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LV. infusion
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Second-Generation Cephalosporin Injection

SHINCEF

Cefuroxime 750mg

®

SHINPOONG DAEWOD PHARMA GO..LTD.

www.shinpoong.com.vn

COMPOSITION : Each vial contains Cefuro _,.q.... 7

(as Cefuroxime sodium) )
INDICATIONS - USAGE - CONTRAINDICATIONS; 384 Jisart_ |
STORAGE : In a tight container, at dry place, pro l&_ﬂu 1.0
temperature below 30°C, ==
SPECIFICATION : USP 32

SOLD ONLY BY PRESCRIPTION

KEEP OUT OF THE REACH OF CHILDREN

READ CAREFULLY THE LEAFLET BEFORE USE

Manufactured by : SHINPOONG DAEWOD PHARMA COLTD, |
Bien Hoa Industrial Zone No.2, Dong Nal, Vietnam |
Under license of: SHIN PDONG PHARM.CO. LTD.

a@:_:oxano.no:n_ugiu?ue_)a-_._i_n_q-o__.amx_o.
Korea. |

SBK Reg. No. :
5818 SX Lot No, :
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“ephalosporin thé hé 2
hot pha tiem SHINCEF

xem Ia an toan khi sir dung trong thai ky. Tuy nhién, chua c6 diy di nghién ciru
chat ché nén chi ding thude cho phy ni¥ cé thai khi that s cin thi.gt.

- Cefuroxim bai tiét trong sira me & ndng d thép, xem nhu khéng c6 tac ddng trén
tré dang bi sira me, nhung nén quan tam khi thay tré bj tiéu chay, tra va ndi ban.

TAC DONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

S e e , 3 ¥
THANH PHAN: Mdi lo chira: ‘ " G

- Hoat chdt: Cefuroxim (dui dang CefurdRuinai ) 5,750 mg
DANG BAO CHE: Thubc bét pha tiém il 3222

QUY CACH DONG GOI: Hop 1 lo; Hop 10 lo.
CHI DINH

- Diéu trj nhiém tring nang ditmg ho hip dusi (ké ca viém phéi), nhidm tring da

va mé mém, nhiém tring xwong khép, nhiém tring nang nigu-sinh duc, nhiém
tring mau va viém mang ndo do cdc vi khuin nhay cam giy ra.

- Du phong nhiém trimg khi phiu thuat,

Lueu §: Nén lam khéng sinh d6 tneée va trong qua trinh didu tri. Cén tién hanh thir

chirc nang thin khi co chi dinh.

LIEU LUUNG VA CACH DUNG

Chi sir dung trong céc trwémg hop nhiém tring ning hodc ¢6 bién chimg,

- Nguoi lm: Liéu théng thwtmg 1a 750 mg mdi 8 gid, c6 thé tang 1én 1,5 g tiém tinh
mach (IV) mdi 6 - 8 gier trong nhim tring nang,

- Tré em va tré con rdt nho: 30 - 60 mg/kg/ngdy, néu cin 6 thé tang dén 100
mg/kg/ngay, chia 3 — 4 lidu nho. Tré so sinh c6 thé ding tong liéu hing ngdy
tuong tw, nhung chia lim 2 - 3 lidu nho.

- Suy than: C6 thé can giam liu theo d§ thanh thai creatinin (Clg).

Cle, (mL/phit) | Liéu ding
10-20 750 mg moi 12 gidy
<10 750 mg moi 24 giy

 Dang thim tach mau: ding 750 mg vao cudi méi 1dn thim tach,
* Dang thim tich mang bung, loc mau dong mach-tinh mach dinh ky: liéu thich
hop thutmg 14 750 mg = 2 lan/ngay.
- Viém mang ndo do ching vi khudn nhay cam:
* Ngudi lém: 3 g mdi 8 gidr (IV).
o Tré em, tré con rit nho: 200 — 240 mg/kg/ngay, chia 3 - 4 lidu (IV); sau 3 ngdy
hogc khi c6 cai thign vé ldm sang c6 thé giam xudng 100 mg/kg/ngay (IV),
o Tré so sinh: 100 mg/kg/ngay (IV), c6 thé giam xudng 50 mg/kg/ngay khi co
chi djnh lim sang,
- Bénh Igu: Ding liéu duy nhit 1,5 g. Nén chia lam 2 mili 750 mg va tiém vio cic
vi tri khac nhau (vi du nhi vio hai méng).
= Du phong nhiém trimg phdu thudt: 1,5 g (IV) truée khi phiu thuit, sau dé 1iép tyc
tiém IV hogc tiém bdp (IM) 750 mg méi 8 git trong 24 — 48 gits sau. Trong thay
khép toan b, ¢6 thé trdn 1,5 g bt cefuroxim véi xi mang methylmethacrylat.

Cich pha vi tiém thude: Pha véi legmg nuéc cit pha tiém thich hop theo bang va
tiém ngay sau khi pha.

- Cic ching @& khdng: Clostridium difficile, Pseud;

Nuie
Duimg ding | cfit pha Cich tiém
tiém
Tiém bap 6mL | Lacky dé tao hon dich dong nhat, tiém sau vio co lgn.
Tiém tinh gmr | Tiém chim 3 — 5 phit. Dung dich sau khi pha on dinh
mach trye tidp M- | §20-25°C trong 18 — 24 gio.
, Pha lodng tiep véi 50 — 100 mL dich truyén tinh mach
Truyén tinh SmL NaCl 0,9%, Dextrose 5 hodc 10%, Dextrose 5% +
mach NaCl 0,9 hogic 0,45%, Natri lactat 1/6 M. Dung dich
sau khi pha én dinh & 2 - 8 °C trong 7 - 8 ngay.

Twong ky

- Khong nén ding thube tiém natri bicarbonat dé pha loang,

- Khéng trgn ldn véi aminoglycosid trong ciing lo/tii.

CHONG CHI PJNH

Qua mén voi cefuroxim, tién sir dj img véi cdc cephalosporin khéc hode véi bit ki

thinh phén nio cia thude.

SU DUNG THAN TRONG

- Trude khi bit ddu diéu tri, phai diéu tra ky vé tién sir dj img ciia ngudi bénh voi
cephalosporin, penicilin hodic thude khdc.

- Vi c6 phan (mg qud min chéo (bao gdm sdc phan vé) xdy ra giita cic ngudi bénh
di img cdc khing sinh nhém beta-lactam. Than trong khi nguéi bénh cé tién sir dj
img penicillin,

- Nén kiém tra chirc néing thin khi diéu tri, nhét 14 khi bénh nang dang ding lidu ti
da. Thin trong khi ding déng thoi véi cac thude loi tiéu manh vi c6 thé gay bét
Igi dén chirc nang than. Nén gidm lidu & ngwiri suy thin tam thér hogic man tinh.

- Ding thude dai ngay c6 thé lam phat trién qua mirc cdc ching khong nhay cam.
Ciin theo é:ﬁi ngubi bénh cdn thin. Néu bi bji nhiém nghiém trong thi ngimg sir
dung thude.

- i cd bao cdo vé viém dai tring mang gia khi sir dung céc khang sinh phé ring,
vi viy cin quan tdm chin doan bénh ndy va didu tri bing metronidazol khi ngudi
bénh bj tiéu chay ning do ding khéng sinh. Hét sirc thin trong khi ké don cho
ngudri o bénh duimg tiéu hoa, dic biét 1 viém dai trang,

SU DUNG O PHY NU' CO THAI VA CHO CON BU

- Sir dung cefuroxim diéu trj viém thin-bé thin & phy nir ¢ thai khong thiy xudt
hi¢n cic tac dung khéng mong mudn & tré s sinh. Cephalosporin thwomg dugc

S

Nhi sin xudt: CONG TY TNHH DP SHINPOONG DAEWOO W /
Nha mdy: $6 13, Buomg 9A KCN Bién Hoa 2, Ddng Nai, Viét Nam .
Vin phong: Phong 07, Tang 9, Thép R1, Toa nha Everich, 6 968 Buémg 3/2, P.15, Q.11, TP. HCM
Fax : (08) 22250682 i : e
Nhwgng quyén ciia: SHIN POONG PHARM. CO., LTD.

Dia chi: 434-4 Moknae-dong, Danwon-gu, Ansan-si, Gyeonggi-do, Han Quic

DT : (08) 22250683

- Tréinh xa tim tay tré em.

Thube khﬂni gily anh hudng Ién kha ning 14i xe va viin hanh may méc.

TUONG TAC THUOC

- Probenecid lidu cao lam giam d3 thanh thai cefuroxim & than, lam tang va kéo dai
néng 49 cefuroxim huyét twong,
Aminoglycosid: tang nhiém ddc than khi ding déng thii véi cephalosporin.

TAC DUNG PHU: Uc tinh ty 18 ADR khoang 3% sé ngudi bénh didu tri,

Thieimg gdp: dau rét tai chd va viém tinh mach huyét khéi tai noi tiém truyén; tiéu
chay; ban da dang sén.

- It gap: phan img phan vé, nhigm ném Candida; tang bach chu va eosin, gidm bach

cAu, giam bach chu trung tinh, thir nghiém Coombs duwong tinh; budn ndn, nén;
may day, ngira; ting creatinin huyét thanh.

- Hiém gip: sbt, thiéu mau tan méu; viém dai tring mang gia; ban do da hinh, hdi
chimg Stevens - Johnson, hogi tir biéu bi nhiém dc; vang da i mét, ting nhe
AST, ALT; nhiém dgc thin c6 tang tam théri uré huyét, creatinin huyét, viém thin
kg, co git (néu lidu cao va suy than), dau diu, kich dong; dau khop.

Thing bdo cho bdc st nhitng tdc dung phy gdp phdi khi si dung thudc.

DUQC LYC HOC

- Cefuroxim 14 khéng sinh cephalosporin thé hé 2, phd rong, ¢6 hoat tinh khang
khudn do irc ché nﬁ:ghop véch té bao vi khuin bing céch gén vio cde protein
dich thiét yéu (céc protein gén penicilin).

- C6 hoat tinh khing khun hiru higu va rit dic tnmg chéng nhibu tic nhan giy

bénh théng thuimg, ké ca cic ching tiét beta-lactamase/ cephal
vi khudn Gr (+) va Gr (-). Cefuroxim dic biét rit bén véi nhi
lactamase ciia vi khudn Gr (-).

rinase ciia cd
enzym beta-

- Phé khdng khudn: Cu khuan Gr (+) va Gr (-) wa khi va ky khi, ké c4 hiu hét cac

chiing Staphylococcus tiét penicilinase, cic vi khudn dusmg rudt Gr (-). C6 hoat

Iwe cao (néng d6 e ché thi thidu (MIC) thip) i véi céc ching Streptococcus

(nhém A, B, C va G), céc ching Gonococcus v Meningococcus. Ban diu,

cefuroxim ciing ¢6 MIC thip doi voi cac ching Gonococcus, Moraxella

catarrhalis, Haemophilus influenzae va Klebsiella spp. tiét beta-lactamase,

Nhung hign nay, & Viét Nam nhiéu vi khuén da khang cefuroxim nén MIC cia

thude ddi véi céc ching nay da thay déi. Cic ching Enferobacter, Bacteroides

JSragilis v Proteus indol duong tinh da giam d§ nhay cam. Céc nghién ciru méi

déy vé tinh hinh khang thudc & Viét Nam cho thiy céc ching . influenzae phin

liip dugc & tré em khoe manh di khang cefuroxim véi ty Ié cao.

Spp-. C‘“"P lob
spp.. Acinetobacter calcoaceticus, Legionella spp.; cic ching Staphylococcus
aureus, Staphylococcus epidermidis khang methicilin; Listeria monocytogenes va
da sb ching Enterococcus.

DUQC PONG HQC

- Néng d dinh trong huyét twong (Cmax) dat dwge xdp xi 27 pg/mL sau khodng 45
phiit khi tiém bip 750 mg va xAp xi 50 ug/mL sau khoang 15 phit khi tiém tinh
ma;:éh 750 mg. Sau khi tiém khoang 8 gid thi vin do dwge néng dd didu trj trong
huyet thanh.

- Thudc gin véo protein huyét twong khoang 50% va phan bd ring khp co thé (ké
ca dich ming phéi, dom, xwong, hoat dich va thity dich). Thé tich phén bé biéu
kién khoang 9,3 — 15,8 Iit/1,73 m*. Cefuroxim di qua hang rio méu ndo khi mang
ndo b viém. Thudc di qua nhau thai va bai tiét qua sira me,

- Cefuroxim khéng bj chuyén héa va thai trir & dang khong déi, ~ 50% qua loc ciu
thin vi ~ 50% qua bai tiét & éng than. Thudc chi thai trir qua mét voi uomg rét
nho v dat ndng d§ cao trong nudc tidu. Nira doi huyét twong khoang 70 phit va
kéo dai hon & ngudi suy thin va tré so sinh. Sau khi tiém, hiu hét lidu sir dung
dugc thai trir trong vong 24 git, phin Iém 1a thai trir trong vong 6 gior. Probenecid
irc ché thai trir cefuroxim qua éng thin, lim ndng 6 cefuroxim huyét twong tang
cao va kéo dai hon, Tham tach lim giam néng d9 cefuroxim huyét thanh.

QUA LIEU VA XU TRi

- Xit tri: Cin quan tim dén kha nang qué liu nhiéu loai thude, sy t
va duge dong hoc bit thutmg & ngudri bénh, Bao vé dudmg hé hi
bénh, hé trg théng thoang khi va truyén dich, Néu phat u-igéu cic
ngimg ngay thudc va ding ligu phap chéng co gidt néu co chi di
mau ¢6 the loai bd thude khoi mau, nhung phén l6n 13 didu tri
quyét trigu chimg, ‘

KHUYEN CAO:

- Thufe nay chi ding theo sir ké don cia thiy th \r

- ch k¥ huréng déin sir dyng trrée khi ding.

- Néu cain thém thdng tin, xin héi ¥ kién bic S T
BAO QUAN: Trong bao bi kin, & noi kha, anh sanig, nhit d§
HAN DUNG: 24 thang ké tir ngdy sin xuit. [ A
TIEU CHUAN: USP 32, i :
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