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HUGNG DAN SU DUNG THUOC CHO CAN BO Y TE:

3 THACHHHIEHHUUHAH\ \
DUGC PHAM s

FARIZOL 500

Thanh phan
M&i vién nén bao phim c6 chira cefprozil monohydrat twong duong cefprozil 500 mg
(ta dugc: calcium carboxy methyl cellulose, hydroxy propyl cellulose, lactose, magnesium

stearat, sodium starch glycolat, poly ethylen glycol 6000, hydroxy propyl methyl cellulose, Titanium
dioxid, purlﬁed talc)

Dang bio ché:

Vién nén bao phim.
Duwoe luce hoc:

Cefprozil la mqt khéang sinh cephalosporin uong, ban tong hop, thé hé 2, ¢6 tac dung diét vi
khuén dang phat trién va phan chia bing céch trc ché tong hop thanh té bao vi khun.

Phd khéng khuin: Cefprozil c6 tac dung in vitro ddi v&i cdu khun G (+) va vi khudn G (-)
Chiing nhay cam

Vi khuin hiéu khi Gram (+): Staphylococcus aureus (bao gébm ching san xuét ra B-
lactamase); Streptococcus pneumom’a Streptococcus pyogenes.

Cefprozil khong c6 téc dung véi ching staphylococci khang methlcillm

Vi khuan hiéu khi Gram (-): Haemophilus mﬂuenzae (bao gdm ca chiing san xuat ra p-
lactamase); Moraxella (Branhamella) catarrhalis (bao gdm ca ching san xuét ra B-lactamase)
Chiing it nhay cam

Vi khuin hiéu khi Gram (+): Enterococcus durans; Enterococcus faecalis; Listeria
monocytogenes; Staphylococcus epidermidis; Staphylococcus saprophyticus; Staphylococcus
warneri; Streptococcus agalactiae; Streptococci (Groups C, D, F, va G) viridans group Streptococci.

Cefprozil khong c6 tac dung véi ching Enterococcus faecium.

Vi khuin hiéu khi Gram (-): Citrobacter diversus, Escherichia coli; Klebsiella pneumonia;
Neisseria gonorrhoeae (bao gdm ca ching san xudt ra p-lactamase); Proteus mirabilis;
Salmonella spp. ; Shigellaspp.; Vibriospp.

Cefprozil khong c6 tic dung vdi céc chung Acinetobacter, Enterobacter, Morganella
morganii, Proteus vulgaris, Providencia, Pseudomonas, va Serratia.

Vi khuén ky khi:

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

Héu hét cac ching Bacteroides fragilis 1a khéng véi cefprozil.

Duwgc dong hoc:

Sau khi uong Cefprozﬂ thudc dugc hip thu nhanh tai duro‘ng tiéu hoa, khoang 95% liéu ding
dugc hip thu. Nong do dinh ctia thudc trong huyét trong sau khi udng liéu 250mg, 500mg hay 1g la
vao khodng 6,1; 10,5 va 18,3pg/ml dat dugc sau khoang 1,5 gi¢r ding thudc. Thic in khong 1am anh
hudng dén kha nang hép thu cta thudc, kha nang lién ket vai protein huyet tuong la 36%.

Thoi glan ban thai trung binh ctia thudc trong huyét tuong trén dbi tuong khoé manh la 1,3
gi0, voi ngudi suy giam chirc nang than thoi gian ban thai cta thude c6 thé 1én dén 5,2 gio tuy thuge
vao mure d§ suy than. thudc c6 thé duoc loai ra khdi co thé bing qua trinh thdm tich méu. thude dugc
bai tiét cht yéu qua than.

Quy céich dong goi:

Hop 1 vi x 10 vién.
Chi dinh:

Ceproznl duge chi dinh d& didu tri cic nhiém khudn do cdc vi khuén nhay cam Viém hau
hong, viém amidan, viém tai giira, viém xoang, viém phdi thir phét va viém phdi chp va man tinh,
viém da va cAu tréc da, viém dudng tiét niéu khong bién chimng.

Liéu dung:
Dung dudng udng, c¢6 thé udng vao lic d6i hodc lic no, thoi gian diéu tri trong phén 16n céc

thir nghiém lam sang la 10-15 ngay
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Liéu ding hang ngay t6i da cho tré em khong duoc vuot qua liéu t6i da h
khuyén céo cho ngudi 16n
Ngudi 16n va tré em trén 13 tudi:

Viém hau hong/viém amidan: SOOmg cho mdi 24 gio, ding trong 10 ngay

Viém xoang: 250mg mdi 12 gid, trong trudng hop ning 6 thé tang liéu l1én 500m
gio, dung trong 10 ngay.

Viém phéi thir phat cép tinh va giai doan cdp tinh cta viém phdi mén: 500mg mdi 12 gio.
Diing trong 10 ngay.

Viém da va cdu tric da: Lidu dung 1a 250mg mdi 12 gio hay 500mg mdi 24 gi® hodc 500mg
mdi 12 gid. Ding trong 10 ngay

Vlem duong tiét niéu khong bién chimg 500mg mdi 24 gid. Dung trong 7 ngay
Tré em (2 tudi t&i 12 tudi)

Viém hau hong/wem amidan: 7,5mg/kg can nang mai 12 gio.

Nhlem trang da va cu tric da: 20mg/kg moi 24 glor Dung trong 10 ngay
Luu y: Lidu ding d0| Vvéi tré em <13 tudi, dé tién cho viéc phan liéu c6 thé dung dang bao ché khac
(bdt pha hdn dich ubng).

Licu trén bénh nhan suy thén

D6 thanh thai Creatinin B 2 . 5
(mL/mix) Liéu dung (mg) Khoang cach liéu

30-120 Nhur liéu chuin Nhur liéu chuin

0-29*% 50 % liéu chuan Nhu liéu chuin

* Cefprozil c6 thé duoc loai bo bing thdm tach méu, do d6 nén sir dung thudc ndy sau khi da
tham tach méau xong.

Chong chi dinh:

Khéng ding cho nhitng bénh nhan di (mg vd&i cefprozil hay cac khang sinh thudc nhém
cephalosporin.
Than trong:

Bénh nhén c6 tién sir min cam véi cefprozil hay cic khing sinh khic thudc nhém
cephalosporin.

Bénh nhén dugc biét man cam vdi penicillin.

Vi ¢6 phan (g qua man chéo (bao gom phén img sbc phan vé) xdy ra gitra céc nguoi bénh di
ung vai céc khang sinh nhém beta - lactam, nén phai than trong thich dang, va sin sang moi thir dé
diéu trj soc phan v¢ khi dung cefprozil cho ngum bénh trudc day da bi di img véi penicilin.

Bénh nhan hay gia dinh bénh nhén c6 tién sir di img nhu: hen phé quan, phat ban va ndi mé

\

day.

Di c6 béo cdo viém dai trang mang gia xdy ra khi sir dung céc khing sinh phd rong, vi vy
cin quan tim chén doan bénh nay va diéu tri thich hop cho ngudi bénh bi ia chay ning do dung
khang sinh. Nén hét strc than trong khi ké don khang sinh phd rong cho nhitng ngudi ¢6 bénh dudng
tiéu hoa, dic biét la viém dai trang.

Bénh nhan suy than ning.

Khéng dugc sir dung trén bénh nhdn cé tién st thifu mau tan huyét két hop véi
cephalosporin.

Dung cefprozﬂ dai ngay ¢6 thé 1am cac chiing khong nhay cam phat trién qua mirc. Can theo
ddi ngudi bénh cén than. Néu bi bdi nhiém nghiém trong trong khi diéu tri, phai ngimg sir dung
thude.

Phu nit ¢6 thai va cho con bu:

Chua c6 nghlen ctru ¢6 dd tin cdy vé anh erO'ng ctia thudc dbi véi phu nit ¢6 thai. Vi thé, chi
nén sir dung thudc nay cho phu nit ¢6 thai khi thuc su can thiét.

Thai ky cho con bu: cefprozil ¢6 bai tiét qua sita me. Ngudi me nén ngimg cho con bi trong
thoi ky dung thudc, hoic ngimg dung thudc.

Tdc dong dbi v6i kha ndng ldi xe va van hanh mdy moc:

Dung duge khi 1ai xe va van hanh may moc.
Tuwong tic thude:

TR T N
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Khéng c6 thong béo doc tinh xdy ra khi dung dong thoi céc thude khang sinh 41
vi céc khéng sinh cephalosporin.

Probenecid lam ting ndng do cefprozil
Tac dung phu
Duwong tiéu héa

Viém dai trang gia mac da dugc bao cdo & nhitng bénh nhin duq:rc diéu tri bing khang smh
cephalosporm Néu bi tiéu chay xdy ra va khong dap (g véi ngung thude va / hodc tiéu chuin diéu
tri, viém dai trang gia mac cén duge xem Xét.

Téc dung phu tiéu héa di bao gdm budn nén (2,9%), tiéu chay (3,5%), nén (1%) va dau bun
(1%). Truong hop hiém hoi cta Clostridium difficile viém dai trang da duogc bdo cdo véi mot sb
cephalosporm
Huyét hoc

Tang bach ciu eosin (2, 3%), glam bach ciu trung tinh (0,2%), va gidm tiéu cau. Thiéu méu
bat san, thiéu mau tan huyet Xuéit huyet thoi glan prothrombin kéo dai, xét nghiém dwuong tinh
Coombs, pancytopenia, giam bach ciu, mit bach ciu hat.
Thin
Tﬁng creatinin huyét (0, 1%) va BUN (0,1%); Viém than k&. (S6t ¢6 hdi phuc, chimg nito huyét, dai
mu, va eosinophiluria 1a diém ndi bat cta cephalosporin gy ra viém thn k&.)
Sinh duc

Ngtra &m dao va by phan sinh duc trong (1,6%).
Gan

Ting AST (2%), ALT (2%), alkaline phosphatase (0,2%) va bilirubin (<0.2%). Hiém giip ciia
vang da (r mat
H¢ thong thin kinh

Chong mit (1%), hiéu dong thai qud, nhirc dau, cing thing, mit ngd, 4 1An, va budn ngu
trong. Hiém gip dong kinh (<1%).
Da liéu

Phat ban (0,9%), ndi mé day (0,1%), hong ban da dang.
Qui lidu:

Dung véi lidu 5000 mg/kg can ning cua cefprozil khong gdy tir vong hay céc dau higu doc
tinh ndo trén dong vat thi nghu;m Liéu don 3000mgfkg cdn niing c6 thé gay tiéu chay, chan an.

Cefprozﬂ dugc bai tiét du tién qua than. Vi thé trong trudng hop qua liéu, dic biét trén bénh
nhan suy giam chirc ning than, viéc tham tach mau s& gitp loai bé thude ra khéi co thé.
Bio quan:

Béo quan noi khd, mat & nhiét do dudi 30°C, trénh 4nh séng.
Han dung:

24 thang ké tir ngay san xuit.
Tén, dia chi, biéu tuong (neu c6) cia co so san Xuit:

KWALITY PHARMACEUTICAL PVT. LIMITED.

Nag Kalan, Majltha Road, Amritsar, Punjab, An DQ
Ngay xem xét sira ddi, cap nhat lai ndi dung hwéng din sir dung thude:

03/11/2017
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Rx Thubc bdn theo don
HUONG DAN SU DUNG CHO NGUOI BENH

FARIZOL 500

Doc kj hudng dén sir dung trudc khi ding
Dé xa tdm tay tré em
Théng bdo cho bdc si hay dugc sy nhitng tic dung khong mong muén gdp phai khi diing thubc

Thanh ply’in, ham lwgng thudc:

Moi vién nén bao phim cé chira cefprozil monohydrat tuong duong cefprozil 500mg

(td dugc: calcium carboxy methyl cellulose, hydroxy propyl cellulose, lactose,
magnesium stearat, sodium starch glycolat, poly ethylen glycol 6000, hydroxy propyl methyl
cellulose, Titanium dioxid, purified talc)
MG ti san phim:

Vién nén bao phim. Vién nén hinh thoi, hai mit 161, mau trfmg.
Quy cach dong goi:

Hop 1 vi x 10 vién.
Thudc ding cho bénh gi:

Ceprozil dugc chi dinh dé diéu trj cac nhiém khuén do cac vi khuin nhay cam: 'Viém héu |

hong, viém amidan, viém tai giita, viém xoang, viém ph01 thir phat va viém phdi cip va man
tinh, viém da va cdu trac da, viém ducmg tiét niéu khong bién ching.
Nén dung thube nay nhw thé nao va lidu lwgng:

Dung dudng udng, c6 thé udng vao lic doéi hogc lic no, thoi gian didu tri trong phan 16n
cac thir nghiém lam sang la 10-15 ngay

Liéu ding hang ngay t6i da cho tré em khong duoc vuot qua liéu téi da hang ngay dugc
khuyén cdo cho ngudi 16n
Neudi 1én va tré em trén 13 tudi:

Viém hau hong/viém amidan: 500mg cho mdi 24 gid, ding trong 10 ngay

Viém xoang: 250mg mdi 12 gid, trong trudng hop ning c6 thé ting liéu 1én 500mg mdi
12 gid, dung trong 10 ngay.

Viém phdi thir phat cip tinh va giai doan cip tinh cta viém phdi man: 500mg mdi 12 gio.
Dung trong 10 ngay.

Viém da va céu tric da: Liéu dung 12 250mg mdi 12 gi® hay 500mg mdi 24 gid hodc
500mg mdi 12 gid. Dung trong 10 ngay

Viém dudng tiét niéu khong bién chimg 500mg mdi 24 gio. Dung trong 7 ngiy
Tré em (2 tudi t6i 12 tudi)

Viém hau hgng/wem amidan: 7,5mg/kg can nang mdi 12 gio.

Nhiém tring da va cau trac da: 20mg/kg mdi 24 glcr Dung trong 10 ngay
Luu y: Liéu dung dbi véi tré em <13 tudi, d& tién cho viéc phan lidu c6 thé dung dang bao ché
khac (b6t pha hdn dich ubng).
Liéu trén bénh nhén suy thin

Po thanh thai Creatinin 3o s ., Eox ad
(L min) Lieu dl‘mg (mjg) Khoang‘ ciach l‘lell

30-120 Nhur liéu chuan Nhu liéu chuan

0-29* 50 % liéu chuan Nhu liéu chuan

* Cefprozil c6 thé duoc loai bo bang t@ém tach mau, do d6 nén sir dung thudc nay sau khi
da tham tach mau xong.
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Khi nao khéng nén ding thudc nay: s

Khong dung cho nhimg bénh nhan di tmg véi cefprozil hay céc khang sinf
cephalosporin.

Tic dung khéng mong mudn:
Duong tiéu hoa

Viém dai trang gia mac da dugc béo céo & nhimg bénh nhan dugc didu trj bing khéng
sinh cephalosporin. Néu bj tiéu chay xay ra va khong dap tmg véi ngung thude va / hoic tiéu
chuan diéu tri, viém dai tring gia mac cin dugce xem xét. '

Téc dung phu tiéu héa da bao gom budn nén (2,9%), tiéu chay (3,5%), nén (1%) va dau
bung (1%). Truomg hop hiém hoi cta Clostridium difficile viem dai trang da duogc bao cdo véi
mot so cephalosporin.

Huyét hoc i

 Tang bach cau eosin (2,3%), giam bach cdu trung tinh (0,2%), va giam tiéu ciu. Thiéu
méu bét san, thieu mau tan huyét, xuat huyet, thoi gian prothrombin kéo dai, xét nghiém duong
tinh Coombs, pancytopenia, giam bach ciu, mét bach ciu hat.

Thin
Téng creatinin huyét (0,1%) va BUN (0,1%); Viém than k&. (St c6 hdi phuc, chimg nito huyét,
dai mu, va eosinophiluria 14 diém ndi bét ctia cephalosporin gay ra viém thén k&.)
Sinh duc
Ngtra &m dao va bd phén sinh duc trong (1,6%).
Gan

Tang AST (2%), ALT (2%), alkaline phosphatase (0,2%) va bilirubin (<0.2%). Hiém gap
cua vang da r mat
HE thong thin kinh '

Chéng mit (1%), hicu dong théi qua, nhirc dau, cang thing, mét nga, 1d 14n, va budn nga
trong. Hiém gé@p dong kinh (<1%).

Da liéu

Phét ban (0,9%), ni mé day (0,1%), hdng ban da dang.

Nén tranh dung nhirng thudc hoiic thye phim gi khi dang sir dung thudc nay:

Khoéng c6 théng bao doc tinh xdy ra khi ding dong thoi cac thudc khang sinh
aminoglycosid véi cac khang sinh cephalosporin.

Probenecid lam ting ndng d6 cefprozil
Cin lam gi khi m{t 1in quén khong ding thubc: , o ,

Néu quén khong dung thudc, uong thudc ngay khi ban nhé ra, néu nhur gan dén thdi diém
ubng liéu tiép theo, cin bo qua liéu da quén.

Khéng duge udng ting liéu gip doi dé bu lai lidu da quén.

Cin bio quéan thude nay nhw thé nao:

Bao quan noi khd, mat & nhiét do dudi 30°C, tranh 4nh sang.

Nhirng déu hi¢u va tri¢u ching khi diung thudc qua lidu: )

Dung véi liéu 5000 mg/kg can ning cia cefprozil khong géy tir vong hay céc dau hi¢u
doc tinh ndo trén dong vét thi nghiém. Liéu don 3000mg/kg can ning c6 thé gay tiéu chay, chan
an.

Cin phii lam gi khi ding thude qua liu khuyén cdo: ‘

Cefprozil duge bai tiét dau tién qua thén. Vi the trong trudng hop qua lidu, dac bit‘at trén
bénh nhén suy giam chirc ning thén, viéc tham tdch mau s€ giup loai bo thudc ra khoi co the.
Nhirng diéu cin thin trong khi ding thudc nay:

Bénh nhin c6 tién st min cam v6i cefprozil hay céc khang sinh khac thudc nhom
cephalosporin.

Bénh nhan dugc biét man cam véi penicillin. ,

Vi ¢6 phan ting qua mén chéo (bao gdm phan tmg séc phan vé) xay ra gifta cég nguoi
bénh di tmg véi céc khang sinh nhém beta - lactam, nén phai than trong thich dang, va san sang
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moi thit dé diéu trj séc phan vé khi ding cefprozil cho ngudi bénh truéc day da
penicilin.

Bénh nhén hay gia dinh bénh nhan c6 tién sir di tmg nhu: hen phé quan, pli
mé day. 277 Hoc,“"’

ba c6 béo céo viém dai trang mang gia xdy ra khi st dung céc khéng sinh pho-Téne
viy cdn quan tdm chén doan bénh nay va diéu tri thich hop cho ngudi bénh bi ia chay néng do
ding khang sinh. Nén hét sirc than trong khi ké don khang sinh phd rong cho nhimg ngudi ¢6
bénh duodng ti€u hoa, dic biét 1a viém dai trang.

Bénh nhén suy than ning.

Khong dugc sir dung trén bénh nhan cé tién sir thiéu méau tan huyét két hop véi |
cephalosporin.

Dung cefprozﬂ dai ngay c6 thé lam cac chung khong nhay cam phat trién qua mic. Cén
theo ddi ngudi bénh can than. Néu bi bdi nhim nghiém trong trong khi diéu tri, phai ngimg sir
dung thubc.

Phu ni¥ ¢ thai va cho con bu:

Chua c6 nghién ctru ¢6 do tin cdy vé anh hudng cua thubc @i voi phu nir ¢ thai. Vi thé,
chi nén sir dung thu6e nay cho phu nit ¢6 thai khi thyc sy cAn thiét.

Thoi ky cho con bu: cefprozil c6 bai tiét qua sira me. Nguodi me nén ngimg cho con bi
trong thoi ky ding thudc, hodc ngimg ding thudc.

Tic dong doi véi kha ning ldi xe va van hanh mdy méc:
Dung dugc khi lai xe va van hanh may méc.
Khi nao cin tham vén bic sy, dwoc si:

Néu cin thém thong tin, xin hoi y kién béc s§ hogc dugc s§.
Han dung cua thuoc

24 thang k& tir ngay san xut.

Tén, dia chi, biéu twong (néu co) ciia co s sin Xuit:

KWALITY PHARMACEUTICAL PVT. LIMITED.

Nag Kalan, Majltha Road, Amritsar, Punjab, India
Ngay xem xét sira ddi, cip nhit lai ndi dung hwéng din sir dung thude:

03/11/2017
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