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Thudc bén theo don
Prescription only

Ceftizoxim

Ceftizoxim pha tiém - Ceflizoxime for injection

Hop 10 lo/ Box of 10 vials

THANH PHAN; MBi lo chia Ceftizoxim....2 g (dubi dang ceftizoxim natri).
CHI BINH, LIEU LlﬂJédG CACH,DUNG, CHONG crﬂ BINH VA CAC
THONG TIN KHAC VE SAN PHAM: Xin doc td hudng din sif dung.
BAO QUAN: B¢ nai kh rag, trdnh dnh sdng, nhiét d6 khdng qud 30°C.
DE XA TAM TAY ClA TRE EM.

ﬂ%l: KY HYGNG DAN SU DUYNG TRUGC KHI DUNG.

TIEU CHUAN/ SPECIFICATION:

SDK/ Reg. No.:

S4' 18 SX / Batch No..

NSX / Mfg. Date:

HD / Exp. Date:

S&n xudt bdi: CONG TY TNHH DUUC PHAM GLOMED

29A D3i L§ Tu Do, KCN Viét Nam - Singapore, An Phu, Thudn An,
Binh Dugng.

Try sd chinh: 35 Dai L§ Ty Do, KCN Viét Nam - Singapore,

Thudn An, An Phd, Binh Duong.

£

\ ED/S

Bot pha tiém - Tiém bép‘%-%g{@
" 3‘

AN Y

COMPOSITION: Each vial contains Ceftizoxime.......2 g (as ceflizoxime sodium).
INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER
INFORMATION: Please refer to the package insert.

STORAGE: Store at the temperature not more than 30°C, in a dry place

protect from light.

KEEP QUT OF REACH OF CHILDREN.

READ CAREFULLY THE LEAFLET BEFORE USE. I‘lm M‘IMIM I‘I
G

52~ Manufactured by: GLOMED PHARMACEUTIGAL COMPANY,

26A Tu Do Boulevard, Vietnam - Singapaore Industrial Park,
Head office: 35 Tu Do Boulevard, Vietnam - Singapore
Thuan An, Binh Duong.

Park, An Phu,
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CEFTIZOXIM
) ) Bit pha tiém

1. Thanh phin

M&i lg chira: _

CEFTIZOXIM 500: Ceftizoxim 0,5 g (dudi dang bt v8 khuén ceftizoxim natri).

CEFTIZOXIM 2G: Ceftizoxim 2 g (dudi dang b{t v0 khudn ceflizoxim natri),

2. Dang bio ché: Bt pha tiém
3. Durgre lue hoe va duge ding hoe

Durge e hpe )

Nhom duge ly: Khing sinh cephalosporin thé hé 3

Ma ATC: JO1DDO7

T4c dng diét khudn cia ceftizoxim 12 do trc ché tdng hop thanh té bao vi khudn. Ceflizoxim a& khang cao véi mt phd ring cac

beta-lactamase (penicillinase va cephalosporinase), bao gdm Richmond logi I, II, 111, TEM, va IV, dugc sinh ra bai cdc vi khudn

Gram 4m vA Gram dwrong ca ky khi 1&n hiéu khi. Ceftizoxim c6 tac dung chéng lai nhiéu vi khudn Gram &m v Gram duong, va

thudng c6 thc dung in vitro va trén 14m sing d6i véi cée vi khudn sau:

- Vi khufin Gram dwong hiéu khi: Staphylococcus aureus (ké ca céc ching sinh penicillinase va khong sinh penicillinase),
Staphylococeus epidermidis (k& cd cc ching sinh penicillinase v khéng sinh penicillinase), Streptococcus agalactiae,
Streptococcus pneumoniae, Streplococcus pyogenes.

Luu y: Ceftizoxim thudmg khbng ¢é tic dung doi véi hau hét céc ching Enterococcus faecalis (trube diy 13 8. faecalis). Céc ty
cAu khuén khéng methicilin ciing khing v6i cephalosporins, ké c4 ceftizoxim.

- Vikhuén Gram &m hiéu khi: Acinetobacter spp., Enterobacter spp., Escherichia coli, Haemophilus influenzae (ké ca nhimg

ching khdng ampicilin), Klebsiella pneumoniae, Morganella morganii (trudc diy 14 Proteus morganii), Neisseria ol

gonorrhoeae, Proteus mirabilis, Proteus vulgaris, Providencia retigeri (trudc dfy 13 Proteus reitgeri), Pseudomonas a

aeruginosa, Serratia marcescens. o
- Vi khuin ky khi: Bacteroides spp., Peptococcus spp., Peptostreptococcus spp. 4
Dupe ding hpe -

Sau khi tiém bap ceflizoxim v6i lidu 0,5 g va 1 g, ndng @) dinh trung binh trong huyét twong lin lugt khodng 14 va 39 mcg/ml :
dat duge sau 1 gid. Nira d&i cia ceftizoxim trong huyeét tuong khoang 1,7 git va kéo dai ¢ tré so sinh va ngudi suy thin. W
Ceftizoxim gén két khoang 30% véi protein huyét tuong.

Ceftizoxim dugc phén bé réng khip cac md va dich co thé; thude dat nbng d6 didu trj trong djch ndo tiy khi mang ndo bj viém. \:
Thubc qua duge nhau thai va ndng d6 thip dugc tim thiy trong sita me. N
Géin nhir todn bf lidu ding durge bai tiét dudi dang khong ddi trong nude tiéu trong vong 24 gids diang thubc, vi vy thude dat S

néng dd cao trong nue tiéu. Ceflizoxim duge thii trir bang cach bai tiét & fmg théin vi lgc qua chu théin, Ceftizoxim duge thai
m{t phdn bang thim phén médu
4. Quy cich déng gébi:
Hép 10 lo bt pha tiém.
5. Chi dinh
Ceftizoxim duge chi djnh trong diéu trj cdc nhiém khudn do céc vi khufin nhay cam véi thubc trong f4c g hop sau:
* Nhiém khuén dudng hd hép dudi.
+ Nhiém khudn dudng tiét nigu.
* Bénh l4u.
+ Bénh viém viing chiu.
* Nhiém khuén trong 6 bung.
* Nhiém khuin huyét.
+ Nhiém khuén da va chu tric da.
+ Nhiém khudn xuong khép.
+ Viém mang ndo.
6. Litu diing va cdich ding
Liéu dang
Ngudi lén: 1 - 2 g céch mbi 8 - 12 gid. Trong nhitng trumg hop nhiém khudn nfing c6 thé tiém tinh mach lidu 2 - 4 g cach mé&i 8
gid; co thé tang liéu dén 2 g cach méi 4 gidy @bi voi nhimg nhiém khuén de doa dén tinh mang.
Pé diéu trj cdc nhidm khudn dudng tiét nigu khong bién chimg, ding liéu 500 mg céch mdi 12 gid.
Tiém bép liéu duy nhét 1 g d6i véi bénh lau khdng bién chimg.
Tré em trén 6 thang tudi: 50 m%/kg céch mdi 6 - 8 gid.
Bénh nhdn suy thdn: Sau lidu tan cong 0,5 - 1 g, liéu duy tri nén duge didu chinh tiy vao d thanh thai creatinin va mic do
nghiém trong ciia nhigm khuin:
- CC 50 - 79 ml/phit: 0,5 - 1,5 g c4ch mi 8 gid.
- CC 5 - 49 ml/phut: 0,25 - 1 g cAch mdi 12 gid.
- CC <5 ml/phit: 250 - 500 mg cAch méi 24 gidr hojic 0,5 - 1 g cich mBi 48 gid, sau khi thim phén.
Céch ding: . .
Thube duge ding bing cach tiém bip siu, hoje tiém tinh mach chim trong 3-5 phit hofe truyén tinh mach ngdt quang hay lién
tuc. Néu ding ligu > 2 g ceftizoxim dé tiém bap, nén chia lidu va tiém & cée vj tri ¢6 khdi co 16n,
Dung djch sau khi pha phai trong, khéng ¢6 can hay vat thé Ia c6 thé nhin thiy bing mit thuong.
Hudng ddin cdch hoan nguyén
Tiém bip: Hoan nguyén lg 0,5 g hodic 2 g ceftizoxim véi 1,5 ml hodc 6 ml nuéc vo khuin pha tiém, tuong img. Lic k trudc khi
ding.
Tiém tinh mach: Hoan nguyén lo 0,5 g holic 2 g ceftizoxim véi 5 ml hozc 20 ml mréc v6 khuén pha tiém, trong img. Lic k¢
trude khi ding.
Truyén tinh mach: D& truyén tinh mach lién tyc hay ngit quang, pha loang ceftizoxim sau khi d4 hoan nguyén véi 50-100 ml mgt
trong c4c dung dich sau: natri clorid dé tiém, dextrose 5% hay 10% dé tiém, dextrose 5% vA natri clorid 0,9%, 0,45%, hoic 0,2%
dé tiém, Ringer @8 tiém, Lactated Ringer dé tiém, dudmg chuyén 10% trong nudc vd khudn pha tiém, natri bicarbonat 5% trong




httos: //t h nu hvé khuind)ha tiém,
pS- rung am HQE« Mg: Khéng nén tron 1dn ceftizoxim trong bom tiém véi c4c khang sinh khic.
"y 7. Chéng chi djnh
Bénh nhén ¢4 tidn sit qua min véi cdc khang sinh thude nhém cephalosporin hodic vai bit ki thanh phén ndo cua thude.
‘ B. Luru ¥ va lhgn trong
: Truée khi didu trj biing ceftizoxim, cén xéc djnh xem bénh nhén c6 tién can bj phan img qué mén véi cephalosporin, penicilin |
hoiic nhimg thube khac khong, ;
Ngudi dj g véi penicilin cé thé ciing s dj img v6i cephalosporin. Nén that cdn thin khi dung ceftizoxim cho nhimg bénh nhén
nay.
Diing ceflizoxim dai ngdy c6 thé 1am téng sinh qué mirc céc vi khudn khéng nhay cim. Cin theo ddi c4c ddu higu bdi nhiém, néu
bdi nhidm nghiém trong phai ngung sir dung thube. )
Nén thén trong khi tiém ceftizoxim cho nhimg ngudi c6 tién sir bénh da day-rugt, dic biét 1a viém rut két.
Cén phai theo dai chirc ning thin néu ding dgng théni ceftizoxim vdi thubc gy doc dbi véi than (vi dy nhur cac aminoglycosid).
Sir dyng cho tré em: B§ an todn va hiéu lyc cua ceftizoxim ¢ tré em dudi 6 thang tudi chua dugce xée djnh,
Sir dyng trén phy nir ¢ thai va cho con bi: Khong c6 céc nghién ciru dhy dia va ¢6 kiém soét trén phy nit ¢4 thai. Vi céc
nghién ciru trén ddng vit khong phdi lic ndo cling dy dodn dugc d4p img trén ngudi, nén chi ding thudc ndy trong thai ky khi
thét cAn thiét. Ceftizoxim dugc bai tiét trong sita ngudi véi ndng 4§ thip. Nén thén trong khi chi dinh ceftizoxim cho phy nit
dang cho con bu.
Anh huéng trén khi niing I4i xe va viin hinh mdy: Khéng c6 béo cdo.
9. Twong tdc cia thubc véi cde thude khdc va cdc dang twomg téc khdc
Ddc tinh trén than da dugc bao cdo khi ding ddng thoi cephalosporin véi aminoglycosid.
Probenecid 1am gidm thanh thai & thin cia ceftizoxim.
10.T4c dung khéng mong mubn
Thuwong gap, 1/100 < ADR < 1/10
- Nhay cam: Ban da, ngira, sét.
- Gan: Tang thoang qua AST (SGOT), ALT (SGPT) va alkaline phosphatase.
- Huyét hoc: Tang bach cdu va ting tiéu chu thodng qua. Thir nghi¢ém Coombs duong tinh & mdt vai bénh nhén.
- Tai chd tiém: Dau, viém tinh mach tai chd tiém.
1t gdp, 1/1000 < ADR < 1/100
- Tiéu héa: Tidu chdy, bubn ndn, nén, viém dai trang mang gia.
- Thén: Tang thodng qua BUN va creatinine.
- Hiém gip, 1/10000 < ADR < 1/1000
- Nhay cam: Té cimg, shock phan v§.
- Gan: Téng bilirubin.
- Huyét hoc: Thiéu mau, k& ¢ thiéu mau tén huyét, giam bach ciu, giam bach céu trung tinh va giam {i
- Thn-tiét nigu: Viém émdgo.
'gung str dung va hdi ¥ kién bdc sTnéu: Xuft hién dj img hodc phan img qué mén nghiém trong, viém dai tring mang gia.
Théng bio cho bic s§ nhitng téc dung khing mong mudn gip phii khi sir dyng thubc.
11. Qué li¢u va xir tri
Triéu chimg: Thong tin vé qud lidu cefizoxim cdn han ché,
Xir tri: Trong tnrémg hop qué lidu, ngimg ding thude, diéu trj trigu chimg, va dp dung céc bién phap hé trg cin thiét.
12. Didu kign bio quin:
Dé noi kho réo, trinh dnh sing, nhiét 49 khong qué 30°C, o
Dung djch 43 pha nén ding ngay hofic phdi bao quan trong ti lanh (2°C-8°C) khéng qud 12 gidr néu cédn.
13. Tiéu chuin thanh phim: USP 38
14. Han ding: 24 thing ké tir ngay san xut.
15. Tén, dja chi cia co s& sin xufit:

CONG TY TNHH DUQC PHAM GLOMED D
Dia chi; Nha méy GLOMED 2: §6 29A Pai 1§ Ty Do, KCN Viét Nam — Singapore, phurdng An Ph, thi xa Thudn An, tinh B]\ﬁf{
Duong, Ty \

DT: 0274.3768823 Fax: 0274.3769095
| 16. Ngdy xem xét sira ddi ciip nhit lai ngi dung hwrémg din sir dyng thube:
| 22/08/2017
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7 HUGNG DAN SU DUNG THUOC CHO NGUOI BENH

1- Tén sin phim )
Tén generic hodc tén chung qubc té: Ceftizoxim |
Tén biét duge: CEFTIZOXIM i
Thubc ban theo don |
Dé xa tim tay ciia tré em |
Doc ki huréng din sir dung trude khi ding, |
Nz cgn thém théng tin, xin hdi y kifn béc st
Théng bdo ngay cho béc sy nhirng tic dyng khing mong mudn gip phdi khi sir dung thudc. I
2- Thanh phin cia thube
M3i lg chira:
CEFTIZOXIM 500: Ceftizoxim 0,5 g (duéi dang bjt vé khudn ceftizoxim natri).
CEFTIZOXIM 2G: Ceftizoxim 2 g (duéi dang bjt v6 khudn ceftizoxim natri).
3- MG td sén phim ) ;
CEFTIZOXIM c6 dang bt dung d€ tiém bap, tiém tinh mach.
CEFTIZOXIM B0t két tinh triing dén vang nhat, dugc déng trong lp thiy tinh trong sudt, khéng mau.
4- Quy cdch déng goi
Hop 10 lg bt pha ti€m.
5- Thubc ding cho bénh gi? . . |
Ceftizoxim duge chi djnh trong diu trj c4c nhim khudn do céc vi khuén nhay cam vai thude trong céc trudmg hop sau: |
+ Nhim khudn duong hd hip duéi. ‘
|

+ Nhi&m khufn dudng tiét nigu.
Bénh lfu.
Bénh viém viing chiu.
Nhi&m khudn trong & bung.
Nhi&m khudn huyét.
Nhiém khuén da va céiu tric da.
Nhiém khudn xwong khép.
" Viém mang ndo.
6- Nén ding thut niy nhir thé nio va liéu lwong?
Liéu ding ) h
Nguoi lén: 1 - 2 g cdch mbi 8 - 12 gid. Trong nhitng trudmg hop nhi€ém khuin niing cb thé tiém tinh mach lidu 2 -4 g cdch mdi 8
gidr; cd thé ting lidu dén 2 g cdch mdi 4 gitr d8i véi nhimg nhiém khudn de doa dén tinh mang.
Dé didu trj cdc nhiém khudn dudng tiét niéu khong bién chimg, ding lidu 500 mg cach mdi 12 gio.
Tiém bip liéu duy nhét 1 g d8i v6i bénh Igu khong bién chimg.
Tré em trén 6 théng (uoi: 50 n:gkg cdch mdi 6 - 8 givy,
Bénh nhdn suy thin: Sau liéu tan céng 0,5 - 1 g, lidu duy tri nén duge didu chinh niy vio d§ thanh thai creatinin va miec d§

nghiém trong céia nhi#m khuin: X A

. CC 50- 79 mUphiit: 0,5 - 1,5 g cich mdi 8 gio. o

- CC 5 -49 mlphut: 0,25 - | g cich méi_lz Bi. . Q‘? aé
- CC <5 mUphit: 250 - 500 mg céch mdi 24 gitr hoac 0,5 - 1 g cdch mdi 48 gid, sau khi thim phan. -
Céch ding: = [TRACH?

Thubc duge ding béng cdch tiém bip shu, hodc tiém tinh mach chdm trong 3-5 phiit hoac truyén tinh mach ngét quing
tuc. Néu dang lieu > 2 g ceftizoxim dé tiém bip, nén chia lidu va tiém & cde vi trl ¢6 khbi co 1én.
Dung djch sau khi pha phai trong, khéng cé cin hay vit thé la c6 thé nhin thiy biing mit thudmg.
Hirémg dén cdch hodn nguyén
Tiém bip: Hodn nguyén lg 0,5 g holic 2 g ceftizoxim v4i 1,5 ml hodc 6 ml nuée v0 khufn pha tiém, twong tmg. Lic k¥ trude khr=
ding, :
Tiém tinh mgch: Hoan nguyén lg 0,5 g hodc 2 g ceftizoxim véi 5 mi hodic 20 ml nirére v6 khufin pha tiém, tuong img. Lac ky
trurde khi ding.
Truyén tinh mach: Dé truyén tinh mach lién tuc hay ngit quang, pha loing ceftizoxim sau khi 42 hodn nguyén véi 50-100 ml
mét trong cic ding djch sau: natri clorid dé tiém, dextrose 5% hay 10% dé tiém, dextrose 5% va natri clorid 0,9%, 0,45%, hojc
0,2% dé tiém, Ringer dé tiém, Lactated Ringer dé tiém, dudmg chuyén 10% trong nuéc v6 khuén pha tiém, natri bicarbonat 5%
trong nudc vb khufn pha tiém.
Thén trong khi sir dung: Khéng nén trjn lin ceftizoxim trong bom tiém véi cac khéng sinh khic.
7- Khi ndo khing nén dang thufc nay?
Bénh nhén c6 ttn st qué mén véi cdc khng sinh thue nhém cephalosporin hodc véi bt ki thanh phén ndo ciia thude.
8- Tic dyng khéng mong mubn
Thudng gdp, 1/100 < ADR < 1/10
- Nhay cAm: Ban da, ngira, sét.
- Gan: Tang thodng qua AST (SGOT), ALT (SGPT) va alkaline phosphatase.
- Huyét hoc: Tang bach ciu va tang tidu cAu thodng qua. Thir nghi¢m Coombs duong tinh & m{t vai bénh nhén,
- Tai chd tiém: Pau, viém tinh mach tai ch tiém.
It gap, 1/1000 < ADR < 1/100
- Tiéu héa: Tiéu chdy, bubn nén, ndn, viém dai tring mang gia.
- Thén: Tang thodng qua BUN va creatinine.
Hiém gdp, 1/10000 < ADR < 1/1000
- Nhay cam: Té cimg, shock phén vé.
- Gan: Tang bilirubin.
- Huyét hoc: Thiéu mau, ké ca thiu mau tan huyét, gidm bach ciu, gidm bach cAu trung tinh va gidm tiéu cu,
- Thin-tiét niéu: Viém m dao.

wlign 0O




https://trungtamthuoc.com/

. | Ngung sir dung va hoi y kién bdc sT néu: Xut hién dj tmg hoe phan img qua mén nghiém trong, viém dai trang mang gid.
| Théng bdo cho béc s§ nhi}ngctéc dung khéng mong mubn gip phai khi sir dung thudc.
. . 9- Nén trinh diing nhirng thudc hodic thyrc pham gi khi dang ding thufic nay?
. | Déc tinh trén thin di dugc bdo cdo khi dung dong thoi cephalosporin véi aminoglycosid.
| Probenecid lam giam thanh thai & thén cila ceftizoxim.
10- Cin 1am gi khi mjt lin quén dung thubc?
B4 lidu hodic didu trj chua dirt diém 1am giam hiéu qua diéu trj va |am tang kha nang khéng thudc cua vi khudn.
11- C_ﬁn bao quén thude nay nhw thé nio?
D& noi kho rédo, trénh 4nh sdng, nhiét dj khong qud 30°C. ‘
Dung djch da pha nén ding ngay hoc phai bo quan trong ti lanh (2°C-8°C) khdng qué 12 gid néu cén.
12- Nhirng déu higu va trigu chirng khi dang thugc qui litu
Théng tin v& qué lidu ceRizoxim con han ché,
13- Cin phai lam gi khi ding thude qué liéu khuyén cdo?
Trong trudmg hop qué lidu, ngimg ding thube, didu trj tri¢u chimg, va dp dyng céc bién phép hé trg cn thiét.
14- Nhirng diéu cin thin trong khi ding thudc nay?
Truéc khi didu trj bing ceflizoxim, ¢dn xéc dinh xem bénh nhén ¢6 tién can bj phan (mg qui man véi cephalosporin, penicilin
hofic nhimg thude khéc khéng. .
Ngudi dj img véi penicilin ¢6 thé ciing s di tmg v&i cephalosporin. Nén that cn thin khi dung ceftizoxim cho nhimg bgnh
nhén nay.
Diing ceftizoxim dai ngdy c6 thé 1am téng sinh qua mc céc vi khun khong nhay cam. Cén theo doi cdc déu higu bdi nhiém,
néu bi nhi€m nghiém trong phai ngung sir dung thuée.
Nén than trong khi tiém ceftizoxim cho nhimg ngudi 6 tién sit bénh da day-rudt, dac bigt 12 viem rudt két. _
Cn phai theo ddi chirc nang thén néu ding dong thdi ceftizoxim véi thubc gay dgc dbi véi thén (vi dy nhu cdc aminoglycosid).
Sir dung cho tré em: D§ an toan va higu luc cia ceftizoxim & tré em duéi 6 théng tudi chua duge xéc dinh.
Sir dyng trén phy nir ¢ thai va cho con bii: Khong cé cdc nghién ciru diy du va co kiém soét trén phu ni c6 thai. Vi céc
nghién ctru trén ddng vét khong phai lic ndo ciling dir dodn duge dép img trén ngudi, nén chi ding thude nay trong thai ky khi
thét cin thiét. Ceftizoxim dugc bai tiét trong sita ngudi voi néng dé Ihép. Nén thin trong khi chi dinh ceftizoxim cho phy nir
dang cho con bu. .
Anh hudng trén khé niing ldi xe va van hanh mdy: Khéng c6 béo cdo. [
15- Khi ndo cin tham vén bics§? . '
Ngumg sir dung va hoi y kién bdc 7 néu: Xufit hién dj img hoc phan img qué man nghiém trong, viém dai tring mang gid.
Ng:’.':dn thém théng tin xin hoi y kién bde sy hogc dige si. :
16- Tiéu chuiin thanh phim: USP 38
17- Han ding cua thufl:‘c
24 théng k& tir ngay san xuét,
18- Nha sin xuft/chil s& hiru gily phép diing ky sin phim
—~ CONG TY TNHH DUQC PHAM GLOMED
m Dja chi NSX: Nha may GLOMED 2: $6 29A Pai L§ Ty Do, KCN Viét Nam — Sihgapore,
S phudmg An Phu, thj xa Thudn An, tinh Binh Duong,

19- Ngdy xem xét sirn ddi, cip nhit lai ndi dung hwéng déin sir dung thude.
22/08/2017
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