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DELTAZIME ig/ml, 

Borpha tiém va. dung dich pha tiém ding cho tiém bap hode tiém,tinh mach 

‘ Ce‘fazidime 

THANH PHAN: « 
DELTAZIME I gf3 inl? bGt pha item vd dung dich pia tiém ditiz che abut dp. 

Mai lo bot co chita: 

Hoat.chat chinh: 1,164. geeftezidime pentahydrate (trong i img vail g of 

ceftazidime) __ 
Ta.duoe: Sodium carbonate anhydrous; 

Méi dng dung dich 6 chita: 

Nuéc clit pha tiém: 3nil_-, be ct 

DANG DUGQC PHAM VA HAM LUQNG: 
HGp 1 Io 1 g va 1 Ong dutig mii pha tiém 3 ml 

B6t va dung mét pha tiém dig cho tiém-bdp. - a3 

LOATDUQC PHAM: \ ~ | 
Khang khuii Beta-lactam = cephalosporins 

Cui DINH DILU TRI: 
La thués dic higu va chon loc ding dé digu tr cdc nhiém khufin.niing duge xéedinki 
hoic nghi ng’ khé diéu tri do vi khudin Gram 4m gay nén hodc nhiém’khudn hori 
hop trong 46 c6 mat céc vi khuain Gram am i khiing hau hét cde khiing sinh thong 
thutmg. Dac biéf ld cic nhiém khudn tién é nhiing bénh nbin di néu trénmia cé the 
trang yéu va /hoie suy gidm mién dich. 
Dy phéng trong phdu thudt: Sir dung DELTAZIME cé thé lam gidm ty 1¢ nhiém 
tring sau phdu thuft. is 

CHONG CHI D! ; 
- Bénh nhfn cé tin sit min cim véi khang sinh nhém cephalosporin 

~ Bénh nhin suy thin man-cém véi bit icy than phiin néo cia thude 
= Phy nf c6 thai va chovcon bit noi chung (xem phan canh bao) 

LIEU LUQNG VA CACH DUNG 
Ceftazidime duge ding+tiém bip sau hoc tiém finh mach. 

Litu ding tiry thuge mite do tram trong, d$ nhey cam va loatnhiém tring cing 
nhw tudi tac, clin ning va chire nang thn cia nguéi bénh va phai duge bic si 
gidin sat. 

Tiém bip: 
Newéi Ién: 1-3 g/ ngay, chia 2-3 Min. ‘Trong didu tri viém phdi kém theo. vigm'phé 
(quan mag tinh: 1-3 g/ngay, chia 1-3 lin, 
'Tré em: 30-100 mp/kg/ngay, chia 2 —3 lin. 

‘Litu thang thutng 50 mg/ngay, chia 2 Yin. 
Khi cin thiét phai dimg lidu cao hon, cé thé ding thudc theo duimg tiém. tinh , 

imgch, 

Chudin bidung dich 5-4 ‘ 
DELTAZIME dirge ding gdi duéi dang lo bOt vO tring 14 hén hop ceftazidime 
pentahydrate va ta duge natri carbonate. Hoa tan, bét trong Ip voi dung moi kém 

theo (muéc cdt pha tiém ) dé dugc dung dich tiém bip. 

Tinh trong ky 
C6 thé pha loang Ceftazidime vao hau hét.cac dung dich tiém trayén thong thudmg, 
ngoai trir dung dich Natri bicarbonat vi Ceftazidime kém dn dinh hon trong dung 
dich Natri bicarbonat so véi céc dung djch tiém khac. Ngoai ra, khong nén tin 
ceftazidime va aminoglycoside trong mét bé tiém truydn hay trong mét bom tiém. 
Khi cho vancomycin vao dung djch ceftazidime-co the tao tia.thy ihuge vio néng 
46 vancomycin va ceflazidime, Do dé khi cin tiém trayén hai thudc nay cn phi 
truyén riéng biét timg thude va ria day truyén dich trudge khi chuyén sang truyén 
thude kia. 

i) a 
Tinh trong hop r . 
Ceftazidime-véi ning d6 tit 1mg/ml dén40mg/mi trong hop voi cdc dung dich sau; 
= Dung dich natri clorid 0,9% 
- Dung dich Natri lactat 1/6 M 

- Dung dich Hartmann, 

-Dung dich Dextrose 5% 
- Dung dich Dextrose 5% va natri Clorid 0.225% 
- Ding z dich Dextrose * 3% va natri‘Clorid.0.45% + 
-Dung dich Dextrose $% va natri‘Clorid 0.9% . 
- Dung djch Dextrose 4% va natri Clorid 0.18% 
- Dung dich Dextrose 10% 
- Dung dich 10% Dextran 40 trong natri Clorid 0.9% 

- Dung dich, 10% Dextran 40 trong ‘Dextrose 5% 
- Dung dich 6% Dextran 70 trong natri Clorid 0, % 

~Dung dich 6% Dextran 70 trong Dextrose 5" 

Ceftazidime véi ndng 46 tir 0,05 mg/ml dén 0,25 mg/ml trong hgp vGi dung dich 
lactat ding dé tham phan n§i phic mac. 
Cé thé haa tan ceftazidime dé tiém biip véi Lidocain cloridat voi nog a 0; be 
hoe 1%, 
Cé thé cho Ceftazidime vdi ning 46 4 mg/ml yao cde dang dich, hydfodartisone 

(hydrocdrtisone natri phosphate), | mg/ml trong dung dich hatri clorid 0: D% howe 
dung dich dextrose 5% 
- Cefuroxime (cefuroxime natri) 3 mg/ml trong dung. dich natti cloride 0. 5% 
~ Cloxacillin (cloxacillin natri ) 4 mg/ml trong dung dich sodium cloride 0. OY, 
- Heparin 10 [U/ml hoc. 50 [U/ml trong dung dich natri clorid 0.9% 
- Kali cloride 10 meq/I trong dung dich “natri clorid 0.9%. 

C4 hai thanh phan thude déu giit duge hoat tinh cua ching trong cde dung didh a 
.Cé thé cho dung dich chita 500 mg Ceftazidime hda,tan trong 1, ‘ml nude 

+tiém vao dung djch metronidazol (500 mg/100'ml) mg van diy tei duge 
céa ca hai thuéc, 

fi i 

a 
The 

fe €F 
NHUNG LUU ¥ KHI St! DUNG THUGC: 
Tarée'khi tigh hanh tr ligu voi DELTAZIME nén Kim ra din than vé tién sit qua 
min cém vii Ceftazidim, cc cephalosporin, cdc penicillin hog cic thuéc khac. 
DELTAZIME ciing nhy cdc thudc khang sinh beta-lactam khac, cin diroc sit dung 

than, trong cho nhitng bénh nhdn cé)tién strdi img: Vi ede penicillin. Néu xdy ra 
dj tmg,,nén ngimg thudc va chuiin-bj céc bién phip cp era thich hop (adrenalin, 
khang Histamin, corticosteroid) va.céc bign phap cAp ci khac. 

Viém mét két-mac gid da duoc bio cio gan nlur toan-bé cic khang sinh (bao. gom 
cde khing sinh maclorid, eae penicillin ban téng hgp va,cac cephalasporin);.do,d6 
can than trong khi-chiin dodn cho bénh ahdn bi tiéu chay trong qua trinh dieu-tri, 
Sit dung khang sinh, ¢6 thé. lém-inh huéng dén sy phat trién binh thirémg cia, he vi 
sinh yat duémg-mu$t-va.cé thé;lam ting truéng qué mitc-clostridia, Céemghién cin: 
cho-thay de td cia: Clostridium, la mét trong nhimg nguyén nbn chinh. gay nén 
(yiém-rudt ket do khang sinh) ie 
Sau khi x4e dink duge viém radt két eid mac cin tién hanh cic bién phip digu tri 

cho thick hop, Cac,trémg hop phe chi, can nging, khi ding thudc. Cae truing hep 
bénh & mirc 6 frung binh hofic nghiém trong, can ws cip ot chat din 

gidi, protein va tién hanh thir vi khudn, yr 5 
Trong tit.ca ede trrimg hop viém rude kat mac do, ie ‘Siok ma bits thuyén 
giam khi ngimg ding: thude, co thé udng “Vancomycin, 

Cac nguyén nhan khae gay viém mot két phai durge Joai trix, 
Sir dung dang thoi. cdc ‘Cephalosprorin liu cao-va cdc thudc aity doc cho than nh 
cdc aminoglucosid hode cdc,thudc,Igitiéu @idyfurosemid).co thé-gay,anh huong 
dén chite nang than. Khéng co bing chimg cho sir dung ceftazidim é-liéu diéu tr 

gay anh huéng dén chute nang thin. 

Ceftazidim duge thai trir qua thin. Do 464,bénh nhin suy thins dé tranh, céc bién 
ching lim sing cia viée gia tang néng d6 khang sinh trong mau nh cogifit, hojic 

dicing thin kinh (xem liéu dimgiva cach ding), va (tac dung khong mong mun), 
Cling nhu cdc khing sinh khac, sit dung DELTAZIME kéo dai c6 thé lam ting 

tmaémg qua mite cae vi sinh vat khong nhay cm (candida va Enteroccoci),Néu xay 

ma hign trgng nay cin 4p dung ede bign phap diéu tri thichhgp, néu cin phai nging 
diéu tr. Can phai tién hanh danh gia Iai tinh trang cha bénh nhin, |, 
Ciing nhir cac cephalosporin va cdc khing sinh beta-lactam phd réng khac; mot 

86 ching vi khudn Enterobacter spp va Serratia spp ban dau nhay cdm yéi thudc 

‘ag dn dn din khang thaéc trong qué trinh diéu trj bang ceftazidime. Khi diéu tr 
cac sean n khudn gay nén béi cdc vi khudin nay cin dink ky thir tinh nhay cama 
vi khudin, 

‘TUONG TAC VOL CAC THUOC KBAC, CAC-DANG TUONG-FAG-KHAG~ 
Sir dung déng thei ceftazidime Hiéu cao va ede thudc gily déc cho thin cé thé gay 
suy gidm chute ning thin (xem mye canh bao va than trong), 
Cac nghién citu invitro cho thiy cloramphenicol cé tac dung, déi khang véi cdc 
Cephalosporin va Ceftazidime. Sy lién quan trén lam sang cia hign trgng nay chua 
duoc biét nhung do cé kha ning ddi khang trén invivo, nén than trong iaameind 
Ceftazidime va cloramphenicol. 

Sir dung cdc cephalosporin cé thé gay anh hudmg dén két qué mét.s6 xét nghiém 
cin 14m sang, 06 thé gfy két qua duong tinh.gid trong thir nghiém glucose trong 
mude tiéu bing Clinitest dung dich Benedict, hoe dung dich Febling. Khuyén cao 
nén thir glucose bing phan img enzym plucose osidase. Ceftazidim khong lam-anh 
invéng dén viée xdc djnh creatinin trong phép thir vdi alkalin picrate, 

CANH BAO: 
Sir dung cho-phy nit cé thai va cho con bi 

Cac nghién ci yé sinh sancho thiy khéng cé bing chimg nto cho thay ceftazidime 

pay, gidm kha nng sinh sin hoje gay d6c di véi thai nhi. Tuy nhién chi nén ding 

thudc nay trong théi ki mang thai hodic trong thoi ki dau eda qua ‘tinh mang. thai 
néu that sy can thiét va duéi sy kiém sodt chat ché cia béc si. 
Ceftazidime duge bai tiét trong sta & nding 46 thip. Cn thén trong khi ding 

Ceflazidime cho phy nit dang cho con bi. 

Tac dng cia thudc khi 14i xe vA vin hanh méy méc: Than trong khi lai xe va 
van hanh m4y méc vi thude cé thé gay dau dau, chéng mat, dj cam, khé chiu. 

CAC TAC DUNG KHONG MONG MUON: 
Cac phan img tgiyj tridém. ‘ 
‘Viém tinh mach hodc viém tinh mach huyét ebb do tiém trayén tinh maddie 
val hofc viém sau khi tiém bip. 

Cac phan img mio cim: 
Phat ban, sdt ngwta, sdt, ngira. Hiém khi gly phi mach va cdc phin img qué min 
(bao gém co that phé quan va / ho&c ha huyét 4p). . 
Ban 46 nhiéu dang, h6i chimg Stevens-Johnson va hodi'n¥da‘nhiéni dgc'da duge” 
bao cdo khi sir dyng céc-khdng sinh cephalosporin bao gim céceftazidime— 

Hg tiéu héa 

Tiéu chay, budn nén, ndn, dau bung ya ‘piém khi, nhiém nim candida ming hoje 
viém muét két, Ciing nhu cdc ‘cephalosporin Khic, cdc trigu chimg cia vim rudt 
két do clostridium difficile ya viem nm rubt két mac gid do xdy ra hoje trong quit 

trinh dién tri, 
Sinh dye tiét nigu 
Nhi&m ndm candida, viém 4m dao. 
Hidm khi giy ving da. 
Than kinh ‘ ; 
Pau diu, chéng mit, di cdm, khé chju. Cac di chimg thin kink nh bénh ly nao, 

hén mé, logn git tr thé, may co va git rung eo da duge bao cdo 6 nhiing bénh 
nhdn bj suy than ma khéng diéu chinh liéu dimg ceftazidime. 1 

. 5 ove 

Anh hudng dén két qua kiém nghifm 14m sing. ¢ 
Trong ode két qua lam sing DELTAZIME, inh inning dén két qua xét tehiém 
thudng thodng qua bao gdm: ting bach cdu ua corosin, tao tao két gua duong tinh 
Coombs test va rit hiém khi gay thiéu mau tan huyét, ting tiéu clu va ting mét 
hoe nhiéu logi men gan aspartame aminotransferase (AST, SGOT) , alanine 

aminotrasferase (ALP, SGPT), LDH, GGT va alkalin phosphatase. Ciing giéng 
mt vai cephalosporin khac, d6i khi lam ting thoding qua néng | 46 ure miu, BUN 

vA /hoic creatinin hnyét thank. R4fhiém khi gay giém bgch cau, gidm bach cfu 
tung tinh, ting bach cay.h i tiéu c&n va ting té bao lympho,, 
co khoang 5% bénh nhan cé kat qua dung tink véi test shit Coombs (46i khi ia 
duong § Holy gif) frong qué frinh ‘i ne ibing cephalosporin . Biéu nay: cé thé anh 

huang dé két qui thir tuong thich ’ 
Thang bdo che bite sf cdc tae dung ome khéng mong muén khdc. 

cAc BAC TINE DUGCLY: 

Cac dic tinh duge lire hge: 

‘Nhém durgé 1h 'ligu: Khang siih'nhdém betilactam! (cephalésporin) 
Ceftazidinié ld din’ chat cai acid céphaldspéranié ai' dic tinh la-khang' sinbophé 



https: 
eG fac dimg khang Pseudomonas, thuGng khang khang sink nhom beta-lactam voi 

su cé mat dong thoi cla nhém khang sinh cé chudi canh aminothiazoliyo, ahém 

TUR QtAR UD MOG COM oat sini én in-vitro va én in vivo cling bénh (bing 1), 

Béng I: Nang d6 Ceftazidimé trong mé ca thé vd dich sinh hpe. 
propossionynis va nhém carhoxybe MOE DELTAZIME chira 50:5 mg Na. Me; 69 Guan va dich, hituco | Néngedo dink trung bink (ug/e hode mga) | 

Liéw ct eWritirs ine 

DELTAZIME J4 khing sinh hd rong vé-cé hoat tinh khang khudn cao, Ching phi Tg tm. eek gen 
thinh té bao bing cdch ire ché tng hgp-mucoprotein 6 thinh té bao. Mé phdi 12,0 163 70,0 
qua Geftazidim-tic dung trén-invivo véi céc-vikhufin Gram 4m va-Gram dong M6 cudng phdi 96.5 - = 

phd réngy c& té-bao wa Khi vi 1 bao-kj -khi, chmoi vi khuan khing khang’ sinh Mang phoi | Te = - 
ee kduing sinh betalactam (khdng sinh bin téng hop cephalosporin Dich ming pall 147 7 30.0 

Ceftazidim cé tinh bén ving cao déi vei sy thiy phan do Jactamse gaye bei cdc vi Nude bot 30 16 93 
khudn Grani 4m va ééc vi kinidn Gram durong, do vay cé téc dung chéng lai chudi.  |_Amidan 18.0 > G 
vi khudn khang lai ampicillin va cephalotyn: Xoang ham trén 19.7 - - 
chaospina ialped taeda in vitro va ¢6 tac dung trong khodng gidi han hep Dich tai gitta . 373 F 
cia gid tri ndng 4 ite ché thép nat, cho hin hét céc trxémg hop, vai sir thay Adi it a 

46 tre ché thap nhit-véi mitc 46 diéu phéi khac dig Y mat pis —_ a — ss 358 
‘Trén in vitro Ceftazidim va aminoglycoside cé tac dung higp hye. Mé bong dai - oo.4 _ 

Ceftizitiime 66 tic dung in vitro chéng: lei Gicvi khwan sau. Than = s pt 
Mi kbudn Granvam: ‘ Mang trong da con : 36.0 7 
Pseudomonas acruginosa Sgimé * 44.9 - 

Pstudomohas spp (Ps. Pseudomallei included) Ong z 42.7 = 
Escherichia Coli 

Klebsiella spp (Klebsiella pneumoniae included) Bobng thing - as F ao 
Proteus mirabilis Mat. 211 37.4 - 

Proteus vulgaris Mach, cudng mit : 29.5 t % 

Morganella morganii (already-Proteus morganii) Dich ta trang - - 21.0 
Proteus retigeri Dich cudng ta tring 13.9: 11.9 Ee 

Poovidéintis spp. : Dich mang bang - 667? ee: 
Citrobacter spp. Ri . 
Serratia spp. st thira - 24.4 . a 

Salmonella spp. Cotim z ts 345 
Shighella spp, Van tim - - 374 

Yersinia enterocolitica Dich mang ngodai tim - 13.1 - 
Pemictineliey mince eerooa es Fo wvare * a a4 Co xuong if _? 7 497 4a 4 

Neisseria gonorrhoeae MS ao - - Zt 
Neisseria meningitidis De : - = Bie 
Haemophilus influenzae (ampicillin resistant strairis included) Dich vét thuong mé | = 39.9 52.4 
Hae ilus parainfluenzae (ampicillin resistant strains included Chat béo.mé dudi da - 10.1 - 

Vikhufin Gram dong: 2 M6 xuang bot" oe 24a? 
Staphylococcus aureus (sensible methicillin strains) Mé xuang v6 nao a a 27.9 
Staphylococcus epidermidis (sensible methycillin strains) . 
Siirccocous ans: Hoat dich “ 4 40.2 

‘SPP. a ea 
Streptococcus pyogenes (group A beta-haemolytic streptococci) M6 thugc niio Es 7.45 =. 
Streptococcus Group B ( Strept agalactiae) Mai (normal) = = + 18 
Streptococcus pneumoniae Mang niio - - i 15.0 

Streptococcus mitis Dich co thé “ = 11.0 

Streptococcus spp. (Enterococcus or Streptococcus faecalis excluded) Dich bach Inayét = 24,0 = 

Peptonoscts api, Ceflazidime qua dirge nhau thai vi bai tiét qua sita me. ae 
Peptostreptococcus spp. Bai tiét wee . a 

Streptococens spp. Céftazidime khing chuyén héa trong co thé va duge bai tidt dursi deng c6 hoat tin 
Propionicbacterium ‘spp. qua thin voi Ige qua cdu than. 

Clostridium perfringens Vo khodng 90 % liéu ding duge tim lai qua nuée tidu trong 24 gib, 
Fusobacterium spp. Bai tiét Ceftazidime giam dan trén nhimg bénh nhin c6 diéu héa chite ning tha 
Bacteroides spp. { a lot of resistant Bacteroides fragilis strains) 
Ceftazidina is not active “in vitro” against the following organisms: 
Methicillin-resistant staphylococci, 
Enterococcus (Streptoceccus) iaecalit and many other Enterococci 

Clostridium difficile: a 
Listeria monocytogenes 

Campylobacter spp. 

Cfo dje tink dye dong hoes. 

“Hip tia 
Ceftazidime sau khi ding duémg tiém dang mudi natri, véi néng ag thud cao duy 
trl trong mau: Sau khi tiém bap lidu 500 mg va ligu 1 g & newai, néng d6 dink 
trong huyét tung dat duge 1a 18 va 37 mog/ml, Nong ¢6 dinh dat duge sau mat 
gid tiém bap, 

Duimg cong phiin hé 

VIA INTRAMUSCOLARE & 
meg/ml 

aD 
— Iglm. 

Sau khi truyén fink mach trong 5 phitt, liét 1-2 g, néng d6 dinh trong buyét 

tuong dat duge 119 va i714 meg/ml. 
Sau 8 gid tiém tink mgch va tiem biip, thube'via | & trong mau voi mite hién qua’ 
diéu ti 
Nang d6 huyét thanh dat duge sau 2 git 

Lién két protein huyét trong rit thap khong 10%, do dé phan lén khang sink cd 
sain vao ngay tulin hoan mau vao trong té bao va phat huy tic dung thin thi khang 
vi khuan. ' * 

Phéin bé trong m6: 
DELTAZIME ding véi ligu 1- 2g , phan b6 wéi mite d6 cao trong cdo 16 chize-va 
tébao noi dat nong¢6 cao hon liéu tre ché vi khudn thép mbit voi vikbudn gay. 

va liéu nén cirge gidm di. Khéng it hon 1% hrong thudc bai fit qua mat véi lngng 
gici han vao trong mupt. 

‘ 
‘ 4 

Cac dit ligu nghién ciru tién im sang: 

‘Trorg cic tiit nghiém lm sting, Cefiazidime chi rm nhifng thé nghiém irén tend ( 
chuét nhit, chudt, thé va ché) vai déec tinh rit thiip. 

Thong thirong | liéu chét cia chugt DL,, dugc bio cao, tiém tinh mach itl 05 
me/kg, tiém bap liéu ding cao hon 2300 moykg thé trong chudt. 
Dc voi té bao thin do ding liéu don: 
Cfo thir nghiém chi ra khéng cé 3 din tia nao cin sy chét hogi thé than d§ng vit én 
cae thi nghiém. 

6 doc do dang fidu nhiic Iai: 

Nehién ote tien hinh trén chugt nhat (liéu tiém tinh mach trong 4 tun) vA ‘ths 

(tiém tinh mach trong 14 tudn va tiém tinh mach trong 12 tudn) ) khéng chi ra, mic 

dit v6i liu rat cao, khong cé déc té trén déng vat. bila khién chinh,xde theo inh 
Igy thy hién Jim sang trong khi thir nghiém da Indn luén ‘khiing dink trang thai site 

Khdée binh thirimg ctia dng vat, 

QUA LIKU 
Str dung qua lidu ceftazidim cé thé din dén ede di chimg trén thin'kink trung 

wong bao gém bénh ly nfo, co gidt. va hén mé. Tham phan mau hode thim phan. 

phitc mac cé thé lam giam ndng 46 Ceftazidime trong miu. 

es DUNG: 36 thing. 
0 QUAN 

Khang sir dung thudc qui han ding ghi trén bao bi. 

Nhitng liu y ajc bigt khi bao quin 

‘Trurdc kiii pha tiéni, bao quin'lo ¢ nhiét d6 didi 30°C, tranh drih sing, Sin phim tao 
thath dung dich san khi pha trong mrde cat pha tiém hoje véi ede dung dich tiém 
troyén thich hop khde (vi du dich sinh hoc, glucose hodc natri lactat) duy'td dugé 
hogt lye, tong 8 gia & nhiét dj | phong vi 48 gid & 4°C, 
T 
H6p 1 Ig bét 1g va IG ng dung mdi 3ml. Hép 10 lo thude bat, Hép 50 Ta thude bat. 
Hop 100 Ip thude bét. 
pe xa tim tay tré em 

Néu edn thérh théng tin xin hai bac si 
Thuic) nay chi dung theo sy ké don ctia bie si. 5 

rie 

Hh ith 

Nha sin xufit: 

- LABORATORIO FARMACEUTICO CT. 8. > Vis'Dante Alighieri, 
e 71 -18038 Sanremo (IM), Italy. 


