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Vién nén chia
125 mg cefuroxim dang 1 o
cefuroxim axetil = J

Hop 1 vi x 10 vién nén bao phim

SBK: VN-

56 16 SX/LOT,
NSX/MANFD:
D/EXP:

Chi dinh, chéng chi dinh, cach dung va cac théng tin khdc: xin xem 14 hudng ddn s dung

Khang nhai hodc bé vién thudc. Bao quén dudl 30°C

BE XA TAM TAY TRE EM

BOC KY HUGNG DAN sU DUNG TRUGC KHI DUNG

San xudt tai:

Glaxo Operations UK Limited, Harmire Road, Barnard Castle, County Durham, Anh Quéc, DL12 80T

Zinnat 1a nhin higu thuong mai da dang ky cla GlaxoSmithKline group of companies, /

PRESCRIPTION ONLY MEDICINE @
Zinnat®
tablets 125 mg

Each tablet contains
125 mg cefuroxime as
cefuroxime axetil

Box of 1 blister x 10 film-coated tablets

/

Indications, cantra-indications, administration and other information: See enclosed leatlet

Do not chew or crush the leblets. Store below 30°C

KEEP ALL MEDICINES OUT OF THE REACH OF CHILDREN

CAREFULLY READ ENCLOSED LEAFLET BEFORE USE

Manufactured by:

Glaxo Operations UK Limited, Harmire Road, Barnard Castle, County Durham, United Kingdom. DL12 8DT
Zinnat is a registered trade mark of the GlaxaSmithKline group of companies
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Rx .
VAN PHONG \u ®
DAl DlEN =\ ZINNAT® TABLETS
! Cefuroxim axetil
THUOC BA
TRINH BAY

ZINNAT vién 125 mg: Vién nén bao phim, hinh thuén dai, mau trang dén trang duc, hai
mat 16i, mét mat cé khic ‘GXES5’ va moét mat tron. Méi vién chira 125 mg cefuroxim
(dang cefuroxim axetil).

ZINNAT vién 250 mg: Vién nén bao phim, hinh thuén dai, mau trang dén trang duc, hai
mat 16i, mét mat co khac ‘GXES7’ va mot mat tron. Mbi vién chira 250 mg cefuroxim
(dang cefuroxim axetil).

ZINNAT vién 500 mg: Vién nén bao phim, hinh thuén dai, mau trdng dén trdng duc, hai
mat 16i, mét mat co khic ‘GXEG2’ va mét mat tron. M&i vién chira 500 mg cefuroxim
(dang cefuroxim axetil).

Ta dwee: Cellulose vi tinh thé; Croscarmellose natri tuyp A; Natri Lauryl Sulphat; D3u
thwe vat hydrogen héa (Hydrogenated Vegetable Oil); Sillicon Dioxid keg Hypromellose;
Propylen Glycol; Methyl parahydroxybenzoat: Propyl parahydrox;ﬁbﬁ&zjg

M-1-7120 J.

Quy cach déng goi: Hop 01 vi x 10 vién

CHIi BINH

ZINNAT 13 tién chat dang udng cia cefuroxim, khang sinh diét khudn nhém
cephalosporin, bén viing voi hdu hét beta-lactamase va c6 hoat phé réng déi véi vi khuan
Gram dwong va Gram am.

at va Opaspray

Thudc dwoc chi dinh dé diéu tri nhitng nhidm khuan do vi khuan nhay cam gay ra. Tinh
nhay cam cla vi khuén déi véi ZINNAT sé& thay déi theo dia Iy va thoi gian va nén tham
khao dir liéu vé tinh nhay cam cua vi khuin & dia phwong néu cé (xem phan Céc dic
diém duoc hoc, Duoc luc hoc).

Chi dinh gém:

- Nhiém khu&n dwong ho hap trén, vi du nhidm khuan tai-mii-hong nhw viém tai gitra,
viém xoang, viém amidan va viém hong.

- Nhiém khuan duweng hé hap dwdi nhw viem phdi, viem phé quan cap va nhirng dot kich
phat cap cla viém phé quan man.

- Nhiém khuan niéu - sinh duc nhw viém than-bé than, viém bang quang va viém niéu
dao.

- Nhiém khuén da va m6 mém nhw nhot, bénh ma da va chéc I&.

- Bénh lau, viém niéu dao cap khong bién chirng do lau ciu va viém ¢ ti cung.
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- Diéu tri bénh Lyme & giai doan sém va phong ngira tiép theo bénh Lyme giai doan
mudn & ngudi I&n va tré em trén 12 tudi.
Cefuroxim cling co & dang mudi natri (ZINACEF) dung dwong tiém truyén. Diéu nay cho

phép diéu trj tiép ndi véi cung mét khang sinh khi cé chi dinh l1am sang chuyén tir didu tri
duwong tiém truyén sang duéng udng.

Khi thich hop, ZINNAT c6 hiéu qua khi st dung tiép néi sau didu tri khdi diu bang
ZINACEF (cefuroxim natri) dwéng tiém truyén trong diéu tri viém phéi va nhirng dot kich
phét cap cla viém phé quan man.

LIEU LWQNG VA CACH DUNG
Mot dot diéu tri thwéng 1a bay ngay (trong pham vi tir 5 dén 10 ngay).
Nén uéng ZINNAT sau khi an dé& dat duoc hép thu téi wu.

Ngwei Ién
Hau hét cac nhiém khuan 250 mg x 2 lan/ngay
Nhiém khuén dwéng tiét niéu 125 mg x 2 lan/ngay

Nhiém khuan dwéng hé hap dwdi nhe dén vira nhu viem phé | 250 mg x 2 Ian/ngay
quan

Nhiém khuén duong hé hdp duéi ndng hon hosc nghi ngo 500 mg x 2 lan/ngay

viém phdi R\n/

Viém than-bé than 250 m§x2Han/ngay
Lau khdng bién chirng Liéu duy nhat 1 g
Bénh Lyme & nguwdi Idn va tré em trén 12 tudi 500 mg x 2 lan/ngay

trong 14 ngay (tr 10
dén 21 ngay)

Diéu tri tiép néi:

Viém phéi:

1,5 g ZINACEF x 3 hodc x 2 lan/ngay (tiém tinh mach hodc tiém bap) trong 48 dén 72 gid,
tiép theo ding ZINNAT (cefuroxim axetil) dwdng ubng 500 mg x 2 lan/ngay trong 7 dén 10
ngay.

Nhirng dot kich phét cap cta viém phé quan man:

750 mg ZINACEF x 3 hoac x 2 lan/ngay (tiém tinh mach hoac tiém bap) trong 48 dén 72

gi®, tiép theo dung ZINNAT (cefuroxim axetil) dwong udng 500 mg x 2 lan/ngay trong 5
dén 10 ngay.

Thoi gian diéu trj ca dwong tiém truyén va dudng udng dworc xac dinh béi mirc ddé nang
cta nhiém khuan va tinh trang lam sang cla bénh nhan.

Tré em tir 3 thang dén 12 tuébi:

Hau hét cac nhiém khuén 125 mg (1 vién 125 mg) x 2 1an/ngay, tcﬂ

2
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da t&i 250 mg/ngay.

Tré em ti hai tudi tré 1&n bi viém tai gitra 250 mg (1 vién 250 mg hoac 2 vién 125
hodc khi bj nhirng bénh nhiém khuén nng | mg) x 2 lan/ngay, téi da 500 mg/ngay.
hon

Viém than-bé than 250 mg x 2 lan/ngay trong 10-14 ngay

Khong nén nghién nat vién nén ZINNAT va do d6 khong thich hop dé diéu tri nhirng bénh
nhén nhu tré con nhé, nhirng nguwoi khong thé nuét dwoc vién thuée. Co thé cho tré udng
ZINNAT hén dich.

Khéng c6 kinh nghiém dung ZINNAT cho tré dwéi 3 thang tuéi.

Suy than

Cefuroxim ch yéu duwoc thai trir qua than. Khuyén cao giam liéu cia cefuroxim dé bu lai
st cham thai trlr & nhirng bénh nhan bj suy gidm chirc nang than ré rét (xem bang dwoi
day).

P thanh thai Creatinin T w2 Liéu khuyén cao
(9id)
=30 ml/phut 1,4-24 Khéng can thiét diéu chinh lidu chuan 125
mg den 500 mg x 2 lan/ngay
10 - 29 mi/phut 4,6 Liéu chuan cla tirng ngudi mi 24 gier
<10 mi/phit 16,8 Lidu chuan cia tirng nguoi msi 48 gio
Trong khi thAm phan mau | 2-4 Nén dung thém mét liéu chudn cda tirng

ngudi & cudi giai doan thdm phan

CHONG CHi BINH

Bénh nhan qua man véi cac khang sinh nhém cephalosporin.

Bénh nhan cé tién s qua man (nhw sbc phan vé) véi khang sinh nhém betalactam (cac
penicillin, monobactam hay carbapenem).

CANH BAO VA THAN TRONG

Can than trong dac biét déi véi nhirng bénh nhan cé tién st phan ng di tng véi cac
penicillin hoac cac beta-lactam khac.

Cilng nhw nhitng khang sinh khac, dung ZINNAT cé thé gay phat trién qua mdc ndm
Candida. Str dung kéo dai c6 thé gay phat trién qua mlrc nhibng vi khuan khéng nhay
cam khac (vi du Enterococci va Clostridium difficile), khi d6 cé thé can ngirng didu tri.
Viém dai trang gia mac da dwoc bdo cao khi dung khang sinh, va co thé véi mirc d@o
nghiém trong tir nhe dén de doa tinh mang. Vi vay diéu quan trong la phai can nhic chan
doan nay ¢ nhitng bénh nhan bij tiéu chay trong ho&c sau khi ding khang sinh. Néu xay
ra tiéu chay nhiéu hodc kéo dai ho&c bénh nhan bi dau bung co thét, nén ngirng didu tri
ngay lap tlrc va kiém tra bénh nhan thém.

< W “"'\ B, i
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Da gdp phan (rng Jarisch-Herxheimer sau khi dung ZINNAT &é diéu trj bénh Lyme. D6 la

két qua truec tiép tir hoat tinh diét khuan clia ZINNAT d6i voi vi khudn gay bénh Lyme, 1a

xoan khuan Borrelia burgdorferi. Nén cho bénh nhan biét ring phan (rng nay la phé bién

do viéc diéu tri bénh Lyme bang khang sinh va thuwong tw khoi.

Trong liéu trinh diéu tri tiép ndi thei diém chuyén sang didu tri dwong udng dwoc xac dinh

b&i mire do néng cla nhiém khuan, tinh trang 1am sang cla bénh nhan va dé nhay cam

clia tac nhan gay bénh lién quan. Néu khéng cé cai thién 1am sang trong vong 72 gi¢, can

tiép tuc liéu trinh diéu tri bing dwong tiém truyén.

Dé nghi tham khéo théng tin ké toa thich hop ctia cefuroxim natri trwéc khi bat dau ligu

trinh diéu tri tiép noéi.

TUONG TAC

Nhirng thudc 1am gidm d6 acid cla dich vi cé thé 1am giam sinh kha dung cta ZINNAT so

voi sinh kha dung khi doi va cé chiéu hwéng lam mét tc dung hap thu ting cwong sau

blra an.

Twong tw nhw nhiéu khang sinh khac, ZINNAT c6 thé anh hwéng téi hé vi khudn duong

rudt, dan dén giam tai hap thu oestrogen, va lam gidam hiéu qua cla thubc tranh thai

dudng ubng duwoc dung két hop.

Vi két qua am tinh gia c6 thé xay ra khi ding xét nghiém ferricyanid, nén scr dung phuwong

phép glucose oxidase hay hexokinase dé xac dinh néng dé glucose hiyé&t/huyét tvong &

nhirng bénh nhan dang dung ZINNAT. Khang sinh nay khéng anh tﬁ:&’/\;dén xét nghiém

dinh lweng creatinin bang phwong phap alkalin picrat.

THAI KY VA CHO CON BU

Khong cé bang ching thwe nghiém vé tac dung bénh Iy phdi hodc sinh quai thai do

ZINNAT gay ra nhung, cing nhw nhirng thubc khac, nén than trong khi st dung trong

nhi*ng thang dau cla thai ky. Cefuroxim duwoc tiét vao stra me, do dé can than trong khi

dung ZINNAT cho nhirng ngwoi me dang cho con bu.

ANH HUONG LEN KHA NANG LAI XE VA VA VAN HANH MAY MOC

Vi thubc cé thé gay chéng mat nén canh bao bénh nhan than trong khi lai xe hoac van

hanh may méc.

TAC DUNG KHONG MONG MUON

Nhirng tac dung khéng mong mudn do ZINNAT néi chung ¢é tinh chat nhe va thoang qua.

Cac phan loai tan suét tac dung khéng mong muédn dwéi day 1a wéc tinh, do khéng cé s&n

s6 liéu phu hop (vi du nhw tir nhirng nghién cru cé déi chirng véi gia duoc) dé tinh ty 16

dbi voi phan I6n tac dung khéng mong mudn. Hon niva, ty 1& tac dung khéng mong muén

lién quan dén ZINNAT c6 thé khac nhau tuy thudc chi dinh.

D@ liéu tlr cac th&r nghiém lam sang I&n dwoc dung dé xac dinh tan suét cha tac dung

khéng mong mudn tr rat phd bién dén hiém. Cac tan suat ap dung cho tit ca cac tac

dung khéng mong muén khac (nghia la tac dung khéng mong mudn xay ra dudi 1/1.000)

dwoc xac dinh chil yéu tir cac dir liéu hau mai va nham noi dén ty 1& dwoc bao céo hon la

tn suét thuc su. Chwa cé san di liéu nghién ciru cé dbi chirng véi gid duwoc. Khi cac tan
4
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suat dwoc tinh toan tlr di¥ liéu nghién ctru lam sang, ching dua trén dir liéu lién quan dén

thudc (nghién ctru vién danh gia).

Quy wéc dudi day dwoc str dung dé phan loai tan suét xuét hién:

RéAt phd bién: >1/10

Phé bién: = 1/100 dén < 1/10
Khéng phé bién: > 1/1.000 dén < 1/100
Hiém gap: > 1/10.000 dén < 1/1.000
Ré&t hiém: <1/10.000

Nhiém khuén va nhiém ky sinh tring:

Phé bién: Phat trién qua mirc ndm Candida

Réi loan hé mau va bach huyét:

Phé bién: Tang bach cau ai toan

Khong phé bién: Xét nghiém Coombs dwong tinh, giam tiéu cau, gidm bach
cau (doi khi giam nang)

R4t hiém: Thiéu mau tan mau

Cephalosporin 1a mét nhom thuéc dé duoc héap thu trén bé mat mang té bao héng cau
va phan &ng véi cac khang thé khang thudc tao ra xét nghiém Coom&&v}%ng tinh (cé
thé anh huwdng dén phan (rng mau chéo) va rat hiém thiéu mau tan mau.

Réi loan hé mién dich:

Cac phan (rng qua man bao gom:

Khéng pho bién: Ban trén da
Hiém géap: May day, ngtra
R4t hiém: Sét do thubc, bénh huyét thanh, phan vé.

R&i loan hé than kinh:
Phé bién: Dau dau, chéng mat

Réi loan hé tiéu héa:

Phé bién: R6i loan tiéu héa gém tiéu chdy, budn nén, dau bung.
Khéng phd bién: Nén
Hiém: Viém dai trang giad mac (xem phan Canh bao va than trong)

Réi loan hé gan mat:

Phé bién: Tang thoang qua cac men gan [ALT (SGPT), AST (SGOT),
LDH].

Rat hiém: Vang da (chi yéu do &r mat), viém gan

f BNVL VTR TG B
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Réi loan da va mé dwéi da:

Rat hiém: Ban dé da hinh, hoi chirng Stevens-Johnson, hoai ttr biéu bi
nhiém déc (hoai tlr ngoai ban)

Xem RAi loan hé mién dich

Théng bao cho bac si nhirng tac dung khéng mong muén gip phai khi ding thuébc.

QUA LIEU

Cac d4u hiéu va triéu chirng

Qua liéu cac cephalosporin ¢ thé gay ra kich thich ndo dan dén co giat.

Diéu trj

Nong @6 cefuroxim trong huyét thanh cé thé gidm bing thAm phan mau hay thdm phan

phic mac.

CAC PAC PIEM DU'Q'C HOC

Dwoc lwe hoc

Cefuroxim axetil dwoc thly phan bdi esterase thanh cefuroxim, chat khang khuan cé hoat
tinh. Cefuroxim (rc ché téng hop thanh té bao vi khuan bing sw gén két voi cac protein
lién két voi penicillin (PBP). Diéu nay gay gian doan suw tdng hop thanh té bao vi khuén
(peptidoglycan).

Ti 1& khang thubc méc phai phu thudc vao dia Iy va thoi gian va cé thélfat ¢ao dbi vai cac
lodi nhat dinh. Thong tin vé sw khang thubc & dia phwong la rat quan trong, dac biét khi
diéu tri nhiém khuan nghiém trong.

Tinh nhay cam in vitro cta céc vi khuan véi Cefuroxim

DAu (*) biéu thi hiéu qua 1am sang cla cefuroxim axetil da dwoc chirng minh trong
cac th&r nghiém lam sang.

Nhirng vi khuan thwong nhay cam

Gram dwong hiéu khi:

Staphylococcus aureus (nhay cam véi methicilin) *
Tu cau khéng cé men coagulase (nhay cam véi methicilin)
Streptococcus pyogenes*

Lién cau beta tan mau

Gram am hiéu khi:

Haemophilus influenzae* bao gébm céc chiing khang ampicilin
Haemophilus parainfluenzae™
Moraxella catarrhalis™

Neisseria gonorrhoea* bao gém cac chiing sinh va khéng sinh men penicilinase

Gram duwong ky khi:

4/ &a5.
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Peptostreptococcus spp.

Propionibacterium spp.

Xoan khuan:

Borrelia burgdorferi*

Nhirng vi khuan cé thé gap van dé vé sw khang thuéc mac phai

Gram duwong hiéu khi:

Streptococcus pneumoniae*

Gram am hiéu khi:

Citrobacter spp. khong bao gém C. freundii

Enterobacter spp. khéng bao gébm E. aerogenes va E. cloacae
Escherichia coli*

Klebsiella spp. bao gém Klebsiella pneumoniae*

Proteus mirabilis

Proteus spp. khéng bao gém P. penneriva P. vulgaris

Providencia spp.

Gram dwong ky khi:

Clostridium spp. khéng bao goém C. difficile

Gram am ky khi: '
Bacteroides spp. khéng bao B. fragilis

Fusobacterium spp.

Nhirng vi khuan vén da khang thuéc

Gram dwong hiéu khi:

Enterococcus spp. bao gém E. faecalis va E. faecium

Listeria monocytogenes

Gram am hiéu khi:

Acinetobacter spp.
Burkholderia cepacia
Campylobacter spp.
Citrobacter freundii
Enterobacter aerogenes
Enterobacter cloacae
Morganella morganii
Proteus penneri

Proteus vulgaris

PR AT
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Pseudomonas spp. bao gom Pseudomonas aeruginosa
Serratia spp.

Stenotrophomonas maltophilia

Gram dwong ky Kkhi:

Clostridium difficile

Gram am ky khi:

Bacteroides fragilis

Khac:
Cac loai Chlamydia
Céac loai Mycoplasma

Cac loai Legionella

Dwoc dong hoc

Hap thu

Sau khi udng, ZINNAT dwoc hap thu cham tir dudng tiéu hoa va bi thiy phan nhanh
trong niém mac rudt va trong mau dé giai phong cefuroxim vao vong tuan hoan.

Hap thu téi wu xay ra khi thubc dwoc ubng ngay sau khi an.

Sau khi udng vién nén ZINNAT néng dé dinh trong huyét thanh (2,1 mg/l déi véi ligu 125
mg, 4,1 mg/l ddi véi lidu 250 mg, 7,0 mg/l déRvéi liéu 500 mg va 13,6 mg/l doi véi liéu 1 g)
xut hién khoang 2 dén 3 gi¢ sau khi thuéc duoc ubng véi thire an.

Phan bé

Lién két protein dwoc ghi nhan khac nhau 1a tir 33 dén 50 % phu thudc vao phwong phap
str dung.

Chuyén héa

Cefuroxim khéng bi chuyén héa.

Thai tree

Thoi gian ban thai trong huyét thanh 14 trong khodng 1 - 1,5 gio:.

Cefuroxim dwoc thai trir bang loc cau than va bai tiét qua dng than. St dung déng thai
v&i probenecid 1am ting khodng 50% dién tich dwéi dwdng cong cla ndng dd huyét
thanh trung binh theo th&i gian.

Suy than

Dwoc ddng hoc clia cefuroxim dwoc nghién cliru & nhirng bénh nhan cé mirc d6 suy than
khac nhau. Thoi gian ban thai cda cefuroxim tang lé€n khi suy giam chirc nang than, day la
co s& dé& khuyén cao didu chinh liéu & nhém bénh nhan nay (xem phén Liéu luong va
cach dung). O nhirng bénh nhan dang tham phan mau, it nhat 60% tbng lwong cefuroxim
cé trong co thé khi bt dau thdm phan sé bj thai trir trong subt giai doan thdm phan kéo
dai 4 tiéng. Vi vay, nén ubng thém mot liéu don cefuroxim sau khi két thdc thdm phan
mau.
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https://trungtamthuoc.com/

Dir liéu an toan tién lam sang

Cac nghién ctru vé& déc tinh trén dong vat chi ra ring cefuroxim axetil cé ddc tinh thap,
khéng cé phat hién nao dang ke.

HAN DUNG

36 thang ké tir ngay san xuét.

BAO QUAN

Bao quan dwdi 30°C

DE XA TAM TAY TRE EM

POC KY HUONG DAN SU’ DUNG TRUO'C KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI
SAN XUAT BOI

GLAXO OPERATIONS UK LIMITED

Harmire Road, Barnard Castle, County Durham,

Anh Quéc, DL12 8DT

ZINNAT va ZINACEF la cac nhan hiéu thucm% da dang ky cla GlaxoSmithKline
group of companies.

Dwa trén GDS25/IP105*. Ra ngay 06 thang 07 nam 2014.
ZINTAB 1215-05*/060714

TUQ.CUC TRUJNG
P.TRUONG PHONG

Pham Ghi Vin Hank




