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DELTAZIME 1gf3ml
Bitpha uém vt dung dich pha tiém diing cho tiém bip holic tiém finh mack

g Cemurdime

THANH PHAN: -
DELTAZIME 1 g73 inl; bt pha he.m vd dung djch pim tiém difig c!w t:é'm'bap
Méi lo b&t ¢ chira:

Hoat.chiit chinh: 1,164. g-caﬂamdmw pentahyc[mte.{hrﬂ‘ng {mg vl g of”
ce.flmdlmu) =

Ia_dmz; Sodium carbonate anhydreus;

M?i éng dung djeh ob chia:
Nude célp}lauem Sml -, e

DANG DUQC PHAM VA HAM LUQNG:
Hip 11p 1 g vi 1 Ong durig mbi pha tiém 3 ml
Bét vé dung méi pha tiént dimg cho tiém bip. - il

LOATDUQC PHAMY o+~ i
Khing khuid Beta-lactam -~ cephaloéporing

CHI DINH PIEU TRT:

L thac dfic higu va chen loe ding ¢ didu trj céc nhifm khufin ning duge xac dink
hofic nghi ngd khé didu tri do vi khudn Gram dm giy nén hoic nhifm khuin hin
hop MgdbcémntdcwkhuﬁnGmmﬁmﬁikhéngtéuhé( nﬂnkhéngsmhﬂlﬂng
thutmg, Dic bigt14 cie nhifm khudn fén & nhitng bénh nhin i néu frén ma cd the
trang yéu v /hofie suy gidm mifn dich. ™

Dy phong trong phiu thudt: Sir dung DELTAZIME ¢6 thé lim gidm t7 1¢ phifm
triing sau phiu thudt. =

CHONG CHI B )

- Bénh nhén ¢6 tign sir min cim véi khing sinh nhém cephalosporin
~ Bérih nhén suy thin miin-cim véi biit k thinh phin nio cia tude
- Phy nif ¢4 thai vi cho'con bit ndi chung (xem phan cinh bacy

LIEU LUQNG VA CACH DUNG

Ceftazidime duge dimg:tiém bﬁp s&u holc tiém finh mach.

Liéu dimg tiry thugc mic d trim trong, 46 nhay cim va logi nhifm tming ciing
nhir tudi thc, ciin ning vA chire nfing thin céia ngwdi bénh va phii duge bic 5T
gidm sdt.

Tiem bifp:

Newdi Iém: 1-3 g/ ngay, chia 2-3 ln. Trong didu trj viém phédi kém theo viem pilé
\quén man finh: 1-3 ghnghy, chia 1-3 lin,
Teé em: 30-100 mpkg/nghy, chin 2—3 lin.
Lidu thiing thuimg 50 mg/ngdy, chia 2 ¥n.
Kb cin thiét phai ding lidu cao hom, <6 thé ding fhubc theo duimg tigm Al |
mach.

DELTAZIME duwge déng gol dudi dang To bét vb tring 14 hin hop ceftazidime
pentahydrate va ta duge natri carbonate. Hﬁa tan, biit trong lp v6i dung mbi kiém
theo (nude cit pha tiém ) dé dugc dung dich tiém bip,

Tinh twomg ky

Cb thé pha lofing Ceftazidime vao hiu hét cde dung dich tidm tmyen thong thutmg,
ngoai trir dung dich Natri bicarbonat vi Ceflazidime kém én dinh hon wong dung
dich Natri bicarbonat so véi cée dung djch tigm kbéc. Ngodi ra, khing nén tifin
ceflazidime vi aminoglycoside trong mét b tiéen truyénha:,r trong mét bom tiém,
Khi eho vancomycin véo dung dich ceflazidime-ct thé tao tia tiy ﬂ:lunpc viio nbng
4% vancomycin vi ceflazidime, Do dé kbi cla tidm mryén bai thuéc niy cin phii
Iruyén ritng biét timg thudc vé rim day trayén djch e khi chuyén sang truyén
thude kia.

P i

Tinh twong hop ; ’
Eeftazidimevéi nbng af fir 1mg/mi dén 40mg/ml twong hop véi cic dung djch sau;
- Dung dich natri clorid 0,%%
- Dung djch Natri lactat 1/6 M
- Dung dich Hartmann,
- Dung djoh Dextrose 5%
- Dung dich Dextrose 5% va natrl Clorid 0.225%
- Dung ﬂichhmhuw 5% vé natri Clorid 0.45% N
- Dung dich Dextrose $% vi natei Clorld 0.9% "
- Dung djch Dextrose 4% vi natri Clorid 0.18%
- Dung dich Dextrose 10%
-Dungd;uh‘lﬂ%DexmnMunn,guﬂm Clund 0.9%
= Dung djch. 10% Dextran 20 tmqg Dex:rose 5%
- Dung d;ch 6% Dextran 70 trong natri Clorid 0. 9‘%
-« Dung dich 6% Dextran 70 trong Dextrose 59"
Ceftazidime véi néng 46 tir 0,05 mg/ml dén 0,25 mg/ml hrong hgp wi dung dich
lactat diing d& thim phiin ngi phic mac.
Cé thé hda tan ceflazidime d& titm biip véi Lidocain cloridat véi nflng dﬁ 0“5%
hodic 1%.
C6 thé cho Ceftazidime véri ndng a6 4 mgfml vin cé.c rhmgd;ch h)"dmcumsunb
;:hydmoonmone natii phosphate), 1 mg/ml ong du.ng dic‘hmm clorid 0. S‘% hoin
dung dich dextrase 5%
- Cefuroxime (cefuroxime natri) 3 mg/i] trong dung. dich nati cloride 0. 9%
- Cloxacillin (cloxacillin natri } 4 mg/mi trong ding dich sodium claride 0. 9%,
- Heparin 10 TU/ml hojic. 50 IU/ml trong dung dich ratri clorid 09%  * 1
-Kali cloride 10 maq,’l trong dung dich “natri clorid 0.9%. ¥
Ca hai thinh phén thudc déu gilf duge hogt tinh cia ching trong :ac duag -ﬂc'hn%.y
Cé thé cho dumg dich chita 500 mg Ceﬂaztd:me.hoﬂ.tnn tmng 1 fml nuie ué.t p]}a
tiém vao dung djch metrenidazel (500 mg/100°mi) m% vin diy il dugt ¢ diing
ciia c hai thube.

[ i

sy €6

NHI'NG LU ¥ KHI ST DUNG THUOC:
Tmécfkm {ié hianh tri 1igu véi DELTAZIME nén Iuelmﬁracénﬂ'-ﬁn vé tidn str qué
méin cim vii Ceftazidim, céc ocphajuspnnm, cfo pericillin hodc cée thubc khic.
DELTAZIME cilng nhu céc thuéc khing sinh beta-lactam khic, ¢in dirge gir dung

thiin,trong cho nhimg bénh nhin cb tién s&dj ¥og vdn i penicillin. Néu xdy ra
dj {mg, nén ngimg thudc va chudn bj cic bign phip chp eiru thich hop (adrenalin,
khéng Histamin, corticosteroid) va.céc bién phip céip cim khdc.
Vigm rudt két: mac gid d2 dge bio cdo gin nhir todn bd cic khing sinh (bao. ﬂﬁm
cic khing sinh maclorid, cic penicillin bin ting hgp va,céc cephalosporin);.da do
cén thén trong khi chiin doén cho bénh nhin b tiéu chiy trong qué trinh didu.tri,
Sir dyng kbing sinh.c6 the Jim-dnh hwdng dén sy phét trién binh thutmg cia, i vi
sinh vit dwémg rubt-vi oo thlam ting truémg qud, mire-clostridia. Céenghign cim
cho.thiy dfe t6 cita Clostridium,li mét trong nhiing nguyén nhén chinh giy nén
(viém rudt két do khéng sinh) i
Sau khi x4e dinh duge vitm rudt két gu:. mac cin tién hanh cic bign phap diu fri
<ho thich'hop, Céc.truéme hop nhe chi can-nglmg khi diing thube. Cde trwdmg hop
bénh_& mitc d& Irm:lg binh hofc ngh_lﬁm frong, can phaicung r:ﬁ.p dich, chit dign
gidi, protein va tén hanh thir vi khudne = - - o [
Trong, 1t cd ede tordmg hop wigm mﬁi,]{él -gid mac do khang siph ma khong thuyén
gidm khi ngimg ding thude, cé thé néng Vancomycin.
Céc nguyen nhéin khig gy viém rw;rl k&t phai duge Jogi L,
Sir dung ding thod cie Cey liéu cao va céc thudc giy déc cho thin nhw
céc aminoglucosid hofic chc, thubeloi tibu. G dy furosemid) ¢6 thé:gly dnh hing
dén chirc ning thén. Khéng co bing chimg cho sir dung cefnzidim & lidu didn trj
ghy anh rémg dén chite nang thin,
Ceftazidim duge thai trir que thin. Do d6.4.bénh nhiin suy iha:l 42 trémh, cic I:n&n
chimg IAm sang cia viéc gia ng ndng 45 khéng sinh trong méu nhir co-gifit hofic
di ehimyg thiln kinh (xem léu dingsva cich ditng) va (t4c dung khdng mong mudn):
Ciing nhu cac khang sinh khae, sit dung DELTAZIME kéo dai o thé lam ting
trrémg qua mite cée vi sinh viit khdng nhay cdm (candida va Enteroccuci} Méuxdy
ra hign tugng niy cfin 4p dung cée bign phap didu r thich hgp, néu cin phii nglmg
didw tri, Cin phai tién hanh d4nh gia lai finh trang cﬁnbénhnhﬁn. toa
Eung nhu cic cﬂphﬂlm;punn v cic khing sinh beta-lactam phd réng khac; mql
56 chiing vi khudn Enterobacter spp vi Serratia spp ban din nhay cim véi thube
ﬂiﬂ din khing thubc l:mngq_mi trinh diéu trj bing ceftazidime. Khi didu trj
céc nh;zm khuin gy nén bixi cdc vi khufn ml}l cé.n dink ki thir tinh nhay edm-cila
vi khudn,

TUGNG TAC VOI CAC THUOC KHAC, CACDANG TUONG-BACKHAG:-
Sit dung dfing thér ceflaridime Lidu cao vi cde thude gy djo cho thin cb thé gay
suy giam chirc ning thiin (xem myc canh bao va thin trgng),

Céc nghién ciru invitro cho thiy cloramphenicol c6 tfc dung, d&i khing voi cde
Cephalosporin va Cefiazidime. Sy lién quan trén lim sing cisa hign tugmg nity chua
duge biét nhung do cé khi niing d5i khéng trén invivo, nén thin trong lr.'h.i'phf!ihgp
Ceflazidime vi cloramphenicol.

Sir dyng chc cephalosporin c6 thé gay Anh hudng dén bt qua mit.sh xét nglu,é,m
cfin 14m sang, co thé gy két qua duong tinh.gia trong thir nghigm glucose trong
nurére tién bing Clinitest dung dich Benedict, hofic dung dich Fehling. Khuyén cfio
nén thir glucose bing phin tmg enzym plucoss osidase, Ceftazidim khéng lam dnh
Irémg dén vite xfc dinh crentinin trong phép thit véi alkalin picrate,

CANHBAO:

Sir dyng cho-phy nit c6 thai v cho con bd

Céc nghién cin vé sinh sén cho thiy khéng c6 bing chimg nio che thiy ceftazidime
gy | guim khd ning sinh sin hofic giy ddc ddi vdi thai nhi. Tuy nhign chi nén ding
thube ndy trong thr ki mang thai hofic trong thért ki diu cia qud ‘trinh mang; thai
niu thiit sy cdin thiét va dudi sir kifm soét chit chE cilia bac si.

Ceftazidime duoc bii tiét tong sta & ndng ¢ thip. Chin thin trong khi ding
Ceflazidime cho phy nit dang cho con bi.

Téic dfng ciia thudc khi 14i xe vA vin hinh méy méc: Thin trong khi 14 xe va
vin hanh mdy méc vi thube cf thé gy dau ddu, chéng mit, dj gam, khé chiu.

CAC TAC DYNG KHONG MONG MUON;

Ciic phéin tmg taivj tri tém i i
Vim tinh mach hode vigm ﬂnhmguhhuyéi khé]. do u.sm huyénﬁnh mach,-dau.,
v/ hofic viém sau khi fiém bip,

Cic phiin img mdn edm:

Pht ban, st ngia, sf:t,ng:xa Hiém khi gy phit mach vi céc phin {mg qud miin
(bao gbm co thit phé quan va / hofic ha huyét 4p).

Ban 46 hitu dang, hdi chimg Stevens-Tohnson vi hoi ¥ da nhifmi dgc-di duge”
biio o khi sit dyng céekhang sinh cephalosporin bao ghm céceftazidime—

HE tidu héa

Tiéu chiy, budn nén, non, dau bung v& ‘hidm khi nh:em .num candida migng hofic
wigm ruft két, Cling nhy cée ncpha]osponn Khic, chc trigu chr.h:g cla viém ruflt
két do clostridium difficile v vim mﬂt két mgc gid do xdy ra hojc trong qud
trinh didu tr.

Sinh due tiét nigu

Nhifm ndm candida, viém dm dac.
Him khi giy ving da.

Thén kinh ! . .
Pau diiw, chéng mit, dj cm, khé chju. Céc di chimg thin kinh nhur bénh 1§ nfo,
hin mé, logn gift b thé, méy co va gift rung oo d& duye bio cio & nhimg bénh
nhin bj suy thin mé khong diéu chinh lifu dimg Deﬂazidime. 1

.
4T

Anh hirimg dén két qua kidm nghifm lim sing, #

Trong cée kit qua lim sing DELTAZIME, dnh hudrng dn két qud xée nglu&m
thuéng thodng qua bao gdm: ting E»;ch cfiu m eorosin, tao l:ét qui dwong tinh
Coombs test va rit hifm khi gay thiéu mdu tan huyét, ting tiéu chu vA ting mit
hoje nhidu logi men gan aspartame animatransferase (AST, SGOT) , alanine
aminotrasferase (ALP, SGPTY, LDH, GGT va alkalin phosphatase, Ciing giéng
mdt vii cephalosporin khéc, dbi khi 1dm ting thodng quanﬁng d ure miu, BUN
va / hodc creatinin huyét thanh, RAt hiém khi gﬂy gmm bach céu, gidm bach ciu
trung tinh, thng bach ciy hat, gitm tidn ciu vi ting t& bio lympho,

Ch !ﬂmang 5% bénh nhiin cb ket Gui d:.mng tinh véi test lhf( Coombs (d6i khi ia
duemg | i{;:h,g;a) trong qud frinh dicu ha:ng oepha]nsponn Bléu :ﬁl‘_\v’ =] ﬂ1§ iinh
huu:ugdenkei qui thir twong {hich méu, .
Thiong bdo cho bic s cde vde dung phu kiiéng mong mudn ke,

CACDAC TINE DUGC LY
Ciie dic tinh dwge hre hoe:

Nhim dege 17 “tj Tigu: Khéng sinh'nhém bieta-laictan’ (cephalusponn)
Ceftazidinie I din'chil cia acid céphaldspéranic #61'dfc thh.|d-khing’ sinh phé

[
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Tép tha:

cd tdc dyng khing Psendomonas, thudng khang khing sinh nhom beta-lactam v
sy c& mit dong théi cua nhém khidng sinh of chudi canh aminothiazolive, ahdm
propossimynic ¥4 nham carboxylie. M3i g DELTAZIME chira 50:5 mg Na.

Egg s s !

DELTAZIME T khfing sinh phé rfng v c6 hoat tirih khiing kifin cao. Chimg phi
lﬂ.'g thinh té bio bing cich ire chf ting hop mucoprotein & thaah té bie,

Keét qua Ceflazidim-tho dung trén imvive V¥éi cde vikhulin Gram 4m v Gram duong
ph zéing! cit té-bdo wa khi vit 1& bio A khi, chwbi vi khuin khing khing'sinh
aminoglycoside, khing sinh befalactam (khing sinh bén tdng hgp cephalosporin
vi penieillin)

Cefiazidim c6 tinh bén vimg cao d&i vai sy thiy phén do lactamse gy ra bivi cécvi
khun Gran: Gm va céc vi kinidn Gram dwong, do vy cé tic dung chéng lai chudi
vi khméin khéng lai ampicillin vA cephalotyn:

Ceftazidime c6 tic dyung cao trén in vitro vi ¢4 mdungtmngkhuingg:mhanhp
cita gid tr ning 6 frc ché thp nhét, cho hiln hét cée trromg hop, véi s thay. ddi it
& ndog b e ché thip nhit véi mitc di didu phéi khic nhau.

Trén i vitro Ceflazidim va aminoglycoside co tic dung higp hyc.

Geftazictﬁm: cé—‘tér. dung i vitro chfing 19t @icvi khiin sai. »

Psendomonas nmgmma

Psiudomonas spp (Ps. Pseudomallei included)

Escherichia Coli

Klebsiella spp (Klebsiella pneumoniae included)

Protens mirabilis

Proteus vulgaris

Morganella morganii (already-Proteus morganii}

Proteus retigeri

Providencid spp. i

Citrobacter spp.

Sefratia spp.

Salmaonella spp.

Shighella spp,

Yersinia enterocolitica

Pasteurellamuliocida ex» 2 x 2 svaze » . 1
Acinetobactér spp.

Meisseria gonorrhoeae

Meisseria meningitidis

Haemophilus influenzae (ampicillin resistant straifs included)

Haes ilus parainfluenzae (ampicillin resistant strains included

Vi khufin Gram dirong: "
Staphylococeus dureus (sensible methycillin strains)

Staphylococeus epidermidis (sensible methyeillin strains)
Micrococcus spp.

Streptocoeeis pyogenes (group A beta-haemolytic sireptocoeei)
Streptococcus Group B ( Strept agalactiae)

Streptococcus pneumoniae

Streptococens mitis

Streptococens spp. (Enterococeus or Streptococeus faccalis excluded)
Vi Ehufin ki khi:

Peptocotens spp.

Peptostréptococcis spp.

Streptococens spp.

Propionichacterium spp.

Clostridium perfringens

Fusobacterium spp.

Bacteroides spp. { & lot of resistant Bacteroides fragilis strains)
Ceflazidina is not active “in vitro " against the following organisms:
Methicillin-resistant staphylococci,

Enterococcus (Streptococcus) faecalls and mamy other Enterococel
Clostridium difficile 4 on

Listeria menocytogenes

Campylobacter spp.

Ce diic tinh dwge djng hoe:.
Ceflazidime sau khi ding dutng tiém dyng mudi natri, véri ndng dt} thube cao duy
el trong méu: Sau khi tiérm bip libu 500 mg va 1iéu 1 g & ngudi, nong 4§ dink
trong huyét twdng dat uge 12 78 vt 37 meg/ml. Néng ¢4 dinh dat dwge san mét
gidrtiém bép.

Puirng cong phiin b

VIA INTRAMUSCOLARE a
meg/ml
40 -
— 1glm.

T T T II T T T 1
s A z 3 & 5 5 7 i

Sau khi mmlmhm@ch trong 5 phirt, iéh 1-2 g, néng d3 dinh fong buyét
tong dat dwgs 119 va 1714 mcgfm]

Suu 8 iy tiém Fnh mgch v tiémi'biig, Lhuﬁn‘vﬁn & trong méu v\d'l mirc hign qui
d.lel.:m

Nurlg Ay huyét thanh dat duge sau 2 giér

Lién két protein huyét twong rit thdp khoang 10%, do d5 phin lon  khéing sinh c6
sfin vio ngay tufin hodn miu vio tromg 14 bito va phat huy tic dung tin thii Khdag
i khuén. f v
Phén bé trong mé:

DELTAZIME diing véi lidu L - 2g , phin bd wéi mirs df cao trong céo t6 chitova
1é-biio noi dat ndng:da cao hom liéu tre ché vi khudn thép nhit véi vikhudn giy.

StruR@tamtbOC COM o s ttn in viso vi trén in vivo cing  bésh (bing 1),

Bing I: Ning i Ceflazidim trong mé co thé v dick sinh hpe.

Mé; cof quanva dicl, hiru o | Nong-dp dinh trang bk (ig/g ode ggiml |
Lify dime vd Sieeme dime
T gim. Tgew 2
M8 phii 12,0 163 70.0
Mé cubng phii 96.5 -
Mang phioi Tl 161 o | L5
Dich ming phoi 14.7 - 30,0
Nurde bot 30 1.6 93
Amidan 18.0 E -
Noang him tén 19,7 - -
Dijch tai giita - 37.3 «
M8 tuyén tidn lidt - 505 55.0
Ma bong ddi - 69.4 e
Thin = = B 121
Miing trong da con - 36.0 -
Sgi mé . 44.9 -
Ong - 427 =
Bubng trimg - 41.3 : 3=
Mit | 21.1 34 i
Vich cufing mit z 295 | C
Pich'th tring - - 21.0
Dich cufing t4 tring 13.9 SO
Dich méng bung - 66T - *
Rugt thira < 24.4 , “
Cotim - - 345
Van tim - E 374
Dijch ming ngodi tim - 13.1 -
Ca xueng I - c A2 454 ]
Ma i da > HET T 210 7
Da - - 38.2
Dich vét thirong mé | - 39.9 524
Clhidl béo mi dudi da - 10.1 -
Mb xreng bot' - = 7 . 204 !
Ma xuang ¥o ndo - - 27.9
Hoat dich « = 40.2
Mo thudc nio . T.45 -
M (normal) - S v 1.8
Mang nio - - i 150
Dich co thé - - 11.0
Dich bach hyét = 24.0 -
Ceflazidime qua dwge nhau thi vi bii tidt qua sim me. -
Bdi tiét
Cefinzidime khng chuyén hén trong co thé vit duge bdi iét dudi dgng o6 hoat tinh
qua thin véi Ioc qua ciu thin.

Vio khmmg o0 % lsﬁu dl:mg d.'m;.: tim lai qua nude twu mmg 24 gion,

Bii tiét Ceftazidime gidm dan trén nhimg bénh nhin c6 didu hcm chitc néing. t!:FSn
v2 lifu nén duge gidm di. Khong if hon 1% luong thubc bai fist qua mét w5 rong
gidi Tian vio trong ruft.

Cac dir ligu nghién ciu tién Km sang: b
Trorig c4c thir nghidm 1im sing, Ceftezidime chi ra nhifag thit nghiém trén Rgwbi(
chugt nhit, chugt, the va chd) vai dée tinh it lhﬁp

Thong thuimg liéu chét ciia chugt DL, durge bio edo, Liém tinh mgeh khoang 8,05
me/lg, titm bip lidu ding coo hon 2500 mp/kg thé trong chudt,
Die ydi té bao thin do ding lidy dom:

Céc thir nghifm chi ra khéng cb dﬁuhwu ndo cit s chét hoai thén dng vit mén
cac thi nghigm.

Bo dje do dﬂmg liéu nhic 1gi:

Nghign cirm tién hinh trén chugt nhit (liéu tiém tinh mach trong 4 tudn) va ché
(ti#m tinh mach trong 14 fuin vi uem tinh mach ong 12 ruﬁ.n) khéng chi ra, mic
it wéi lida rét cao, khdng co dic th trén ding vat. Bidu khign chinh xéc theo dinh
I thyre hign Jm sang twong khi thir nghiém d& hudn Tubn kiifing dinh trang théi- e
khde binh thirdmg cla dgng vit.

QUA LIEU

Sir dung qué 1itu ceftazidim c6 thé diin dén céic di chimg teén thin’ kinh toung
wong bao gfim bénh I nflo, co gt va hién mé. Thiim phén mAu hodc thilm phiin
phite mge c6 thé 1am giim ndng a6 Ceflazidime trong miu,

i

DUNG: 36 thing.

0 QUAN
Khéng sir dung thudc qué han ditng ghi trén bao B,
Nhitag lru y @je bigt khi bio quin
Trurde ki pha tién, bia quinlo & ahiét & Ju&i 30°C, trénh dnh séng, Sin phim tao
thfh dung djch san ki pha trong mrée cit-pha fiém hofic visi cic dung dith tim
truyén thich hop kehde (vi du dich sinh hoc, glucose hodc natri lactat) duy il durgé
hogt lye trong 8 gids & nhigt d§ meI:g il 48 gidr & 4°C.
TRINH BAY:
Hip 1lp bt 1g vé T fng dung mdi 3ml Hop 10 Ip thudc bit, Hap 50 T thude bit.
Hop 10019 thude bjt.
Bt xa thm tay tré em
Nfu cln thérh théng tin xin ha{ bic &
Thude nay chi dung theo sir ké dom ciia bie si. g

b2 [iTen

Nhi sin xuofit:
- LABORATORIO FARMACEU‘IICO C.T.S. rL \-’iaDnmeMlghm

b 71-18038 Sanremo (IM), Ttaly.
Criz==




