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BICEFZIDIM® 1g

Thubc nay chi dung theo don thuéc
Pé xa tam tay tre em
Poc ki huéng dan sir dung troc khi dung

1. Thanh phin cong thire thube:
Cho 1 don vj d6ng gbi nhd nhét
* Lo bét pha tiém chira:

Ceftazidim (dw¢i dang ceftazidim pentahydrat va natri carbonat) ........ 19
* Ong dung mél chira:
NUGC CAL PhA tIBM .......ooovoreiiiecere et oo 10 ml

2. Dang bao ché:

2.1. Dang bao ché: Bt pha tiém.
2.2. M6 ta dang bao ché: Lo bot thubc c6 chira bdt thubc bén trong mau trdng hodic trdng nga, nit khin
kin.

3. Chi djnh:
Ceftazidim dugc chi dinh G& didu tri cac bénh nhidm tring duéi ddy & ngudi Ion va tré em bao gbm ca tré
s sinh (ttr khi sinh ra):

- Viém phdi bénh vién.

Nhidm tring phé quan-phdi & bénh nhan xo nang.

Viém mang ndo do vi khudn.

Viém tai gira man tinh.

- Viém tai ngoai 4c tinh.

Nhiém trung dweérng tiét niéu co bién chizng.

Nhi&m triing da va mé mém cb bién chirng.

Nhiém triing trong  bung c6 bién chirng.

Nhi8m triing xwong va khép.

- Nhi&m tring phuc mac két hep véi thdm phan phac mac & bénh nhan thdm phan phic mac fién tyc.
Didu tri & bénh nhan nhiém trung mau xay ra két hop voi hodc b nghi ngé lién quan dn bt ky cac nhiém
trung duwgrc ligt ké nhw trén.

Ceftazidim dugc sir dyng & bénh nhan bi sét kém gidm bach cAu trung tinh bj nghi ngér do nhidm khudn.
Ceftazidim c6 thé dugc sir dung trong di phong nhim tring dwéng tiét niéu & bénh nhan phiu thuat ci
tuyén tidn liét qua nidu dao (TURP).

Lya cgon ceftazidim nén dia vao phd khang khuén ctia thubc, chii yu bj han ché & cac vi khudn Gram
am hiéu khi.

Ceftazidim nén duwoc st dung ddng thori véi cac thube khang khuln khac.

CAn tuain tht theo cac hwéng dén hign hanh dé sir dyng hep ly cac khang sinh.
4. Lidu dung va cach dung:

4.1. Lidu dung

Bang 1: Ngudi Iém va tré em 2 40 kg:

Phuwong phép str dung glén doan

Loai nhiém trung Lidu diéu trj

Nhi&m tring phé quan-phdi & bénh nhan xo nang 10: - 15?‘)mg/kg/ngéy mdi 8h, tdidag9g
moi ngay

Giam bach cAu trung tinh do sét 2gméi8h

Viém phdi bénh vién

Viém mang néo do vi khudn
Nhi&m khudn huyét *
Nhiém trung xwrong va khép 1-2gmdigh
Nhi&m tring da va md mém c6 bién chirng

Nhi&m tring trong  bung ¢6 bién chirng

Nhiém triing phic mac két hep voi thim phan phic
mac & b&nh nhan thAm phan phdc mac lién tuc

Nhiém khuin duong tidt nidu cé bién chieng 1-2gmbi8hhodci2h

Dy phong trong phu thuat cat tuyn tidn liét qua 1 g lic gay mé va lidu thir 2 10c bd
niéu dao (TURP) 6ng thong

Viém tai gitra mén tinh. 1-2gmdigh

Viém tai ngoai ac tinh.
Phuwong phép truyén Ilén tyc

Loai nhiém tring Lidu dong
Giam bach cu trung tinh do sét Lidu tai 2 g, sau d6 truydn lidntuc 4 - 6 g
Viém phdi bénh vién mBi 24 h

Nhiém tring ph8 quan-phdi & bénh nhan xo nang
Viém mang ndio do vi khudn

Nhi&m khuln huyét*

Nhiém trung xwong va khép

Nhiém tring da va mé mé&m cé bién chirng

Nhim tring trong & bung cé bién chirng

Nhi&m tring phiic mac két hgp véi thAm phan phic
mac & bénh nhan thAm phan phuc mac lién tyc

. & ngudn 1én v&i chirc ndng than binh thudng, lidu 9 g/ingay dwrgc str dyng ma khéng ¢ tac dyng

phy.

*: Khi két hop v&i hodic nghi ngé lién quan dén cac nhiém tring dugec ligt ké & myc “Chi djnh™.
Bang 2: Tré em < 40kg:

2.1 Vé&i tré so sinh va tré mé&i biét di > 2 thang va tré em < 40 kg.

Loai nhidm tring |Liéu dung
Phuwrong shég st dyne glén doan
khulin dudng tiét nidu cb bién chirng 100-150 mg/kg/ngdy, chia lam 3 lAn, téi
Viém tai giCa man tinh. da 6 g/ngay.
Viém tai ngoai ac tinh.
Tré em bj gidm bach cAu trung tinh 150 mg/kg/ngdy, chia lam 3 Ian, téi da 6

Nhim tring phé quén-phdi & b&nh nhan xo nang g/ngay.
Viém mang n3o do vi khudn
Nhi&m khudn huyét*

Nhiem trung xwong va khop 100-150 mg/kg/ngay, chia lam 3 I4n, téi
Nhidm triing da va mé mdm cé bién chirng da 6 g/ngay.

Nhidm trling trong & bung c6 bién chirng

Nhidm tring phic mac két hep véi thAm phan
phic mac & bénh nhan thdm phan phic mac lién

tuc

Phuwong phép truyén lién tuc

Giam bach cAu trung tinh do sét Lidu tai 60 — 100 mg/kg, sau d6 truyén lién
Viém phdi bénh vién tyc 100 — 200 mg/kg/ngay, ti da 6 g/ngay

Nhi&m trung phé quan-phdi & b&nh nhan xo nang
Viém mang nfo do vi khuan

Nhiém khuén huyét*

Nhi&m trling xwong va khép

Nhidm trng da va mé mém cé bién chirng

Nhi&m triing trong & byng cb bién chirng

Nhiém trang phic mac két hgp véi thdm phan
phic mac & bénh nhan thAm phan phuc mac lién
tuc




.

2.2 V&i tré so sinh va tré < 2 thang
Loai nhiém triing | Liéu ding

Phuwong phép sir dung glan doan
HAu hét cac nhidm tring [ 25— 60 mg/kg/ngay, chia lam 2tAn "

M. Tré so sinh va tré < 2 thang, th&i gian ban thai trong huyét thanh cé th& cao hon 3 — 4 an so
vé&i ngudi 16n.

*: Khi két hop véi hosic nghi ngd lién quan dén cac nhidm tring dugec ligt ké & myc “Chi djnh”.

Tré em: chua c6 thdng tin v& dd an toan va hidu qua cla ceftazidim khi truydn lién tuc cho tré so sinh va
tré < 2 thang tudi.

Str dyng cho cac déi tiwong dic bigt:

- Ngwéri cao tudl: theo quan diém v& tudi tac lién quan dén viéc giam a9 thanh thai clia ceftazidim & ngudi
cao tubi, lidu ding khéng nén vugt qua 3g & banh nhan trén 80 tudi.

- Bénh nhan suy gan: ti cac di liéu sin co, khdng ¢An phdi didu chinh lidu & bgnh nhan suy gan nhe va
trung binh. Chura c6 dir ligu nghién ctru & b&nh nhan suy gan ning. CAn phai theo di chét ché 1am sang
vé 30 an toan va hiéu qua.

- Bénh nhén suy than: ceftazidim duoc dao thai qua than duéi dang khéng déi. Vi vay, cAn phai gidm lidu
& bénh nhan suy than. Lidu tai dAu tién 1a 1g. Lidu duy trl nén dira trén @5 thanh thai creatinin theo Bang 3
va Bang 4 nhw sau:

+ Bang 3: Lidu duy tri dwoc khuyén cdo & bénh nhén suy than — pheong phép truydn gian doan:

++ V& ngurdri [én va tré em 2 40 kg

D9 thanh thai creatinin (mi/phat} Creatinin huyét Lidu duy tri

tirong pmol/t
50 - 31 150 - 200 1g cach 12 gi 113n
30-16 200 - 350 1.g cach 24 gi 113n
15-6 350 - 500 0,5 g cach 24 gier 1 1an
<5 > 500 0,5 g cach 48 gio 1 [an

b&nh nhan bj nhi&m tring ndng: nén tang 50% don vj lidu hodic tang tan sudt st dyng.
Tré eén v6i 34 thanh thai creatinin nén dwgc didu chinh theo dién tich bé mat co thé hosc trong Ivgng nac
co the.

++ Véi tré om < 40 kg.

¢ thanh théi creatinin (mi/phat) ** Creatinin huyét Lidu ding

tuong * ymol/l
50 - 31 150 — 200 25 mg/kg cach 12 gir 1 1An
30-16 200 — 350 25 mglkg cach 24 gi¥r 1 13n
15-6 350 — 500 12,5 mg/kg céch 24 gid 1 ian
<5 > 500 12,5 mg/kg céch 48 gi&r 1 ian

* Céc gia trj creatinin huyét thanh 1a cac gia tri huéng din, c6 thd khong chi ra chinh xac muc 40
giam gidng nhau @éi v&i t4t ca cac bénh nhan bj suy than.

** Jéc tinh dya trén dién tich bé mat co thé hoac dwoc do.

Can phai theo d&i I&m sang chat ché v& d an toan va hiéu qua.

+ Bang 4: Lidu duy tri dwge khuyén céo cla ceftazidim & bénh nhan suy than — phuong phap
truydn lién tyc:

++ Vé&i ngurdri 16n va tré em 2 40 kg:

D thanh thai creatinin (mi/phut) Creatinin huyét | Liéu ding

twong umoll
50 - 31 150 — 200 Lidu tai 2 g, sau 86 dung 1 —3g/24 h
30-16 200 - 350 Lidu tai 2 g, sau d6 dung 1 g/24h
<15 > 350 Chtra dugc xac dinh

CAn phai theo dbi 1am sang chat ché v& dd an toan va hiéu qua.

++ V& tré em < 40 kg: DO an toan va hidu qua khi dung dwéng truydn tinh mach lién tyc cho tré em bj suy
than < 40 kg chura dugc thiét 1ap. Can theo dbi 1am séng chit chd v 4% an toan va hiéu qua. Néu dung
duwdng truydn tinh mach lién tyc cho tré em bj suy than, dd thanh thai creatinin nén duwgc didu chinh so véi
dién tich b& mat co thd hoic trong lwgng nac co thé.

- Bénh nhan thAm tach mau:

Thei gian ban thai trong qua trinh thdm tach mau khodng 3 ~ 5 h. Sau méi giai doan thAm tach mau, tidu
duy tri cla ceftazidim nén dugc |3p lai theo bang bén dudi.

- Bénh nhan thim phan phic mac:

Ceftazidim c6 thd dwgc sir dung trong thAm phan phic mac va thdm phan phuc mac lién tuc ngoai trd
(CAPD).

Ngoai vigc sz dung dwérng truyén tinh mach, ceftazidim co thé dugc két hgp vao dich thAm tach (théng
thurerng 125 — 250 mg trong 2 fit dich thAm tach).

D4i v&i bénh nhan bj suy than dang dugc thdm tach mau lién tyc ddng — tinh mach ho3c loc mau qua
mang loc high-flux trong cac don vj didu trj chuyén sau: 1 g mdi ngay, dung lidu don hodc dung nhidu %n.
D6i véri loc mau qua mang loc low-flux, theo lidu khuyén céo diing & bé&nh nhan suy than.

Déi v&i bénh nhan dang loc mau tinh mach — tinh mach va thdm tach mau tinh mach — tinh mach, theo lidu
khuyén céo theo bang dudi day:

Bang 5: Hwémg din lidu trong loc méu lién tuc tinh mach — tinh mach

D6 thanh thai Lidu duy tri (mg) twong trng véi tdc dd loc mau (miiphat) (lidu dwec
creatinin (mliphut) | sir dyng mbi 12 h)
5 16,7 33,3 50

0 250 250 500 500

5 250 250 500 500

10 250 500 500 750

15 250 500 500 750

20 500 500 500 750

Bang 6: Hwéng din lidu trong tham tach méu Iidn tyc tinh mach - tinh mach:

D9 thanh thai Lidu duy tri (mg) d8i v&i thAm tach mau theo tdc 4§ chay twong img
creatinin (lidu dwoc sir dung mdi 12 h
{ml/phut) 1Uh 2LUh
Téc 8 loc (L/h) Toc d6 lgc (L/h)
0,5 1,0 2,0 0,5 1,0 2,0
0 500 500 500 500 500 750
5 500 500 750 500 500 750
10 500 500 750 500 750 1000
15 500 750 750 750 750 1000
20 750 750 1000 750 750 1000

4.2, Cach dung

BICEFZIDIM® 1g dung tiém bép su, tiém tinh mach ch&m trong 3 - 5 phat, hodc tiém truydn tinh mach.

- Tiém bép: Hoa tan thubc bang 4ml nwéc cht pha tiém (250 mg/ml). Dung dich sau khi pha ndn dung ngay
hoac trong vong 18 gidr & nhiét dd phéng hodc 7 ngay khi a8 to lanh.

- Tiém tinh mach, tiém truydn tinh mach: Hoa tan thuéc tirang (rng véi 10ml va 100mi nwéc cét pha tiém,
dung dich natri clorid 0,8%, hodc dextrose 5%. Dung djch sau khi pha dwgc dung ngay hodc trong vong 24
gi¢ & nhiét 4 phong hodic 7 ngay khi d tu lanh.

S. Chéng chi djnh

Quéa mAn voi bat ky thanh phdn nao cla thubc hoic bét cir cephalosporin nao; tién sir dj (ng nang voi
khang sinh nhém beta-lactam.

6. Canh bao va than treng khi dung thuéc

- Phan (ng qua man:

+ Gibng nhuw tAt ca cac thudc khang khudn nhém beta-lactam, phan irng qua min nghiém trong hoac dbi
khi gay tir vong da dwgc bao cdo. Trurdng hep xdy ra cac phan (ng qua man nghiém trong, ngirng didu tri
ngay Iap tirc véi ceftazidim va tidn hanh cac bién phap cép ciru dy du.

+ Tredc khi bét dAu didu tri, nén hdi k§ bénh nhan vé tién sl cac phan (rng qua man véi ceftazidim, voi
cac khang sinh nhom cephalosporin hodc voi cac khang sinh nhom beta-lactam. Than trong khi siv dyng
cho bénh nhan ¢ tidn st xdy ra cac phan (rng qua min khdng nghiém trong v&i bét ky cac thubc nhom
beta-lactam khac.

- Phé tac dung:

Ceftazidim c6 phd khang khu&n han ché. Thubc khang thich hep sir dung don ddc dé didu trj nhidm tring
trir khi mam bénh d& dugc ghi nhan va duoc biét dén 1a nhay cadm véi ceftazidim hodc co nghi nge cao
rang hAu hét cac mém bénh thich hgp dé didu tri véi ceftazidim. Didu diic biét nay ap dung khi xem xét
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didu tri cho bénh nhan bj nhiém khudn huyét, viém mang nao do vi khuéin, nhiém trung da, mdé mém va

nhiém triing xwong, khép. Ngoai ra, ceftazidim d& bj thiy phan bdi cac beta-lactamase phd réng (ESBLs).

Do 86, cac thdng tin v& ty & cac vi sinh vt san xult ESBLs nén dugc luu y khi fiva chon ceftazidim 38 didu

tri.

- Viém dai trang gid mac; Viém dai trang va viém dai trang gia mac do vi khudn a3 dugc bao céo voi hiu

hét cac thubc khang khuan, bao gdm ca ceftazidim va co thé xay ra véi mirc d6 nhe dén de doa tinh mang.

Do d6, c&n phai xem xét trwdong hep nay & nhing bénh nhan co bidu hién tiéu chay trong hoic sau khi

didu trj véi ceftazidim. Can xem xét ngung diBu tri vé&i ceftazidim va tién hanh cac bién phép didu trj dic

hiéu véi Clostridium difficile. Khong nén dung c4c thube trc ché nhu ddng rudt.

- Chirc nang than:

+ Didu trj ddng thai lidu cao cac cephatosporin va thubc gay ddc than nhw aminoglycosid hodic thuéc loi

tiéu tac dyng manh (nhi furosemid) cé thé anh hwéng nghiém trong chirc nang than.

+ Ceftazidim dugce dao thai qua than, do 36 nén gidm lidu ty theo mirc 48 suy than. Can theo ddi chit ché

tinh an toan va hiéu qua & bénh nhan suy than. Bién chirng than kinh d8i khi dugc bdo céo khi lidu ding

khéng dugc giam & nhirng b&nh nhan bj suy than.

- Phat trién qua mirc & cac vi sinh vat khong nhay cam:

SUr dung kéo dai c6 thé din dén sy phét tridn qua mirc cla cac ching vi sinh vat khéng nhay cdm (nhw

Enterococci, ndm). Didu nay c6 thé phai ngirng didu trj hoc tién hanh cac bién phap thich hop khac. Banh

gid 13p lai tinh trang cla bénh nhan la cn thiét.

- Tuong tac véi cac phép thir nghiém hodc dinh lrgng:

+ Ceftazidim khoéng anh hwdng dén cac xét nghiém glucose niéu bing enzym nhung cé thé co phan (rng

duong tinh gid véi cac xét nghiém bang phirong phap khir ddng (dung dich Benedict, dung dich Fehling,

vién Clinitest).

+ Ceftazidim khéng anh hwdng dén dinh lirgng creatinin bang picrat kiém.

+ Ceftazidim cé the gy dwong tinh gid vé&i phép thir Coomb & khodng 5% bé&nh nhan.

- Ché phim c6 thanh phAn natri n8n cAn xem xét than trong khi st dung cho bénh nhan c6 ché do an kiém

soat natri.

+ M&i lo bt (1g) chira tdi da 43.4 mg natri, twong duong véi 2.17% lweng natri khuyén nghj héing ngay

cho ngudi ldn cia WHO (2g).

+ Lidu t6i da (9g/ngay) chira téi da 390.6 mg natri, twong duong véi 19.53% lwgng natri khuyén nghj hing

ngay cho nguwdi Ién clia WHO (2g).

7. Str dyng thuéc cho phy nir cé thai va cho con bi

7.1.  Str dyung thuéc cho phy nir cé thai

géephalgsporin Augc coi nhur 1a an toan trong thai ky. Nhwng chi diing thuéc cho ngwdi mang thai khi that
n thiét.

7.2. Th&i ky cho con bu

Thuéc bai tiét qua stra, anh hweérng dén tré con b nén phai can nhéc khi diing thubc cho ngudi dang cho

con ba.

8. Tac ddng cua thubc khi 14i xe va van hanh may

Chua c6 nghién clru lién quan tac déng clia thubc khi 1ai xe va vin hanh may méc. Tuy nhién, céc tac

dung kh8ng mong muén (nhur chéng mat) c6 théd anh hurdng khi 14i xe va van hanh may méc.

9. Twrong tac, twong ky, cua thude

9.1. Trrong tac cua thude

- Vé&i aminoglycosid hodic thuéc loi tidu manh nhw furosemid, ceftazidim gay déc cho than, do d6 cin giam

sat chiec nang than khi didu tri lidu cao kéo dai.

- Tranh phéi hop véi cloramphenicol.

9.2. Twong ky ciia thude

- Vé&i dung dich natri bicarbonat: Lam gidm tac dung cua thubc. Khdng pha ceftazidim vao dung dich c¢6 pH

trén 7,5 (khéng dugc pha thubc vao dung dich natri bicarbonat).

- Phéi hgp véi vancomycin phai tiém riéng vi gay két ta.

- Khéng pha Ian ceftazidim véi cac aminoglycosid (gentamicin, streptomycin) hogc metronidazol. Phai tranh

rira cAn than cac éng thdng va bom tiém bang dung dich natri clorid 0,9% gira céc 1n ding hai logi thubc

nay dé tranh gay két tia.

10. Tac dung khdng mong muén:

Téac dyng phy thirrng g4p nhét 1a ting bach ciu wa sosin, tang tidu clu, viém tinh mach hoc viém tinh

mach huyét khéi véi dudrng dung tinh mach, tiéu chdy, tang thoang qua cac enzym gan, ban dat s&n ho#c

may day, dau va/hosc viém sau khi tiém bép va thir nghiém Coomb dwong tinh.

DC ligu tir cac thir nghiém 1am sang dwec sir dung 88 xéc dinh tAn suét cac tac dyung khdng mong muén

thwérng gap va it gap. TAn suét xdy ra cac tac dyng khdng mong mubn khac dugc xac dinh chi yéu tir di

liéu thuéc Iy hanh trén thi treeng va lién quan dén ty 1& bao cao hon 1a tin sudt thye. Cac quy wéc dudi

day dwgc st dyng dé phan loai thn suét:

- R4t thurng gap: 2 1/10.

- Thuérng gép: 2 1/100 dén < 1/10.

- It %ap: 2 1/1.000 dén < 1/100.

- Hiém gap: 2 1/10.000 dén < 1/1.000.

- R4t hiZm g4p: < 1/10.000.

- Khong biét dén: khdng thé wéc tinh tir d ligu c6 sén.

Hé coquan | Thwdng giip It g3p Hiém | Chuaré
98p
Nhi&m trung, Nhi&m nam
nhiém ky Candida (viém am
sinh tring dao, ném miéng)
R&iloan mau | Tang bach cBuwa | Gidm bach clu Chieng mét bach ciu hat,
va hé bach | eosin, tang tidu | trung tinh, giadm thiéu méau tan huyét, ching
huyét chu bach clu, gidm tang lympho bao
tidu cAu
R&i loan hé Phan v& (bao gdm: co thdt
théng mién phé quan va/hodc gidm huyét
dich ap).
RS loan hé Pau diu, chéng Di chirng than kinh ™, dj cam
thdn kinh mit.
R&i loan | Viém tinh mach
mach méu ho&c viém tInh
mach huyét khéi
véi duerng ding
tinh mach
Ré&i loan tiéu | Tiéu chay Tiéu chdy hodc Giam vi giac
héa viém dat trang do
thube khang
khudn @, dau
byng, budn nén,
ndn
R&i loan gan | Tang thoang qua Bénh vang da
mat mdt hodc nhidu
enzym gan @
R&i loan da | Ban dat sdn hodc | Ngra Hoai t& bidu bi da nhidm déc,
va md dwédi | may day hdi ching Stevens-Johnson,
da hdng ban da dang, phis mach,
héi chirng phat ban do thuéc
véi tang bach ciu va eosin va
cac triéu chirng toan thén
(Dress) ¥
R&i loan than Tang thodng qua ure | Viém  than
va dudng tiét huyét, nito huyét va’hosic | k&, suy than
niéu creatinin huyét thanh chp
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R&i logn | Pau va/hoic viém sau | Sbt
chung ho#ic | khitiém bip
tinh trang tai
vj trf tiém
Khac Th* nghiém Coomb
duong tinh ©
Ghi cht:

O: P4 cb béo céo v& di chirng thin kinh gdm: run, chirng giat run co, co giat, b&nh nao va hn mé & bénh
nhan suy than ma lidu dung clia ceftazidim khéng duwec giam thich hep.

@: Tigu chay va viém dai trang do Clostridium difficile va co thé xay ra viém dai trang gia mac.

@ ALT (SGPT), AST (SOGT), LDH, GGT, phosphatase kiém.

“: Hiém co6 bao cao héi chirng Dress lién quan dén ceftazidim.

®: Thir nghiém Coomb duong tinh cé thé xay ra & khodng 5% bénh nhan va c6 thd can thigp voi phan trng
chéo trong mau.

11. Qua liéu va cach xir tri:

- Da gép & mdt sé ngudi suy than. Phan (:ng bao gbm co giat, bénh Iy nao, run rdy, d& bj kich thich thin
kinh co.

- Can phai theo dbi cin than truérng hop nguwdi bénh bj qua (idu cip va co didu tri hé tre. Khi suy than, co
-th& cho thdm tach mau hodc mang byung d& loai trir thubc nhanh.

12. Théng tin vé dugc ly, 1am sang

12.1 Diéc tinh dwee lyre hoc

Nhém dwee ly: Khang sinh nhém cephalosporin thé hé 3.

Ma ATC: JO1DD02

- Co ché téc dung:

Ceftazidim trc ché tdng hop thanh té bao vi khuén do tién két véi cac protein gén penicillin (PBPs). Do d6
|ané- gi4n doan qua trinh sinh tdng hop thanh té bao (peptidoglican), din dén té bao vi khuin bj ly giai va
chét.

- Quan hé duye déng hoc/dure e hoc (PK/PD): @bi véi nhém cephalosporin, chi sé6 dugc dong hoc/duoc
Iy hoc quan trong nhét fién quan dén higu qua in vivo da dwgc chirng minh ia ty 18 phén tram khodng thor
gian ding thubc ma ndng @8 thubc khdng lién két trong huyét trong van trén ndng a8 (rc ché téi thidu
(MIC) clia ceftazidim d6i v&i tirng loai vi khudn (ngha la %T > MIC).

- Co ché khang thubc: vi khuln khéng ceftazidim cé thd do mot ho3c nhidu co ché sau:

+ Thily phan bdi beta-lactamase: ceftazidim cé thé bj thlly phan bdi cac enzym beta-lactamase phé réng
(ESBLs), bao gdm: nhém SHV cia ESBLs va enzym AmpC ~ ¢6 thé dwgc cam (rng hodc hoat hba & mét
s6 loai vi khudn Gram am hiéu khi.

Giam &i lyc cla protein gén penicillin déi véi ceftazidim.

b+ Kha nang chéng thAm mang ngodi: han ché sy tiép can cla ceftazidim déi véi protein gan penicillin & vi
huén Gram &m.

I+ Bom nguoc dong khang sinh ra ngoai vi khudn.

I Céc gid tri ngudmg:

4c gia tri ngung MIC dugc xay dung bdi Uy ban chau Au v& thir nghiém d¢ nhay cam vi khudn
(EUCAST) nhw sau:

Loal vi khudn Gia trj ngudmg (mg/L)
S 1 R
Enterobacteriaceae s1 2-4 >4
Pseudomonas aeruginosa s8™ - >8
Gid ti ngudng lién quan d&n cac loai khac & <4 8 >8
%S = nhay cam (susceptible); | = trung binh (intermediate); R = d& khang (resistant).

X" Gié tri ngudng lién quan dén lidu phap lidu cao (2 g x 3).
2): Gia tri ngudng lién quan dén cac loai khac dwoc xac dinh chl yéu dya trén co s& clia di ligu PK/PD va
hy thudc sy phan bd MIC cla cac loai cy thé. N6 dugc sir dung cho cac loai khdng dé cap trong bang
‘#hozc chu thich.
|- Céc vi sinh vét nhay cam:
&+ Ty 18 d& khang c6 thé thay dbi theo ving dja ly va theo théi gian dbi véi cac ching vi khudn chon loc va
hén c6 thdng tin vé& sy d8 khang tai dja phirong, ddc biét 1a cac nhidm triing naing. Khi cAn, nén tham khao
v kién chuyén gia néu ty I& d& khang tai dia phuong d8i véi viéc dung thubc trén it nhat mot sé bénh 1y
nhiém kthn vln chua rd rang.
Céc loai vi khudn nhay cam;
+ Vi khuAn Gram dwong hiéu khi: Streptococcus pyogenes, S.agalactiae.
+ Vi khuan Gram am hiéu khi: Citrobacter koseri, Escherichia coli, Haemophilus influenzae, Moraxella
catarrhalis, Neisseria meningitidis, Proteus mirabilis, Proteus spp., Providencia spp.
1 - Cac chiing vi khudn ma viéc & khang thubc c6 thé Ia van ad:
+ Vi khudn Gram am hiéu khi: Acinetobacter baumannii, Burkholderia cepacia, Citrobacter freundii,
g Enterobacter aerogenes, Enterobacter cloacae, Klebsiella pneumoniae, Klebsiella spp., Pseudomonas
aeruginosa, Serratia spp., Morganella morganii.
+ Vi khudn Gram dwong hiéu khi: Staphylococcus aureus ", Streptococcus pneumoniae .
A+ Vi khudn Gram duong ky khi: Clostridium perfringens, Peptococcus spp., Peptostreptococcus spp.
+ Vi khudn Gram am ky khi: Fusobacterium spp.
- Céc chling vi khudn da khéng thubc:
+ Vi khudn Gram duong hiéu khi: cac ching Enterococci bao gém: Enterococcus faecalis va Enterococcus
faecium; Listeria spp.
¥ + Vi khudn Gram duong ky khi: Clostridium difficile.
+ Vi khuAn Gram am ky khi: Bacteroides spp. (nhidu chling Bacteroides fragilis 44 khang thuéc).
+ Cac loai vi khudn khac: Chlamydia spp., Mycoplasma spp., Legionella spp.
Ghi cha: ™M 8. aureus nhay cam v&i methicillin dwgc xem 1a ¢6 tinh nhay cam thip véi ceftazidim. T4t ca
4 cac loai S. aureus khang methicillin d&u khang véi ceftazidim.
@: §.pneumoniae da chirng minh nhay cam trung binh hodc khang véi penicillin co thé di kién it nhit tinh
nhay cam bj giam v&i ceftazidim.
12.2 Bjc tinh dwge ddng hoc .
- Vi fidu 1g, nbng d6 huyét thanh dat dugc sau 1 — 1,5 gi&r tiém bép khoang 35 mg/L, sau 5 phat tiém tinh
mach khodng 85 mg/L va sau 20 — 30 phat tiém truydn tinh mach khong lién tuc 1a 70 mg/lL.
- Thoi gian ban thai clia ceftazidim trong huyét twong & nguéri bénh ¢6 chirc naing than binh thudmng xAp xi
2,2 gity, nhung kéo dai hon & ngudi bénh suy than hodc tré so sinh. Ceftazidim khéng chuyén héa, bai tiét
Hrqua loc cAu than. Khodng 80 - 90% lidu dung bai tiét qua nuérc tidu sau 24 gid. Bai tiét qua mat dudi 1%.

- Chi khoang 10% thubc gan v6i protein huyét twong. Ceftazidim thdm vao cac md & sau va ca dich mang
byng. Thubc dat ndéng dé didu trj trong dich ndo ty khi mang nao bj viém. Ceftazidim di qua nhau thai va
bai tiét vao sira me. Ceftazidim hép thu sau lidu tiém qua mang bung cho ngudi bénh didu tri bing thdm
tach mang byng.
- V6i tré em: Thori gian ban thai clia ceftazidim & tré so sinh va tré sinh non khoang 4,5 dén 7,5 gi¢r sau khi
dung lidu 25 — 30 mg/kg. Tuy nhién, thei gian ban thai twong ty nhw nguedi lon & tré 2 thang tudi.
13. Quy céch déng géi:
Hop 1 lo bdt pha tiém + 1 bng dung méi 10 ml.
Hop 10 Ig bdt pha tiém
14. Didu kign bao quan, han dung, tidu chuidn chét lwgng clia thubc
14.1 Dldu kign bao quan:
Noi khd, nhiét 4 khdng qua 30°C, tranh anh sang.
14.2 Han dang:
- Lo thubc tiém bdt: 36 thang ké tir ngay san xuét.
- Ong dung mdi: 48 thang kg tlr ngay san xuét
- Han diing sau khi pha ché:
+ Hoa tan thudc bing 4mi nuwéc cht pha tiém: 18 gidr & nhigt dd phang hodc 7 ngay khi d& td lanh.
+ Hoa tan thuéc twong &ng v&i 10mi va 100ml nuwéc cét pha tiém, dung dich natri clorid 0,9%, hodc
4 dextrose 5%: 24 gi¢ & nhiét d6 phong hodc 7 ngay khi dé ta lanh.
14.3 Tiéu chudn chit eong:
- Lo bét pha tiém: USP
- Ong dung mdi: DBVN
15. T8n, dja chi co s& san xubt
CONG TY CO PHAN DUQC - TTBYT BINH BINH (BIDIPHAR)
498 Nguyé&n Thai Hoc, P. Quang Trung, Tp. Quy Nhon, tinh Binh Bjnh, Viét Nam
DT: 0256.3846500 - 3846040 * Fax: 0256.3846846
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