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STORAGE: in a tight
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protected from light,
temperature below 30°C.
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COMPOSITION: Each vial contains E

- Active ingredient; Cefuroxime..... 1.5g
(as Cefuroxime sodium)

INDICATION - USAGE - CONTRAINDICATION: Wnuex only by preseription 1 Vial
| Seeinsert.
STORAGE: In a tight container, at dry place, 2nd Generation Cephalosporin
tected from light, temp below 30°C,
SPECIFICATION: UgP 32, m = — z o m “ (R’
SOLD ONLY BY PRESCRIPTION

KEEP OUT OF THE REACH OF THE CHILDREN
READ CAREFULLY THE LEAFLET BEFORE USE

Powder for injection

8DK  Aeg. No : For LM,, LV, L.V. infusion
8616 8X LotNo. :

NSX Mid,

HO Exp. Date:

Manutacturer: SHINPDONG DAEWOD PHARMA GO, LTI,
Bien Hoa Industrial Zone No.2, Dongnal, Vietnam,

SHINPODNG DAEWOD PHARMA GO..LTD, | Under ficense of: SHIN POOND PHARM. CO. LTI

www.shinpoong.com.vn 4344, Moknae-dong, Danwon-gu, Ansai-si, Gysonggi-do, Kared.

THANH PHAN: M3i I chia

- Hogt chdt: Ceturoxim..... 1,5g ——
(dudi dang Cafuroxim natr) |

CHI BINH - CACH DUNG - CHENG CHI BINH: I} Thude ban theo don 1le

Xem td hudng din sl dung
BAO QUAN: Trong bao bi kin, & noi khd, trénh dnh Cephalosporin thé hé 2

séng, nhiét 4 dudi 30°C.

TIEU CHUAN: UsP 32, m : _ z o m “__ﬂ._

THUSC BAN THEO BON
Bmxbdh:q_’<dxnn! Thudic bot pha tidm
DOC K¥ HUONG DAN SU/ DUNG TRUGC KHI DUNG

Tiém bép - Tiém tinh mach
Tiém truyén tinh mach

nna sén xstt: GTY TNHH DP SHINPOONG DAEWOD
8413, Butng 94 KCN Bidn Hod 2, Bxing Nal, Vidt Nam
GTY TNHH DP SHINPOONG DAEWOD | wousng auyt cie: SHIN POONG PHARM. £0. LTD.

www.shinpoong.com.vn 434-4, Moknas-dong, Damwon-gu, Ansan-sl, Gysonggi-do, Hin Gufi,

' SHINCEF'

Thutc bt pha tigm
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B Thudc bén theo don ABYPHAN: 8 I chia

Cephalosporin thé hé 2
THUGC BAN THEO BON

SHINCE _u@
D€ XA TAM TAY TRE EM

thufic byt pha tiém | BOC K¥ HUGNG DAN SU DYNG TRUGC KHI DUNG

em td __...a:n din sl a_.:._nA
BAO QUAN: Trong bae bi kin, & nai khd, trénh dnh sdng,
nhiét 46 dugi 30°C.
TIBU CHUAN: USP 32.

10 Lo
Tiém bip
Tiém tinh mach
Tiém truyén tinh mach

‘— m Nha san xust: GTY TNHH DP SHINPOONG DAEWOD
| S 13, Budng 9A KCN Bién Hoa 2, Béng Nal, Viét Nam.
Nhugng quyén ciia: SHIN POONG PHARM. GO.. LTD. GTY TNHH DP SHINPOONG DAEWOD

434-4, Moknae-dong, Danwon-gu, Ansan-si Gyeonggi-do, Han Quéc. www.shinpoong.com.vn
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B Sold only by prescription [GmP-wHO]

Second Generation Cephalosporin

SHINCEF

®

10 Vials
For .M., L.V e oRE,
I.V. infusion Powder for injection
A m Manufacturer: SHINPOONG DAEWDO PHARMA GO, LTD,
Bien Hoa Industrial Zone No.2, Dongnai, Vietnam.
Under license of: SHIN POONG PHARM. 0. LTD.

434-4, Moknae - dong, Danwon - gu, Ansan - sl, Gyeonggi - do, Korea.

COMPOSITION: Each vial contains

- Active Ingredient: Cefuroxime..... 1. wn?uoo__.__ e 4
INDICATION - USAGE - CONTRAINDICATION: moo_/. I.rl..l
STORAGE: In a tight container, at dry place, protected from :
light, temperature below 30°C. |
SPECIFICATION: USP 32.

SOLD ONLY BY PRESCRIPTION
KEEP OUT OF THE REACH OF THE CHILDREN
READ CAREFULLY THE LEAFLET BEFORE USE

SPK Reg. No :

5816 SX Lot No,
NSX Mid. -
HD Exp. Date:

SHINPOONG DAEWOD PHARMA GO.,LTD.

www.shinpoong.com.vn
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- Hoat chdt: A
Cefuroxim... gdang Cefuroxim natri)

QUY CACH BONG GO[ Hép 1

CHI DINH

- Didu trj nhlim tring nang dwémg hd hép dudi (ké ca viém phéi), nhiém tring
da vd mé mém, nhiém tring xwong khop, nhiém tn‘l:lg niing niu-sinh duc,
nhiém tring huyét va viém mang ndo do céc vi khudn nhay cam giy ra.

- Du phong nhiém tring khi phnu thugt.

Lurn y: Nén lam khéang sinh db tnrde va trong qua trinh diéu trj, Cén tién hanh

thir chirc ning thén khi ¢6 chi dinh.

LIEU LUQNG VA CACH DUNG

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

- Nguwdi lém: Liéu théng thudng 14 750 - 1500 mg mdi 8 giv. Trong nhim tring
nang c6 thé tiém tinh mach 1,5 g mdi 6 git.

- Tré em va tré con rdt nhi: 30 - 60 mg/kg/ngdy, néu cin o thé ting dén 100
mg/kg/ngiy, chia 3 — 4 lidu nhé. Tré so sinh c6 thé cho dung téng liéu hang
ngiy twong ty, nhung chia 1am 2 — 3 liéu nho.

- Suy than: Cé thé can giam liéu theo d6 thanh thai creatinin (Cle,).

Cl, (mL/phit) Liéu dung
10-20 750 mg moi 12 gio
<10 750 mg moi 24 giv

Ngurdri dang thim tach miu: dimg lidu 750 mg véo cudi mdi lin thim téch.
Ngwdi dang thim tach mang bung, loc mau déng mach - tinh mach djnh ky:
liéu thich hop thiemg 13 750 mg, ngay hai lan.

- Viém mang néo do ching vi khudn nhay cam: Nguii 1ém: tiém tinh mach liédu
3 g mbi 8 gio. Tré em va tré con rit nho; tiém tinh mach liéu 200 — 240
mg/kg/ngdy, chia 3 — 4 liéu nho; sau 3 ngay hodc khi co cai thién vé lim sang
6 thé giam liéu tiém tinh mach xuéng 100 mg/kg/ngay. Tré so sinh: tiém tinh
mach 100 mg/kg/ngdy, co thé giam hsu xuéng 50 mg/kg/ngay khi cé chi dinh
1dm sang.

- Bénh lgu: Ding lidu duy nhét 1,5 g. Co thé chia lam 2 miii tiém 750 mg Véo
cdc vi tri khéc nhau, vi du vao hai méng.

- Dy phong phdu thugr: Liéu théng thuémg 13 1,5 g tidm tinh mach truée khi
phiu thuat, sau dé tiép tue tiém tinh mach hodic tiém bip liéu 750 mg, cir 8 gier
mdt lén cho téi thi gian 24 dén 48 gitr sau. Trong thay khép toan b, co thé
trén 1,5 g bt cefuroxim véi xi ming methylmethacrylat.

Céch pha va tiém thudc:
Lo Duimg ding | Lwgng nuie ciit pha tiém
15 Tiém bap 6 mL
& ["Tiém tinh mach 16 mL

- Tiém bdp: Léc ky dé tao hén dich ddng nhat, tiém ngay sau khi pha. Chia lam
hai mili tiém (750 mg/mili), tiém sdu vao cac co Iém & cae vj tri khic nhau.

- Tiém tinh mac.ﬁ tric tiép: Tlém chiim trong 3 - 5 phut. Dung djch tiém tinh
mach tryre tiép sau khi pha 6n dinh & nhiét dg 20 ~ 25°C - trong 18 ~ 24 gity

- Tiém myén tinh mach: Sau khi hoa tan, pha lodng tiép bing m{t trong céc
dich truyén tinh mach sau: Natri clorid 0,9%, dextrose 5% hofic 10%, dextrose
va natri clorid (5%/0,9% hoiic 5%/0,45%), natri lactat 1/6 M. Dung dich tiém
truyén tinh mach sau khi pha én dinh & nhiét d 2 ~ 8°C trong 7 ~ 8 ngay

CHONG CHI PINH

Qué min véi cefuroxim, tlén sir dj img véi céc cephalosporin khac hogic vii bét

ki thanh phiin ndo cia thude.

SU' DUNG THAN TRONG

- Trude khi bat diu diéu tri, phai diéu tra ky vé tién sir di (mg cia ngudi bénh
vori cephalosporin, penicilin hodic thude khac.

- Vi c6 phan (mg qué min chéo (bao gdm phan (mg sbc phan vé) xdy ra giira
cdc ngutr bénh dj tmg véi cac khang sinh nhém beta - lactam. Thén trong khi
ngudn bénh ¢ tién sir dj (mg véi penlc:]ln

- Nérl kiém tra chirc nang thin khi diéu trj bang oefu:omm, nhét la & ngudi bénh
6m nang dang ding llgl.l tdi da. Thén trong khi ding déng théi véi cac thude
loi tiéu manh, vi co thé giy bét lgi dén chirc nang thén.

- Nén giam lidu & ngudi suy than tam thoi hodc man tinh.

- Ding cefuroxim dai ngay c6 thé lam cac ching khéng nhay cam phit trién qua
mire. Cin theo ddi ngudi bénh cdn thin. Néu bi bbi nhiém nghiém trong thi
ngimg sir dung thube.

- Di c6 bdo cdo viém dai trang mang gia xay ra khi sir dung céc khang sinh phé
rong, vi vily cdn quan tdm chin dodn bénh nay va diéu trj bing metronidazol
cho nguini bénh bj tiéu chiy ning do ding khang sinh. Hét sirc thin trong khi
ké don cho nhimg nguiri ¢6 bénh drdmg tiéu hoa, dic biét 1a viém dai trang.

TUONG KY ;

- Khong nén dung thudc tiém natri bicarbonat dé pha lodng cefuroxim.

- Khéng trjn lin véi aminoglycosid trong ciing lo/tii.

LDUNG O PHY NU' CO THAI VA CHO CON BU

#ung cefuroxim diéu tri viém thén - bé thin & phy nir ¢6 thai khong thiy

it hitm cic tic dung khdng mong mubn & tré so sinh, Cepha.luspnnn thurémg

i la gn toan sir dung trong khi ¢d thai. Tuy-nhién, cic cong trinh

.. Cephalosporin thé hé 2
hudc bt pha tiem SHINCEF
Cefuroxim 1,5 g

nghién ciru chiit ché trén phy ni¥ c6 thai con chwa diy du nén chi ding thude
nay cho phu nif c6 thai khi that sy cén thiét.

- Cefuroxim bai tiét trong sira me & néng dé thép. Xem nhw néng dé nay khéng
6 tac dong trén tré dang bi sira me, nhumg nén quan tam khi thdy tré bj tiéu
chay, tua va ndi ban,

nc ﬁONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

khéng gy anh hudng 1én khi ning lﬂxevivénhanhmaym

TU’GNG TAC THUOC

- Probenecid liéu cao 1am giam d¢ thanh thai cefuroxim & thn, lam cho néng
d6 cefuroxim trong huyét twong cao hon va kéo dai hon.

- Aminoglycosid: tang nhiém ddc thin khi ding dong thari voi cephalosporin.

TAC DUNG PHU

Uac tinh ty 1¢ ADR khoang 3% s6 ngudsi bénh diéu tri.

- Thiedng gdp: dau rit tai ché va viém tinh mach huyét khoi tai noi tiém truyén;
tidu chay; ban da dang sén,

- It gdp: phan img phan v¢, nhiém ndm Candida; tang bach ciu ua eosin, giam
bach ciu, giam bach ciu trung tinh, thir nghiém Coombs dwong tinh; buén
ndn, nin; ma? day, ngira; ting creatinin huyét thanh,

< Hfémgﬁo:sot,dliéumﬂutanmﬁu; viém dai trang mang gia; ban do da hinh,
héi chimg Stevens - Johnson, hoai tir bidu bi nhiém déc; vang da ir mét, ting
nhe AST, ALT; nhiém déc thin c6 ting tam thi uré huyét, creatinin huyét,
viém thin k& co gift (néu lidu cao va suy thin), dau d4u, kich déng; dau khép.

Théng bdo cho bdc sT nhitng tdc dung phu gdp phdi khi sit dung thude.

DU"JC LUC HQC
Cefuroxim la khang sinh cephalosporin thé hé 2, Pho rjng, ct hoat tinh khang
khufn do irc ché tdng hop vach té bao vi khudn bing cach gin vdo cdc protein
dich thiét yéu (cac protein gin penicilin).

- Cefuroxim 6 hoat tinh khang khuan hiru hi¢u va rét dac tnmg chéng nhiéu tac
nhin giy bénh théng thuomg, k& ca cic ching tiét beta - lactamase/
cephalosporinase cta ca vi khuan Gr (+) va Gr (-). Cefuroxim dic biét rit bén
voi nhiéu enzym beta - lactamase cua vi khudn Gram am,

- Phd khdng khudn: Cﬁukhuﬁnﬁrﬁ-)vaﬁr( —) wa khi va ky khi, ké ca hau hét
céc ching Staphyl tiét penicilinase, cdc vi khudn dwomg ruét Gr (-).
Cé hoat lyc cao, vi vsymn&ngdéﬁcché;&mléu (MIC) thip d6i véi cic
ching Streptococcus {nhom ABC va G), cic ching Gonococcus va
Meningococcus. Ban diu, cefuroxim von ciing ¢6 MIC thip dbi véi cac ching
Gonococcus, Moraxella catarrhalis, Hi va Klebsiell,
spp. tiét beta-lactamase. Nlumg hién nay, & Vlet Nam nhiéu vi khun da khing
cefuroxim, nén MIC cua thube dbi véi céc ching nay da thay ddi. Cée ching
Enterobacter, Bacteroides fragilis va Proteus indol dwong tinh d3 giam do
nhay cam véi cefuroxim. Céc nghién ciru méi diy vé tinh hinh khéng thudc &
Viét nam cho thiy cac ching H. influenzae phén 1ap dwge & tré em khoe manh
44 khang cefuroxim v ty 18 cao,

- Gic chiing aé kMug C.*osmdmm difficile, ~ Pseudomonas  spp.,
Campylobacter spp., b , Legionella spp.; cac ching
Staphylococcus aureus, Slaphﬂacocm ep:demrdu khéng methicilin; Listeria
monocytogenes va da s6 chiing Enterococcus.

DUOC BONG HQC
Néng do dinh trong huyét twong (Cmax) khoang 27 pg/mL dat duge khoang
45 phit sau khi tiém bip 750 mg, va Cmax khoang 50 pg/mL dat dwgc
khoang 15 phut sau khi tiém tinh mach 750 mg. Sau liéu tiém khoang 8 gitr,
van do ducrc nong do didu trj trong huyét thanh.

- Thube gn vao protein huyét twong khodng 50%, nira déi trong huyét twong
khodng 70 phit va dai hon & ngudi suy thin va tré so sinh.

- Phin b réng khip co thé, ké ca dich mang phdi, dom, xwong, hoat dich va
thiy dich. Thé tich phin bd biéu kién khoang 9,3 - 158 IiV1,73 m’.
Cefuroxim di qua hang rdo mau no khi mang ndo bj viém, Thudc qua nhau
thai va bai tiét qua sita me. )

- Cefuroxim khﬁng bi chuyén héa va dugc thai trir o daug khéng doi, khua'mg
50% qun loc chu thin va khoang 50% qua bai tiét & dng thin. Thudc dat ndng

nude tiéu. Sau khi tiém, hiu hét lidu sir dung thai tnr trong vong
24 glu 16m thai trir trong vong 6 gio. Probenecid irc ché thai trir
cefuroxim qua éng thin, lam cho ndng d cefuroxim trong huyét trong ting
cao va kéo dai hon. Cefuroxim chi thai trir qua mét v&i lwong rit nhd, Néng
dﬁceﬁ:rommtmng]:Jét thanh bj gidm khi thim tach.

QUA LIEUVAXUT
Qud lidu edp: Phin 16n thudc chi gy budn ndn, nén, va tiéu chay. Tuy nhié
co thé giy phan émg ting kich thich thin kinh co va con co gidt, nhit 13
ngudn suy thin.

- Xit tri: Cén quan tim dén kha nang qué liéu ciia nhiéu loai thude, sir twong tic
thude va duge dong hoc bét thuimg & ngudi bénh. Béo vé dwdng hé hip cia
ngudi bénh, hé trg théng thoang khi va truyén dich. Néu phat trién cic con co
gidt, ngimg ngay thude va dimg liéu phap chéng co gidt néu cé chi dinh. Thim
téach méu ¢6 thé loai bo thude khoi méu, nhung phin 1ém viée didu tr 1 hd trg

hodic gidi quyét trigu chimg. g
KHUYEN CAO:
- Trinh xa thm tay tré em.
- Thubec nay chi ding theo sy ké don cia thiy thube.

- az: k§ huwrémg dfin sir dung trrée khi diing.

- n thém théng tin, xin héi ¥ kién béc si.

BAO QUAN: Trong bao bi kin, & noi khs, tranh 4nh siig, nhigt d¢ dudi 30 °C.
HAN DUNG: 24 thang ké tir ngay san xudt.

TIEU CHUAN: USP 32,

Nha siin xuit: CONG TY TNHH DP SHINPOONG DAEWOO

Nha may: S& 13, Buimg 9A KCN Bién Hoa 2, Déng Nai, Viét Nam

Van phong: Phong 07, éng‘) Thép R1, Toa nha Everich, S6 968 Purimg 3/2, P.15, Q.11, TP. HCM
DT : (08) 22250683 Fax:(08) 22250682 Email :

Nhwgng quyén ciia: SHIN POONG PHARM. CO., LTD

. H o CU C TQ (= Diachi: 434-4 Moknae-dong, Danwon-gu, Ansan-si, Gyeonggi-do, Han Quéc

,/ngjé'n Vi Chank




