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NHAN DECAL CEFTIZOXIM 500 (p 1010

%) , i = P
< [TRACH NHIEM KU KAN) 2
«|  DUGC PHAM

Thudc ban theo don
Prescription on

Hép = lg/ Box of  wials

THANH ?HEN; M3i lo chiia Cettizoxim......05 ¢ (duti dang ceftizoxim nari).
CHI BINH, LIEU LUGNG, CACH DUNG, CHONG CHI BINH VA CAC THONG
TIN KHAC VE SAN PHAM: Xin doc to husng d3n si dung.

BAQ QUAN: Bé roi kho rdo, trénh dnh sang, nhigt dj khing qua 30°C.

BE XA TAM TAY CUA TRE EM. :

BOC KY HYGNG DAN SU DYNG TRUGC KHI DUNG.

TIEU CHUAN/ SPECIFICATION:

SBK/ Reg. No.:

S8 18 8X / Batch No
NSX / Mfg. Date:
HO ! Exp. Date:

San xudt hdi: CONG TY TNHH DUGC PHﬁ?M GLOMED

204 Pai L Ty Do, KCN Vigt Nam - Singapore, An Phit, Thuin An, Binh Dung.
Try sé chinh: 35 Bai L§ Ty Do, KCN Vigt Nam - Singapore, An Phd,
Thuin An, Binh Dugng.

" Ceftizoxim

Ceftizoxim pha tiém - Ceftizoxime for injection

b
\3\ cLoMED /£
Bot pha tiém - Tidm bap

x

COMPOSITION: Each vial contains Ceftizoxime....0.5 g (as ceftizoxime sodium).
INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER
INFORMATION: Please refer to the package Insart. q
STORAGE: Store at the temperature not more than 30°C, in a dry place, t}!eci
(o

I AR

KEEP 0UT OF REACH OF CHILDREN.
READ CAREFULLY THE LEAFLET BEFORE USE.
&
GLOMED
A Marufactured by: GLOMED PHARMACEUTICAL COMPANY, Lid
294 Tu Do Boulevard, Vietnam - Singapore Industrial Park, An Phu, Thuan An, Binh Duong.
Head office: 35 Tu Do Boulevard, Vietnam - Singapore Industrial Park, An Phuy,

Thuan An, Binh Duong.
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CEFTIZOXIM
: Bét pha tiém

1. Thanh phin

M3i Ip chira: . )

CEFTIZOXIM 500: Ceftizoxim 0,5 g (dudi dang bét vé khudn ceftizoxim natri).

CEFTIZOXIM 2G: Ceftizoxim 2 g (dudi dang bt vd Khudn ceftizoxim natri),

2. Dang bao ché: Bot pha tiém
3. Duwge lyc hoe va duge ding hoc

Dugce luc hoc

Nhém duge ly: Khéng sinh cephalosporin thé hé 3

Ma ATC: J01DD07

Téc dong dist khudn cia ceftizoxim 14 do {rc ché thng hop thanh té bao vi khuin. Ceftizoxim d& khang cao véi mot phd rong cic

beta-lactamase (penicillinase va ce;:halospormasc) bao gém Richmond loai I, IT, TIT, TEM, va IV, dugc sinh ra boi cée vi khudn

Gram am va Gram dwong cd ky khi 1dn hiéu khi. Ceftizoxim ¢6 tac dung chéng lai nhiéu vi khudn Gram am va Gram duong, va

thudmg cb tac dung in vitro va trén 1am sang déi véi céc vi khudn sau:

- Vi khuén Gram duong hiéu khi: Staphylococcus aureus (ké ¢ chc ching sinh penicillinase va khong sinh penicillinase),
Staphylococcus eptderm:df.s‘ (k& ca cac ching sinh penicillinase va khéng sinh penicillinase), Streptococcus agalactiae,
Streptococcus pneumoniae, Streptococcus pyogenes.

Luu y: Ceftizoxim thiwdng khong c6 tic dung déi voi hiu hét cde chung Enterococcus faecalis (trude ddy 14 8. faecalis). Cic ty
chu khudn khéng methicilin cling khang v6i cephalosporins, ké ca ceftizoxim.

. Vi khudn Gram &m hiu khi: Acinetobacter spp., Enterobacter spp., Escherichia coli, Haemophilus influenzae (k& ca nhimg
ching khang ampicilin), Klebsiella pneumoniae, Morganella morganii (truoc day 1a Proteus morganii), Neisseria
gonorrhoeae, Proteus mirabilis, Proteus vulgaris, Providencia retigeri (truic day 1a Proteus retigeri), Pseudomonas
aeruginosa, Serratia marcescens.

Vi khuén ky khi: Bacteroides spp., Peptococcus spp., Peptostreptococcus spp.

D;rp'c dgng hoc

Sau khi tiém bip ceflizoxim voi lidu 0,5 gval g, néng d5 dinh trung binh trong huyét tuong I4n luot khoang 14 va 39 meg/ml

dat dwgce sau 1 gid. Nua doi cia ceftizoxim trong huyét twong khodng 1,7 gityva kéo dai & tré so sinh va ngudi suy than.

Ceftizoxim gan két khoang 30% voi protein huyét tong.

Ceftizoxim dwoc phén bé rong khap cdc mé va dich co thé; thube dat ndng do diéu tri trong dich ndo tiy khi ming ndo bj viém.

Thuoc qua duge nhau thai va néng dé thﬁp duge tim théy trong stta me.

Gén nhur toan bd lidu dung duge bai tiét dudi dang lchong ddi trong nudc tleu irong vong 24 gi&r diing thude, vi vy thubc dL\/\/

nbng d9 cao trong nude tiéu. Ceflizoxim duge thai trir bang cach bai tiét & 6ng than va loc qua ciu than. Cefnzoxm duge tflar

mdt phén bing thdm phin méu
4, Quy cich déng goi: /
Hop 10 lo bt pha tiém.
5. Chi dinh
Ceftizoxim duqc chi dinh trong didu tri cdc nhiém khudn do cdc vi khudn nhay cam véi thude trong cde trirdmg hop san:
+ Nhiém khuén dudng hd hip duai.

\

+ Nhi&m khuén duong tiét niéu. .‘Q{ﬂ 549 !
+ Bénh l4u, ﬁyﬁ
+ Bénh viém viing chiu. / Y CONGT
+ Nhiém khudn trong 6 bung. [RiCH NHIEM H
. Nhi§m k!1u§n huyét. . = I UGG PH
+ Nhiém khuén da va céu tric da. .

+ Nhiém khuén xuong khép. SN\ GLOM
+ Viém ming néo. %N

6. Lleu diing va cich ding w

Litu ding

Ngugi lom: 1 - 2 g céch mbi §-12 giv. Trong nhitng trudng hgp nhiém khuén ning cé thé tidm tinh mach lidu 2 - 4 g cach médi 8
gidy; ¢6 thé ting lleu dén 2 2 cdch mbi 4 gitv dbi voi nhimg nhiém khuén de doa dén tinh mang.

Bé diéu tri cic nhifm khuén dudng tiét niéu khéng bién chimg, ding lidu 500 mg céch mdi 12 gid.

Tiém bép liéu duy nhat 1 g dbi voi bénh l4u 1 khéng bién chimg.

Tré em trén 6 thang tuoi: 50 mg/kg cach mdi 6 - 8 Bio. )

Bénh nhdn suy thén: Sau liu tancong 0,5-1 g, lidu duy tri nén duge diéu chinh tiy vao dé thanh thai creatinin va mire d6
nghiém trong ciia nhiém khudn: )

- CC 50 -79 ml/phut: 0,5 - 1,5 g cach mdi § gio.

- CC 5 - 49 ml/phut: 0,25 - 1 g cich m6i 12 gio.

- CC <5 ml/phit: 250 - 500 mg cdch m&i 24 git hodc 0,5 - 1 g céch m&i 48 gid, sau khi thAm phén.

Cach ding:

Thude duge ding bang cach tiém bap sfiu, hode tiém tinh mach chim trong 3-5 phut hodic truyén tinh mach ngét quing hay lién
tuc. Néu ding liéu > 2 g ceftizoxim dé& tiém bap, nén chia litu va tiém & cic v; tri co kho: co l6m.

Dung dich sau khi pha phai trong, khong c6 cin hay vt thé la ¢o thé nhin thay bing mét thudmg,

Hudng dan cdch hoan nguyén .

Tiém bép: Hoan nguyén 1o 0,5 g hodc 2 g ceftizoxim véi 1,5 ml hoic 6 ml nude vd khudn pha tiém, twong img. Lic k¥ trude khi
dung.

Tiém tinh mach: Hoan nguyén lg 0,5 g hodc 2 g ceftizoxim voi 5 ml hodc 20 ml nude vo khuén pha tiém, twong tmg. Lic ky
trude khi ding,

Truyén tinh mach: Dé truyén tinh mach lién tuc hay ngfit quing, pha loding ceftizoxim sau khi da hoan nguyén véi 50-100 ml mét
trong cde dung dich sau: natri clorid dé nem, dextrose 5% hay 10% dé tiém, dextrose 5% va natri clorid 0,9%, 0,45%, hoZc 0,2%
dé tiém, Ringer dé tiém, Lactated Ringer dé tiém, dudng chuyén 10% trong nirde v khudn pha tiém, natri bicarbonat 5% trong
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ml-ﬁ:mm kh;lq‘quha 2‘
ung: Khéng nén trén 1in ceftizoxim trong bom tiém véi cac khang sinh khac.
7. Chéng chi dinh
Bénh nhén cé tién sir qua min véi cdc khang sinh thude nhém cephalosporin hogic v&i bat ki thanh phin nao cua thuée.
8.Luu y va thin trong
Trude khi diéu tri bing ceftizoxim, cén x4c dinh xem bénh nhén c¢ tién can bj phan tmg qua min véi cephalosporin, penicilin
hogc nhitng thudc khac khong.
Ngudi dj tmg v&i penicilin ¢6 thé ciing s di img véi cephalosporin. Nén thét cén than khi diing ceftizoxim cho nhimg bénh nhin
ndy.
Dung ceftizoxim dai ngay cé thé lam t.’mg sinh qué mirc cdc vi khufin khong nhay cam. Cin theo dai céc ddu hidu bdi nhiém, néu
bdi nhiém nghiém trong phai ngung sir dung thudc.
Nén thin trong khi tiém ceftizoxim cho nhtmg ngudi cd tién sir bénh da day-rut, dc biét 14 viém rudt Két.
Cén phai theo doi chirc nang thin néu diing dong thdi ceftizoxim véi thubc gay dbe déx voi thédn (vi du nhur cdc aminoglycosid).
Sir dyng cho tré em: Dd an toan va higu luc cua ceftizoxim & tré em dudi 6 thing tudi chua duge xdc dinh.
Sir dung trén phu nit c6 thai va cho con bi: Khong cb céc nghién ciu diy dii va c6 kiém soét trén phu nir ¢6 thai. Vi céc
nghién ctru trén dng vat khéng phai lie nae cling dy dodn duge dip img trén ngudr, nén chi ding thubc nay trong thai ky khi
that cén thiét. Ceftizoxim duge bai tiét trong stra nguoi voi néng dp thap Neén thén trong khi chi dinh ceftizoxim cho phu nir
dang cho con bi.
Anh huéng trén kha ning 14i xe va viin hanh may: Khéng c6 bio céo.
9, Twong tic ciia thube v6i cde thubc khéc va cic dang twong téc khic
Doc tinh trén thdn da dugce bdo céo khi diung ddng thor cephalosporin véi aminoglycosid.
Probenecid 1am giam thanh thai ¢ thén cia ceftizoxim.
10.T4c dung khdong mong mubn
Thuong gdp, 1/100 < ADR < 1/10
- Nhay cam: Ban da, ngira, sbt.
- Gam: Ting thodng qua AST (SGOT), ALT (SGPT) va alkaline phosphatase.
. Huyét hoc: Tang bach ciu va ting tiéu clu thoang qua, Thir nghiém Coombs duwong tinh & mét vai bénh nhén.
- Tai chd tiém: Pau, viém tinh mach tai ché tiém.
It gdp, 1/1000 < ADR < 1/100
. Tiéu héa: Tiéu chay, budn nén, nén, viém dai trang mang gia.
- Thén: Ting thodng qua BUN va creatinine.
- Hiém gip, 1710000 < ADR < 1/1000
- Nhay cam: Té cimg, shock phin vé.
- Gan: Tang bilirubin.
- Huyét hoc: Thiéu méu, ké ca thiéu mau tan huyét, giam bach ciu, giam bach cAu trung tinh va gizm tiéu ciu,

Thén-tiét niéu: Viém ém dao. n/
Ngu‘ng st dung va hoi y kién bdc sTnéu: Xudt hién di tmg hoac phin {mg qué min nghlem trong, viém dai trang mang gia.
Thong bio cho bic sy nhirng tdc dung khong mong mudn giip phai khi sir dung thube.

11. Qué lidu va xir tri
Triéu chimg: Thong tin v& qué litu ceftizoxim con han ché.
Xir tri: Trong trudng hop qua lidu, ngimg ding thude, didu tri triéu chimg, va ap dung c4c bién phap hd trg can thiét.
12. Diéu kién bio quén:
D& noi khd réo, tranh anh sdng, nhiét do khong qua 30°C.
Dung djch da pha nén dung ngay hodic phai bao quan trong ti lanh (2°C-8°C) khong qua 12 gidy néu cin.
13, Tiéu chuén thanh pham USP 38
14. Han diing: 24 théng ké tir ngay san xut.
15. Tén, dja chi ciia co's& sdn xuit:
CONG TY TNHH DUQC PHAM GLOMED
Dia chi: Nha may GLOMED 2: $4 29A Pai 16 Ty Do, KCN Viét Nam — Singapore, phucrng An Phu, thi xa T}ﬁg ﬁ tinh Binh
Duong.
bT: 0274.3768823 Fax: 0274.3769095

16. Ngay xem xét sira ddi cap nhit lai ndi dung huémg din sir dung thube:
22/08/2017
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’ HUGNG DAN SUDUNG THUOC CHO NGUOTBENH

['1- Tén san phim s m
Tén generic hodc tén chung quoc té: Ceftizoxim
Tén biét duge: CEFTIZOXIM
Thubec bén theo don
pé xatim tay ciia tré em
Doc kf huwéng dén sir dung truéc khi dung.
Néu can thém thong tin, xin hoi y kién bac sT.
Théng bido ngay cho béc s§ nhiing tic dung khéng mong mubn gip phai khi sir dung thude.
2- Thanh phin cia thue
MGdi lo chira:
CEFTIZOXIM 500: Ceftizoxim 0,5 g (dudi dang bjt v6 khuin ceftizoxim natri).
CEFTIZOXIM 2G: Ceftizoxim 2 g (dudi dang bét v6 khudn ceftizoxim natri).
3- M ti sin phim
CEFTIZOXIM c6 dang bt diung de tidm bép, tiém tinh mach.
CEFTIZOXIM Bét két tinh tring dén ving nhat, dugc déng trong lo thiy tinh trong sudt, khéng mau.
4- Quy cach dong géi
Hép 10 1o bt pha tiém.
5- Thude ding cho bénh gi?
Ceftizoxim dugc chi dinh trong diéu tri cac nhidm khudn do cée vi khudn nhay cam voi thude trong céc trrong hop sau:
+ Nhifm khuin dubng ho hip dudi.
+ Nhiém khufn dudng tiét niu.
= Bénh l4u.
* Bénh viém ving chéu.
* Nhifm khuén trong & bung.
+ Nhiém khuan huyét.
|+ Nhiém khudn dava cdu tric da,
+ Nhi&m khuin xuong khap.
+ Viém mang ndo. .
6- Nén ding thudc nay nhu thé nio va liéu lugng?
Litu ding
Nguoi lon: 1 - 2 g céch mbi 8- 12 gw Trong nhitng trudmg hop nh1érn khuén ning cd thé tiém tinh mach lidu 2 - 4 g/cdch mbi 8
gid; c6 thé tang liéu dén 2 geich mdi 4 gitr dbi voi nhimg nhiém khuan de doa dén tinh mang,
bé dxeu tri cdc nhiém khuén durong tiét niéu khéng bién chimg, ding lidu 500 mg céch mdi 12 gid.
Tiém bép lidu duy nhat 1 g dbi voi bénh lau 1 khong bién chimg.
Tré em irén 6 thaing tudi: 50 mg/kg cachmdi 6-8 gid.
Bénh nkdn suy than: Sau lidu tan cong 0,5 - 1 g, liéu duy tri nén duge didu chinh tity vao d9 thanh thai creatinin va mirc d§
nghiém trong ciia nhifm khufn:

- CC 50 - 79 mUphat: 0,5 - 1,5 g cch m51 8 gidn =
- CC 5-49 ml/phit: 0,25 - 1 g cach mcu 12 gid. Q(ﬂ 549
- CC <5 ml/phut: 250 - 500 mg céch mdi 24 gio hoe 0,5 - 1 g cach mdi 48 gidy, sau khi thim phan, "3\
Cich ding: Y/ cONG
Thube dm;rc dung bing cach tiém bap sfiu, hofic tiém tinh mach chém trong 3-5 phut hodc truyén tinh mach ngét quang hay li W BN
tuc. Néu ding licu > 2 g ceftizoxim dé tiém bip, nén chia lidu va tiém & cac vi tri cd kho: co lon. TF"N:‘
Dung dich sau khi pha phai trong, khong c6 cén hay vét thé la ¢6 thé nhin thiy biing mét thudng, puac "
Huedng dén cdch hoan nguyén 2\ G 10!
Tiém bép: Hoan nguyén lo 0,5 g hodc 2 g ceftizoxim véi 1,5 ml hodc 6 ml nude vo khuén pha tiém, tuong tmg. Lic k¥ trude kh\-"-;;{ RS
diing. AN &
Tiém tinh mach: Hoan nguyén lo 0,5 g hodc 2 g ceftizoxim véi 5 ml hodc 20 ml nuée v6 khuin pha tiém, tuong tmg. Lic ky %
trirde khi ding.
Truyén tinh mach: D& truyén tinh mach lién tuc hay ngét quing, pha lofing ceftizoxim sau khi d hoan nguyén véi 50-100 ml
mét trong céc dung dich sau: natri clorid dé tiém, dextrose 5% hay 10% dé tigm, dextrose 5% va natri clorid 0,9%, 0,45%, hoic
0,2% dé tigm, Ringer dé tiém, Lactated Ringer dé tiém, duong chuyén 10% trong nmurée v6 khuén pha tiém, natri bicarbonat 5% l.
trong nuée vo khuédn pha tiém. i i
Thin trgng khi sir dung: Khdng nén trén lan ceftizoxim trong bom tiém v&i cdc khing sinh khéc. ‘

7- Khi nao khong nén ding (huéc nay?
Bénh nhén c6 tién st qua mén voi céc khang sinh thude nhém cephalosporin hode véi bt ki thanh phin nao cua thude. ‘ =)

8- Tic dung khéng mong mudn I
Thuong gap, 1/100 < ADR < 1/10 {

- Nhay cam: Ban da, ngira, sbt. i

- Gan: Tang thoing qua AST (SGOT), ALT (SGPT) va alkaline phosphatase. | i
- Huyét hoc: Tang bach cdu va tang tiéu cdu thoang qua. Thir nghiém Coombs duong tinh & mét vai bénh nhan.
- Tai ch tiém: Pau, viém tinh mach tai chd tiém. #h
It gap, 1/1000 < ADR < 1/100 ' o
- Tiéuhéa: Tiéu chdy, budn ndn, ndn, viém dai trang mang gia, -~

- Thén: Tang thoing qua BUN va creatinine.

Hiém gip, 1/10000 < ADR < 1/1000

- Nhay cam: Té cimg, shock phan vé.

- Gan: Téng bilirubin.

- Huyét hoe: Thiéu mau, ké ¢4 thiéu mau tan huyét, giam bach cAu, giam bach cdu trung tinh v giam tiéu cau.
- Thén-tiét niéu: Viém am dao.
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Ngung st dung va koi y kién bic s7 7 néu: Xut hién dj img hodc phan img qui man nghiém trong, viém dai trang mang gla.
Théng bdo cho bic s§ nhtmg tdc dung khong mong mubn giip phai khisir dung thube,
' 9- Nén tranh ding nhirng thuoc hodc thye pham gi khi dang ding thudc nay?
DPéc tinh trén thin dd dugc béo cdo khi ding ddn g thii cephalosporin véi aminoglycosid.
Probenecid lam giam thanh thai & thin cta ceftizoxim.
10- Cén lam gi khi mt lin quén ding thude? ‘
Bé lidu hodc diéu trj chua dirt diém lam gidm hiéu qua didu tri va 1am tang kha niing khang thube cta vi khuén. i
11- Ciéin bio quan thudc nay nhw thé nao? |
Pé noi khé réo, trénh dnh sing, nhiét do khéng qué 30°C.
Dung dich da pha nén ding ngay hodc phai bao quan trong tu lanh (2°C-8°C) khéng qué 12 gity néu cén, |
12- Nhirng dAu hiu v tri¢u chimg khi ding thube qu4 liéu
Théng tin vé qué lidu ceﬂxmmm con han ché.
13- Cén phai lam gi khi dung thudc qua lidu khuyen cio?
Trong trudng hop qué liu, ngimg diing thube, diéu tri triéu chimg, va 4p dung céc bién phap hd trg cén thiét. |
14- Nhitng didu cin thin trong khi diing thubc nay?
Trude khi didu tri bing ceftizoxim, cin xéc dinh xem bénh nhan c6 tién can bi phan {mg qué mén véi cephalosporin, penicilin |
hoge nhimg thuc khac khéng, '
Ngudi di img véi penicilin cé thé ciing s& dj (g véi cephalosparin. Nén thit cén than khi diing ceftizoxim cho nhimg bénh |
nhén nay.
Diing ceftizoxim dai ngay co thé 1am tang sinh qué mic cdc vi khudn khéng nhay cam., Cin theo dai cdc ddu hiéu bdi nhiém,
| néu bdi nhim nghiém trong phai ngung sir dung thube.
Nén thén trong khi tiém ceftizoxim cho nhimg ngudico tién sir bénh da day-rudt, dic Dbit la viém rudt Kkét,
Cin phai theo ddi chirc ndng than néu dung dOng thoi ceftizoxim véi thube géy dic dﬁ] v@i thdn (vi du nhu cadc aminoglycosid).
Sir dung cho tré em: P9 an todn va hiéu lyc cia ceftizoxim o tré em dudi 6 thdng tudi chua duge xac dinh.
Sir dyng trén phu nir c6 thaiva cho con bii: Khong cd cic nghién ciru ddy dit va c6 kidm sodt trén phu nir ¢d thai. Vicic
ngh:en ciru trén ddng vét khong phal lic ndo ciing dy doén duge dép lmg trén ngudi, nén chi ding thude nay trong thai ky khi
that céin thiét. Ceftizoxim duge bai tiét trong sira ngudi véi ndng do thdp, Nén thén trong khi chi dinh ceftizoxim cho phu nir

dang cho con bi.
Anh htro'ng trén kha nﬁng I4i xe va vin hanh may: Khéng c6 bao céo. A |-
15- Khi nio cin tham vén bic sy?
Negung sie dung va hoi y kién bac 7 néu: Xuét hién di img hoZc phan mg qud min nghiém trong, viém dai tring ‘g‘g-n//

Néu cén thém théng tin xin héi § kién bde sy hodc dwge si.
16- Tiéu chudn thanh phim: USP 38
17- Han ding cta thuoe

24 théng ké tir ngdy san xudt,
18- Nha sin xuét/chi s& hiru gidy phép ding ky sin phim

CONG TY TNHH DUQ'C PHAM GLOMED
Dia chi NSX: Nha may GLOMED 2: 56 29A Pai Lo Ty Do, KCN Vigt Nam — Singapore,
S phudng An Phu, thi x& Thudn An, tinh Binh Duong.

19- Ngay xem xét sita doi, cip nhit lai n§i dung huéng din sir dung thube.
22/08/2017
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