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" CONG TY CO PHAN DUQC PHAM VCP

MAU NHAN DANG KY
THUOC BOT PHA TIEM Vitazidim 2g

3.Nhan hop 01 lo + 01 6ng nudc cat 5ml, san xuat tai XNDP 120 Apharma- ti 1é 100%
Kich thudc : 55 mm x 35 mm x 85mm
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PRESCRIPTION DRUG
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FOR INTRAMUSCULAROR
INTRAVENOUS INJECTION

BOX OF 1VIAL + 1 AMPOULE

EACH VIAL CONTAINS:
* 07 vial of powder for injection:
2g Cettazidime
Excipient; 698 mg L — arginine
* 07 ampouie of water injection Smi:
Exp.date: 36 months

[Mese see the label of ampoule)
REG.N": VD - 9182 - 09
Manufactured by: Apharms
Add: 118 Vu Xuan Thiew-Long Bien-Ha Nol
INDICATIONS :
USAGE
CONTRA - INDICATIONS  :
AND OTHER INFORMATION :
STORAGE: At dry place temperatuse below
30°C, protect from fight
SPECIFICATIONS: Manufacturer's.

Keep out of the reach of children.
Read carefully the instruction before use,

(.

Manufactured by: VCP EUTICAL 15.C
Address: Tharh Xuan - Soc San - Ha Nai - Viet Nam
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TIEM BAP - TIEM TINH MACH

HOP 1L0 +10NG

MBI HOP CHUA
* 01 lp thudic bét pha tim:
2g Ceftazidim
Ta dugc L- arginin 638 mg
* 01 Ging nuidic ciit pha tidm Smi:
Han diing: 36 thang ké tif ngiy san it
{Xin xem thém trén dng dung mi)
5BK: VD - 9182 - 09
San it tai: XNDP 120
Dia chi: 118 Vi Xuin Thigu-Long Bién-Ha NGi
CHi BINH '
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CHONG CHi BINH ,-dem,hm

CAC THONG TIN KHAC :

BAD QUAN: Nai kha, nhigt dd duidi 30°C,
tranh anh sdng,

TIEU CHUAN: Nhi sin st

SDK/ REG.N":

CACH DUNG-LIEU DUNG:

Bé xa thm tay cia tré em,
Boc ki hudng din sir dung trude khi ding.
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Sin sl tai: CONG TY 8 PHAN DUCC PHAM VeP
Bxa chi : Thanh uin - Soc Son - HE NG - Viét Nam




CONG TY cO PHAN DUGC PHAM VCP

MAU NHAN DANG KY
THUOC BOT PHA TIEM Vitazidim 2g

4.Nhan hop 01 lo + 01 8ng nudc cat 5ml, san xuét tai CTCPDPTW 1 - Pharbaco- ti 1é 100%
Kich thudc : 55 mm x 35 mm x 85mm
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PRESCRIPTION DRUG THUSC BAN THEO DON
EACH VIAL CONTAINS: MO HOP CHUA
+07 viol of powder for injection: * 01 lp thusic bét pha tiém:
2g Ceftazidime 2g Ceftazidim

1 Excipient: 638 mg L - argimine 1 Ta duige: L- arginin 698 mg
\ ' * 07 ampoule of water injection Smi: ‘ ' * 01 ding nunde cdit pha tiém Smi:
( Exp.ddate: 48 months I Han diing: 48 thang ké tif ngay sin mdt
- (Pleaze see the label of ampoule) - [¥in xem thém trén dng dung méi)
REG.N": VD - BOS2Z - 09 Ceftazidim 2g SDK: VD - 8092 - 09
e 4000 Manufactured by: PHARBACO San xuit tak: CTCPDPTW - Pharbaco
Adek 160 Ton Due Thang - Dang Da - Ha Noi m-dtmﬁnmm Bing Ba - Hi Nl
2G INDICATIONS : cHi BINH -

UsAGE | Please see umoﬁnsuﬂm ooy it
CONTRA-INDICATIONs ;| theleaflet CHENG CHI BINH mi:‘:m
AND OTHER INFORMATION - CAC THONG TIN KHAC -/

I] M STORAGE: At dry place temperature below BAD QUAN: N kha, nhift db dudi 30°C,

o B ln 30°C. protect from fight a 2 lUa trinh dnh sing.

SPECIFICATIONS: Manufacturer's. TIEU CHUAN: Nbd sin xudit,
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RX thuée ban theo don
HUONG DAN SU DUNG
THUOC BOT PHA TIEM VITAZIDIM 2G

1. Trinh bay:

- Hop 01 lo thudc bdt pha tiém va to huéng dan sir dung thude
- Hop 10 lo thudc bot pha tiém va to huéng dan st dung thude.
- Hop 01 lo thudc bot pha tiém + 6ng nuée cét pha tiém.

2. Cong thire: cho 1 lo.
Hoat chat  : Ceftazidim 2 g.

Ta duogc : L-Arginin
3. Dwge lwe hoc:

Ceftazidim c6 tac dung diét khudn do trc ché cac enzym téng hop véch té bao vi
khuan.

Thubc bén vimg véi hau hét cac beta - lactamase cia vi khuin trir enzym cua
Bacteroides. Thudc nhay cam v6i nhiéu vi khudn Gram 4m da khang aminoglycosid va
cac vi khuan Gram dwong di khang ampicilin va cac cephalosporin khac.

* Phé khdng khuan:

Tac dung t6t: Vi khudn Gram dm wa khi bao gbm Pseudomonas (P. aeruginosa), E.
coli, Proteus (cd dong indol duong tinh va am tinh), Klebsiella, Enterobacter,
Acinetobacter, Citrobacter, Serratia, Salmonella, Shigella, Haemophilus influenzae,
Neisseria gonorrhoea va Neisseria meningitidis. Mot s6 ching Pneumococcus,
Moraxella catarrhalis, va Streptococcus tan mau beta (nhom A,B,C va G lancefield) va
Streptococcus viridans. Nhiéu ching Gram duong ky khi cling nhay cam, Staphylococcus
aureus nhay cam vira phai vdi ceftazidim.

* Khing thuéc:

Khang thuéc c6 thé xuét hién trong qué trinh diéu tri do mét tic dung trc ché céc beta
- lactamase qua trung gian nhiém sic thé (dac biét ddi véi Pseudomonas spp.,
Enterobacter va Klebsiella).

Ceftazidim khong c6 tac dung voi Staphylococcus aureus khang methicilin,
Enterococcus, Listeria monocytogenes, Bacteroides fragilis, Campylobacter spp.,
Clostridium difficile.

4. Dugc dong hoc:

Ceftazidim khong hip thu qua dudng tiéu héa, do vdy thudong dung dang tiém tinh
mach hodc tiém bép.

Nong d huyét thanh dat dugc:




Tiém bap Tiém tinh mach | Tiém tinh mach khong lién tuc
(sau 1 — 1,5 gid) (sau 5 phut) (sau 20 — 30 phut)
500mg Khoang 15 mg/l Khoéang 45 mg/l Khoang 40 mg/1
lg Khoang 35 mg/l Khoang 85 mg/l Khoang 70 mg/1
2g Khong c6 thong bao | Khoang 170 mg/l Khoang 170 mg/l

Nira dosi ciia ctia Ceftazidim trong huyét twong & ngudi bénh c6 chirc néng thén binh
thuong xdp xi 2,2 gio, nhung kéo dai hon & ngudi bénh suy than hodc tre so sinh.
Ceftazdim khong chuyén hoa, bai tiét qua loc chu than. Khoang 80 — 90% liéu dung bai
tiét qua nudc tiéu sau 24 giov. Sau khi tiém tinh mach 1 lidu doc nhit 500 mg hay lg,
khoéng 50% liéu xuét hién trong nudc tidu sau 2 gio ddu, 2 — 4 gid sau khi tiém bai tiét
thém 20% lidu vao nudc tidu va sau 4 — 8 gidy sau lai thém 12% lidu bai tiét vao nuée
tidu. Hé sb thanh thai Ceftazidim trung binh cta than 1a 100ml/phit. Bai tiét qua mat
dudi 1%. Chi khoang 10% thuéc gén véi protein huyét twong. Ceftazidim thim vao céc
mé & sdu va ca dich mang bung. Thudc dat ndng d¢ diéu tri trong dich ndo tiy khi mang
ndo bi viém. Ceftazdim di qua nhau thai va bai tiét vao sira me.

Ceftazidim hép thu sau lidu tiém qua mang bung cho ngudi bénh diéu trj bang thim
tdch mang bung.

5. Chi dinh:

Chi ding Ceftazidim trong nhitng nhiém khuén rat nang, da diéu tri bing khéng sinh
thong thuong khong do @& han ché hién tuong khang thudc.

Nhitng truéng hop nhiém khuin ning do vi khuan Gram am nhur:

- Nhiém khuén huyét.

- Viém mang ndo ( khong do Listeria monocytogenes)

- Nhiém khuin dudng tiét niéu co bién ching.

- Nhim khuén duong ho hdp dudi, nhiém khuén trong bénh nhay nhdét.

- Nhiém khuin xuong va khop.

- Nhim khuén phu khoa.

- Nhiém khuén trong 6 bung.

- Nhidm khudn da va mé mém bao gdm nhiém khuan béng va vét thuong.

- Nhitng truong hop nhiém khuin ké trén d3 xac dinh hodc nghi ngd do
Pseudomonas hoic Staphylococcus nhu viém mang néo do Pseudomonas, nhiém khuan &
nguoi bi gidm bach cAu trung tinh, cin phai phdi hop ceftazidim v6i khéang sinh khac.




6. Liéu dung - Cach dung:
Liéu ding:

- Nguwoi Ién: Liéu trung binh 1 g tiém bép sau hodc tinh mach (tiy mirc do nang clia
bénh) cach nhau 8 - 12 gid mdt lan. Liéu ding ting 1én 2 g/ 8 gid trong viém mang néo
do vi khudn Gram am va céc bénh bi suy giam mién dich. Nhiém khudn duong tiét niéu
500 mg/ 12 gio.

- Ngwdi cao tudi trén 70 tuéi: Liéu 24 gid can giam xubng con 1/2 liéu clia ngudi
binh thuong, tdi da 3 g/ ngay.

- Trénhova tré em:

Tré em trén 2 thang tudi: Lidu thuong dung 30 - 100 mg/ kg thé trong/ ngdy, chia lam
2 - 3 1&n (cach nhau 8 hojc 12 gid). C6 thé tang lidu t6i 150 mg/ kg thé trong/ ngay (t6i
da t6i 6 g/ ngay), chia 3 1an cho cac bénh rat ning.

Tré so sinh va tré nhé dudi 2 thang tuéi: liéu thuong dung 1a 25 - 60 mg/ kg thé
trong/ ngay, chia lam 2 lan, cach nhau 12 gid (& tré so sinh, nita doi cta ceftazidim c6 thé
gip 3 - 4 1an so véi ngudi 16m).

Trong truong hop viém mang ndo & tré nho trén 8 ngay tudi, lidu thuong dung 1a 50

mg/ kg thé trong, ctr 12 gid mot lan.
- Nguwoi bénh suy gidm chicc ning thin (cd lién quan dén tudi):

Duya vao d6 thanh thai creatinin (khi do thanh thai creatinin dudi 50 ml/ phut, nén
giam lidu do sy thai trir thuc chdm hon).

V6i ngudi bénh nghi 1a ¢6 suy thén, c6 thé cho liéu dau tién thuong 1a 1 g sau do6 thay
dbi liéu tiry thudc vao do thanh thai creatinin nhu sau:

D thanh thai Creatinin huyét tuong P .
. : ; Liéu duy tri
(ml/ phut) (micromol/ lit)
50 - 31 150 - 200 1 g, cir 12 gio 1 lan
30-16 200 - 350 1 g, cir 24 gior 1 lan
15-6 350 - 500 0,5 g, cir 24 giv 1 lan
<5 > 500 0,5 g, cir 48 gior 1 lan

Lidu goi y & trén c6 thé tang 50%, néu lam sang yéu cau nhu & bénh nhay nhét.

- Cdc trwong hop khac:

Ngudi bénh dang thim tach méau, ¢6 thé cho thém 1 g vao cudi mdi lan tham tach.

Ngudi bénh dang loc mau dong tinh mach lién tuc, dung lidu 1 g/ ngay, ding 1 lan
hodc chia nhiéu lan.

Ngudi bénh dang thim tach mang bung, dung liéu bat dau 1 g, sau d6 liéu 500 mg
cach nhau 24 gio.




Chu y: Nén dung ceftazidim it nhat 2 ngay sau khi hét cdc triéu chimg nhiém khudn,
nhung can kéo dai hon khi nhiém khudn c6 bién chimg.
Cdch dung:

Ceftazidim dung theo cach ti€ém bap sdu, tiém tinh mach chdm trong 3 - 5 phut, hodc
tiém truyén tinh mach.

- Dung dich tiém bdp: Pha thudc trong nudce cét tiém, hodc dung dich tiém lidocain
hydroclorid 0,5% hay 1%, véi nong do khoang 250 mg/ ml.

- Dung dich tiém tinh mach: Pha thude trong nudc cat tiém, dung dich natri clorid
0,9%, hodc dextrose 5%, véi nong do khoang 100 mg/ ml.

- Dung dich tiém truyén: Pha thudc trong cac dung dich nhu trong tiém tinh mach
nhung véi ndng d6 10 - 20 mg/ ml (1 - 2g thudc trong 100 ml dung dich).

7. Tinh twong Ky:

- Véi dung dich natri bicarbonat: Lam giam tac dung thudc. Khong pha ceftazidim
vao dung dich ¢6 pH trén 7,5 (khong dugc pha thudc vao dung dich natri bicarbonat).

- Phéi hop vé6i vancomycin phai dung riéng vi géy két tia.

- Khong pha lan ceftazidim v6i cac aminoglycosid (gentamicin, streptomycin) hodc
metronidazol. Phai trdng rira cAn than céc 6ng thong va bom tiém bang nudc mudi (natri
clorid 0,9%) giira c4c lan ding hai loai thude nay, dé tranh gy két tia.

8. Chong chi dinh:
Man cam v&i Cephalosporin hogc Penicilin.
9. Tac dung phu:
it nhdt 5% nguoi bénh didu tri 6 tac dung khong mong mudn. Thuong gap nhat la
phan (mg tai chd sau khi tiém tinh mach, di img va phan ing dudng tiéu hod.

Thuwong gap, ADR > 1/100

- Tai chd: Kich tng tai chd, viém tic tinh mach.

- Da: Ngira, ban dét san, ngoai ban.

It gap, 1/1000 < ADR < 1/100

- Toan than: Pau dau, chong mat, sét, phit Quincke, phan tmg phan ve.

- Mau: Tang bach cAu wa eosin, giam tiéu cAu, giam bach cau, giam bach cau trung
tinh, ting lympho bao, phan tmg Coombs dwong tinh.

- Thén kinh: Loan cam, loan vi gidc. & ngudi bénh suy thin diéu tri khong ding lidu
¢ thé co giat, bénh ndo, run, kich thich than kinh - co.

- Tiéu héa: Budn ndn, nén, dau bung, ia chay.

Hiém gdp, ADR < 1/1000

- Mau: Mt bach ciu hat, thiéu mau huyét tan.

- Tiéu hoa: Viém dai trang mang gia.

- Da: Ban d6 da dang, hdi chimg Steven - Johnson. Hoai tir da nhi€m ddc.




- Gan: Tang transaminase, ting phosphatase kiém.

- Tiét niéu sinh duc: Giam tbe do loc tiéu cau than, ting uré va creatinin huyét
turong.

- C6 nguy co bdi nhiém véi Enterococci va Candida

THONG BAO CHO BAC SY NHUNG TAC DUNG KHONG MONG MUON GAP
PHAI KHI SU DUNG THUOC.
10. Sir dung thudc cho phu nir ¢6 thai va cho con bi:

- Thoi ky mang thai: Cephalosporin dugc coi 12 an toan trong thai ky. (Tuy nhién
vin chwa ¢6 nhitng nghién ctru thoa déng va dugc kiém tra chit ché trén ngudi mang thai,
nén chi diing thudc cho ngudi mang thai khi that can thiét).

- Thoi ky cho con bu: Thudc bai tiét qua sira, anh hudng cho tré con bl nén phai
can nhéc khi dung thudc cho ngudi dang cho con bu.

11. Twong tac thubc:

V6i aminoglycosid hoac thudc lgi tiéu manh nhu furosemid, ceftazidim gy doc cho
than, cAn giam sét chirc ning than khi diéu tri liéu cao kéo dai.

Cloramphenicol déi khang in vitro véi ceftazidim, nén tranh phdi hop khi can tic dung diét
khun.

12. Than trong:

Truéc khi bt diu diéu tri bang ceftazidim, phai didu tra k§ v& tién sir di Gng cta
ngudi bénh voi cephalosporin, penicilin hodc thube khac.

C6 phan trng chéo gitra penicilin va cephalosporin.

Tuy thudc khong doc véi than nhung phai thén trong khi dung ddng thoi voi cac
thude doc v6i than.

Mot s ching Enterobacter lic diu nhay cam véi ceftazidim c6 thé khéng thude dén
trong qué trinh diéu tri vdi ceftazidim va cac cephalosporin khéc.

Ceftazidim c6 thé lam giam thoi gian prothrombin. Can theo ddi thoi gian
prothrombin & nguoi suy than, gan, suy dinh dudng va néu can phai cho vitamin K. Nén
giam lidu hang ngay khi dung cho ngudi bénh suy thén.

Than trong khi ké don ceftazidim cho nhimg nguoi ¢ tién sir bénh duong tiéu hoa,
déc biét bénh ly
13. Tac dong ciia thudc khi l4i xe va vin hanh may méc:

Cac tai liéu khong cho thdy tac dong ciia Ceftazidim anh hudng ddi v6i nguoi lai xe
va vin hanh may méc thiét bi.

14. Sir dung qua liéu:

Pa gip & mot s6 ngudi bénh suy thin. Phan img bao gbdm co giat, bénh ly ndo, run

rdy, d& bi kich thich than kinh co. Can phai theo doi can than truong hop ngudi bénh bi




qué lidu cAp va co diéu tri hd trg. Khi suy than, c6 thé cho thAm tach méu hodc mang

bung dé loai trir thu6c nhanh.

15. Biio quan: Noi khé, nhiét d6 duéi 30°C, trénh anh sang.
16. Han dung: 36 thang ké tir ngay san xuat.

17. Tiéu chudn: Nha san xuét.

Thubc nay chi diing theo sw ké don ciia thdy thuéc
Doc kj} huwong dan sir dung trwde khi ding
Muén biét thém théng tin xin héi y kién ciia bdc sy.
Khong ding thuéc khi di hét han, bién mau...

San xuét tai: CONG TY CO PHAN DUQC PHAM VCP
VCP Pharmaceutical Joint — Stock Company
Thanh Xuén — Séc Son — Ha Noi
Pién thoai: 04 — 35813669 Fax: 04 - 35813670
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