 16 13n, va budn ngi
trong. Hiém gip dng kinh (<1%).
Da liéu ) .
Phat ban (0,9%), ndi mé day (0,1%), hong ban da dang.
Nén trinh diing nhirmg thube hoiic thwe phiim gi khi dang sir dyung thude nay:
Khéng c6 théng bio dic tinh xdy ra khi ding ddng thoi cic thude khing sinh
aminoglycosid véi cde khéng sinh cephalosporin.
Probenecid lam ting nong d§ cefprozil
Ciin lam gi khi mjt lin quén khéng ding thude:
 Néuquén khong ding thudc, uéng thue ngay khi ban nhé ra, néu nhur gn dén thoi diém
udng lidu tiép theo, can bo qua liéu da quén. )
Khéng duge udng téng lidu gap doi dé ba lai liéu da quén.
Ciin biio qusn thudc niy nhu thé nio:
Bao qudn noi khd, mat & nhiét df dudi 30"0, trianh dnh sang.
Nhirng diu higu vi tri¢u chirng khi diing thudc qud lidu:
Ding véi lidu 5000 mg/kg can ning cia cefprozil khong gy tir vong hay céc diu higu
ddc tinh ndo trén dong vat thi nghiém. Liéu don 3000mg/ke cin ning c6 thé giy tiéu chiy, chin

{in.
Chn phai lim gi khi ding thube qué litu khuyén cdo: )

Cefprozil duge bai tiét diu tién qua than. Vi thé trong trudmg hep qua licu, dic bigt trén
bénh nhiin suy gidgm chirc ning thin, vi¢e thim tach méau s& gitp logi bo thude ra khoi co thé.
Nhirng diéu cin thin trong khi ding thude nay:

Bénh nhin ¢6 tién sir mAn cam véi cefprozil hay cic khéng sinh khéc thuje nhém
cephalosporin. -

Bénh nhéin duge biét mén cam véi penicillin. 2

Vi c6 phin {mg qud min chéo (bao gdm phin mg sdc phan vé) xdy ra giffa cic ngudi
bénh dj img véi cde khdng sinh nhém beta - lactam, nén phai thin trong thich ddng, vi sin sang

~ * it S
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moi thir dé diéu tri séc phan vé khi dung cefprozil cho ngudi bénh trude day
penicilin,

Bénh nhan hay gia dinh bénh nhén c6 tién sir di ing nhu: hen phé quan,
mé day.

= g gl
)»A
)

ba ¢6 béo cdo viém dai trang mang gia xay ra khi sir dung céc khang sinh ph
vdy cAn quan tdm chén doan bénh nay va di€u tri thich hgp cho ngucrl bénh bj ia chay n.’-ing do
dung khang sinh. Nén hét sirc thin trong khi ké don khang sinh phd rdng cho nhimng nguoi cod
bénh dudmg tiéu héa, dic biét 1a viém dai trang.

Bénh nhén suy than ning. . ) o

Khéng duge st dung trén bénh nhin cé tién sir thiéu mau tan huyét két hop véi
cephalosporin.

Diing cefprozil dai ngay c6 thé lam cac ching khéng nhay cam phat trién qua mirc. Cin
theo dai nguoi bénh can than. Néu bi boi nhiém nghiém trong trong khi diéu trj, phai ngimg str
dung thube.

Phu niv ¢6 thai va cho con bui:

Chua c6 nghién ciru ¢6 d§ tin cdy v& anh huéng cua thuoc d6i v6i phu nir c6 thai. Vi thé,
chi nén sir dung thude nay cho phu nit c6 thai khi thye syr can thiét.

Thoi ky cho con bu: cefprozil ¢6 bai [1'31 qua sira me. Ngudi me nén nging cho con bu
trong thoi ky ding thude, hodc ngimg ding thude.

Téc dpng doi véi kha ning Idi xe va vin hanh mdy méc:
Dung dugc khl lai xe va van hanh may moc.
Khi nao cin tham vin bic s¥, dm;rc si:

Néu cAn thém théng tin, xin hoi ¥ kién bac s hodc duge s§.
Han dung cua thuoc.

24 théng k& tir ngay san xuit.

Tén, dia chi, biéu tuwong (néu c6) ciia co s& san Xuit:

KWALITY PHARMACEUTICAL PVT. LIMITED.

Nag Kalan, Majltha Road, Amritsar, Punjab, India
Ngay xem xét sira dbi, cip nhit lai ndi dung huéng din sir dung thube:

03/11/2017



