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Boc ky hiwong dan su dung triede khi dimg,

Dé xa tam tay tre em.

Thong bao ngay cho bdc s hode dugc sy nhitng tdc dung khong mong mudn gdp
phai khi sir dung thuée.

Thude ban theo don

Thanh phan, ham lwgng ciia thube:

Mai lo chira:

Hoat chat: Ceftazidime pentahydrate 1164.8mg
(twong duong vai Ceftazidime 1000mg)

T4 duge: Sodium carbonate anhydrous 118mg

MG tai sin pham: ) )
Thubc bdt pha tiém, mau tring, khéng lin tap chat la

Dang bao ché: Bot pha tiém

Quy cach dong goi: Hop 10 lo

Thube diing cho bénh gi:

Chi diing cefiazidim trong nhimg nhiém khudn rit ning, da diéu tri bing khang sinh
thdng thudmg khong & dé han ché hién tugng khang thude.

Nhing trudng hop nhiém khuén niing do vi khuin Gram am nhu:

Nhiém khudn huyet

Viém mang nao.

Nhiém khuén duong tiét nidu ¢6 bién chimg.

Nhiém khuan dwéng hé hap dudi, nhiém khuén trong bénh nhay nhét.

Nhiém khuin xuong vi khop.

Nhiém khuén phu khoa.

Nhi&m khuan trong 6 bung,

Nhiém khuin da va mé mém bao gém nhidm khuin bong va vét thuong.

Nhimg truéng hop nhiém khuan ké trén da xdc dinh hodc nghi ngo do Pseudomonas
hodc Sraphy!ococcus nhu viém mang ndo do Pseudomenas, nhiém khuan & ngudi bi
giam bach cu trung tinh, can phai phbi hop ceftazidim véi khang sinh khéc.
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Nén diing thude nay nhu thé nao va liéu lwong:

Ceftazidim ding theo cach tiém bap sau, tiém inh mach chim trong 3 - 5 phit,
hodc tiém truyén tinh mach,

Ngudi lon:

Trung binh | g tiém b‘ﬁp sy hode tinh mach (tiy mire d§ nfing cla bénh) cach nhau
8- 12 gio mot lan. Liéu ding ting lén 2 g/8 git trong viém mang nio do vi khuin
Gram dm va céc bénh bi suy giam mién dich. Nhiém khuin diong tiét niéu 500
mg/12 gié.

Nguoi cao tudi trén 70 tudi:

Liéu 24 gior can gidm xudng con 1/2 liéu cla ngudi binh thudng, 16i da 3 g/ngay.
Tré nho va tré em:

-Tré em trén 2 thang tubi. liéu thuéng ding 30 - 100 mg/kg/ngay chia lam 2 - 3 lan,
(céch nhau § hodic 12 gity). Cé thé ting lidu t&i 150 me/kg/ngay (161 da téi 6 g/ngay)
chia 3 lan cho cac bénh rat nang.

-Tré so sinh vé tré nhé dudi 2 thang tudi, lidu thudng ding la 25- 60mg/kg/ngay
chia lam 2 1an, cach nhau 12 gio (& tré so sinh, nia doi cta cellazidim ¢d the gfip 3
-4 lan so véi ngudi lon).

-Trong trudng hop viém mang ndo & tré nhé trén & ngay twoi, liéu thuémg dang la
S0 mg/kg ctr 12 gid mét lén. i

Nguai bénh suy giam chice ndng thén (6 lién quan dén tuéi): Dua vao dg thanh
thai creatinin (khi dé thanh thdi creatinin dudi 50 ml/phit nén giam liéu do su thai
trir thude cham hon).

Vi nguci bénh nghi 1 ¢o suy than, ¢é thé cho liéu dau tién thuong lé | g sau d6
thay ddi lidu tiy thude vao db thanh thai creatinin.

Ligu goi y & trén cd thé tang 50%, néu 1am sang yéu cau nhu & benh r-hay nhat.
Ngudi bénh dang tham tach mau, cé thé cho thém | g vao cudi méi 1an thim tach.
Nguoi bénh dang loe mau dong tinh mach lién e, ding lidu 1 g/ngdy, ding 1lén
hodce chia nhiéu lan.

Nguoi bénh dang thim tach ming bung, diing liu bit dau | g, sau dé liéu 500 mg
cach nhau 24 gid,

*Chi ¥: Nén dunj_., ceftazidim il nhit 2 ngay sau khi hét cac triéu chimg nhiém
khudn, nhimg ean kéo dai hon khi nhiém khudn c¢é bién chimg.

*Pha dung dich tiém va :ruvén

Dung dich tiém bap: Pha thube trong nurée ciit tiém, hodc dung dich tiém lidocain
hydroclorid 0,5% hay 1%, vdi nong do khoang 250 m,,j‘mi

Dung dich tiém tinh mach: Pha thude trong nude cat tiém, dung dich natri clorid
0,9%, hodc dextrose 5%, v&i ndong do khoang 100 mg/ml.

Dung dich tiém truyén: Pha thude trong cac dung dich nhu trong tiém tinh mach
nhimg v6i nong dé 10 - 20 mg/ml (1 - 2 g thudce trong 100 mi dung dich).

Khi nao khong nén diing thube nay:

Man cam vai cephalosporin
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Tée dyng khéng mong mudn:

it nhét 5% ngudi bénh didu ui ¢6 tac dung khdng mong mudn. Thudng gap nhat la
phan (mg tai chd sau khi tiém tinh mach, dj img va phan img dudng tidu hoa.
Thudme gap, ADR > /100

Tai cho: Kich Urng tai ¢hd, viém tic tinh mach.

Da: Ngtra, ban dét san, ngoai ban.

It gap, 171000 < ADR < 1/100

Toan thin: Dau dau, chong mat, sét, phtt Quincke, phan tmg phan vé.

Méu: Tang bach cAu wa eosin, giam tiéu cau, gidgm bach cdu, giam bach cdu trung
tinh, ting Iympho bao, phan ng Coombs ducmg tinh.

Thén kinh: Loan cam, loan vi gide. O ngum bénh suy thin diéu tri khéng dang liéu
¢6 thé co giat, bénh ndo, run, kich thich than kinh - co.

Tiéu héa: Budn ndn, non, dau bung, ia chay.

Hiém gap, ADR < 1/1000

Mau: Mat bach céu hat, thiéu mau huyét tan,

Tiéu héa: Viém dai trang mang gia.

Da: Ban d6 da dang, hoi chimg Steven - Johnson. Hoai tir da nhiém déc.

Gan: Tang transaminase, tdng phosphatase kiém,

Tiét niéu sinh duc: Giam toc dé loc ticu cau thén, ting uré va creatinin huyet tuong.
Co nguy co bdi nhiém véi Enterococei va Candida

Nén trénh ding nhimg thude hoiic thye phiim gi khi dang sit dung thube nay:

Véi aminoglycosid hodc thude loi tiéu manh nhu furosemid, ceftazidim gay déc cho
than, can gidm sat chirc ning than khi diéu trj liéu cao kéo dai,

Cloramphenicol dbi khéng in vitro véi ceftazidim, nén tranh phéi hop khi cén tac
dung diét khuan

Cin lam gi khi mét lin quén khong ding thude:

Theo hudng din clia béc si. Thude chi st dung trong bénh vién.

Ciin biio quan thude nay nhw thé nao:

Bio quén & nhiét d6 dudi 30°C va tranh dnh sang.

Sau khi pha thuée nen str dung ngay. Dung dich sau khi pha bén vimg trong vong
18 gitr & nhiét dd 25°C va 7 ngay & nhiét d6 2-8"C

Nhitng ddu hiéu va tridu chirng khi ding thube qua lidu:

Pi gﬁp & mot s6 nguoi bénh suy thdn, Phan (ng bao gom co gidt, bénh ly ndo, run
ray, dé bi kich thich than kinh co. Can phai theo ddi cén thén trudmg hop ngudi
bénh bi qua liéu cap va co diéu tri hé trg. Khi suy than, ¢o thé cho tham tach mau
hoic mang bung dé loai trir thude nhanh

Cén phai lam gi khi diing thude qua li¢u khuyén cios
Thube chi sir dung trong bénh vién, phai tuan theo hwong dian bac si.
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Nhiing diéu can thin trong khi ding thude nay:

Trude khi bat diu didu tri bang ceftazidim, phai diéu tra k§ vé tién str di tmg cua
ngudi bénh vai cephalosporin, penicilin hogc thube khac.

C6 phan Ung chéo giita penicilin voi cephalosporin.

Tuy thudc khéng dgc véi than nhung phai than trong khi dung dong thai voi cac
thude doéc voi than.

M6t so chiing Enterobacter lic dau nhay cam vai ceftazidim co thé khéng thudce
dan trong qua trinh diéu tri voi ceftazidim va cac cephalosporin khac.

Ceftazidim cé thé lam giam thoi gian prothrombin. Can theo ddi that gian
prothrombin & ngudi suy than, gan, suy dinh dudng va néu cén phai cho vitamin K.
Nén giam liéu hang ngay khi ding cho ngudi bénh suy thin.

Thén trong khi ké don ceftazidim cho nhiing ngudi co tién sir bénh duong tiéu hoa,
ddc biét bénh ly

Khi ndo cAn tham véan bac s¥, duge sy:

Néu cén thém théng tin xin hoi y kién bac sy hodc duoce sy.

Han dung ciia thude:

24 thang ké tir ngdy san xuat,

Nha sén xuit:

Remedina S.A
Dia chi: 23 Gounari &Areos Str., 13451 Kamatero, Hy lap.

Ngiy xem xét siva doi, cip nhit lai ngi dung hwéng din sivr dung thude:
25/06/2016
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Thanh phén, ham lugng ciia thude:
Moi lo chira:

Hoat chét: Ceftazidime pentahydrate 1164.8mg
(trong duong véi Ceftazidime 1000mg)

Ta duge: Sodium carbonate anhydrous 118mg

MO ta sin pham: ) )
Thudc bot pha tiém, mau tring, khong lan tap chat la

Dang bao ché: B4t pha tiém
Quy cach dong goi: Hop 10 lo

Cic djc tinh duge ly:

Duge lue hoe

Ceftazidim co tac dung diét khuén do \rc ché cac enzym tdng hop vach té bao vi \:
khuan. Thudc bén vimg voi hau hét cac beta - lactamase cta vi khuan trir enzym
clia Bacteroides. Thudc nhay cam voi nhiéu vi khuan Gram ém da khang
aminoglycosid va cdc vi khuan Gram duong da khang ampicilin va cac
cephalosporin khac.

Pho khang khuan: _

Téc dung tot: Vi khuén Gram 4m ua khi bao gom Pseudomonas (P. aeruginosa), E.
coli, Proteus (ca dong indol duong tinh va am tinh), Klebsiella, Enterobacter,
Acinetobacter, Citrobacter, Serratia, Salmonella, Shigella, Hemophilus influenzae,
Neisseria gonorrhoea va Neisseria meningitidis. Mot s6 chiing Preumococcus,
Moraxella catarrhalis, va Streptococcus tan mau beta, (nhom A, B, Cva G
lancefield) va Streptococcus viridans. Nhiéu ching Gram duong ky khi ciing nhay
cam, Staphylococcus aureus nhay cam vira phai voi ceflazidim.

Khang thudc:

Khang thude c6 thé xuat hién trong qua trinh diéu tri do mat tac dung (rc ché cic
beta - lactamase qua trung gian nhiém sic thé (dac biét ddi véi Pseudomonas spp.,
Enterobacter va Klebsielia).

Ceftazidim khong ¢o tac dung véi Staphylococcus aureus khang methicilin,
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Enterococcus, Listeria monocytogenes, Bacteriodes fragilis, Campylobacter spp.,
Clostridium difficile.

Duge djng hoe

Ceftazidim khéng hap thu qua duong tiéu hoa, do vy thuong ding dang tiém tinh
mach hodc tiém bép.

Nira déi cua ceﬂazidim trong huyét tweng & nguéi bénh ¢ chic ndng than binh
thuong xap xi 2,2 gi@, nhung kéo dai hon & ngudi bénh suy thin hoge tré so sinh.
Ceftazidim khong chuyén héa, bai tiét qua loc cau than, Khoang 80 - 90% liéu ding
bai tiet qua nude tiéu sau 24 gid. Sau khi tiém tinh mach | lidu déc nhét 500 mg hay
1 g, khoang 50% liéu xuat hién trong nudc tiéu sau 2 gio dan, 2 -4 2io sau khi tiém
bai tiét thém 20% liéu vao nudéce tidu va sau 4 - 8 gids sau lai thém 12% lidu bai tiét
vao nurde tigu, Hé sb thanh thai ceftazidim trung binh cia thin 14 100 ml/phiit. Bai
tiét qua mat dudi 1%. Chi khoang 10% thudc gan véi protein huyét tuong,
Ceftazidim thim véo cdc mé & sdu va ca dich mang bung; Thube dat néng dé diéu
iri trong djch néo tiy khi méng ndo bj viém. Ceftazidim di qua nhau thai va bai tiét
vao sita me.

Ceftazidim hdp thu sau lidu tiém qua mang bung cho nguréi bénh diéu tri bing thim
tach mang byung.

Chi dinh

Chi dung ceftazidim trong nhiing nhiém khuan rit nang, da diéu trj bang khang sinh
thong thudang khong d dé han ché hién tuong khing thude,

Nhimg truong hop nhidm khudn nang do vi khuan Gram &m nhu:

Nhiém khuan huyét,

Viém mang ndo.

Nhiém khuin dudng tiét nidu cé bién chimg.

Nhiém khudn dwong hé hip dudi, nhim khudn trong bénh nhay nhét.

Nhiém khuan xwong va khép.

Nhiém khuén phu khoa,

Nhiém khuan trong 6 bung.

Nhiém khuin da va mé mém bao gom nhiém khuin bong va vét thuong.

Nhimng truémg hop nhiém khuan ké trén di xc dinh hodc nghi ngd do Pseudomonas
huac Smphyiacoccw nhu wem mang nio do Pseudomonas, nhiém khuén & nguoi bi
giam bach céu trung tinh, ¢dn phai phoi hop ceftazidim vai khang sinh khac.

Liéu lwong vi cdch ding

Ceftazidim diing theo cdch tiém bip sdu, tiém tinh mach chim trong 3 - 5 phtt,
hoac fiém truyén tinh mach.

Newoi lon:

Trung binh | g tiém bép sau hodc tinh mach (thy mic dé ning cia bénh) cach nhau
§ - 12 gir m4t lan. Liéu dung tang 1én 2 g/8 gidr trong viém mang nao do vi khudn
Gram dm va cac bénh bj suy giam mién dich. Nhiém khuan duéng tiét nigu 500
mg/12 gion.
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Nguoi cao tuéi trén 70 tudi:

Lidu 24 gi6 can giam xudng cdn 1/2 liéu chia ngurdi binh thudng, 161 da 3 g/ngay.
Tre nho va tré em:

-Tré em trén 2 thang wéi, lidu thudmg diing 30 - 100 mg/kg/ngay chia lam 2 - 3 Jan,
(cach nhau 8 hodic 12 gid). C6 thé tang licu t&i 150 mg/kg/ngay (161 da 161 6 g/ngay)
chia 3 1an cho cac bénh rat nang. )

-Tré so sinh va ré nho dudi 2 thang tdi, liéu thudng ding 14 25- 60mg/ka/ngay
chia lam 2 lan, cach nhau 12 gi& (¢ tré so sinh, nira doi coa ceftazidim 6 thé gap 3
- 4 lan so véi ngudi lon). l =

-Trong trudmg hop viém mang ndo ¢ tré nho trén 8 ngay tudi, lieu thudng ding la
50 mg/kg o 12 2id mot lan.

Newoi bénh suy giam chire nang than (e6 lién quan dén tuiéi): Dua vao d¢ thanh
thai creatinin (khi do thanh thai creatimin dudi 50 ml/phit, nén giam lieu do sw thai
trir thude cham hon). ‘ =

Véi nguoi bénh nghi la o6 suy than, ¢6 the cho ligu dau tién thudng la 1 g sau do
thay doi lidu thy thude véo dé thanh thai creatinin.

Liéu 2ol ¥ ¢ trén ¢ thé tang 50%, néu lam sang yéu ciu nhur 6 o benh nhay nhat.
Ngudi bénh dang tham tach mau, ¢6 thé cho thém 1 g vao cum mai lan tham tach.
Ngudi bénh dang loc mau déng tinh mach lién tuc, ding liéu | g/ngdy, ding |lan
hoc chia nhiéu lan. . _

Ngudi bénh dang tham tach mang bung, ding liéu bat dau | g, sau dé ligu 500 mg
cach nhau 24 gid, ) )

*Chi v: Nén diing ceftazidim it nhat 2 ngay sau khi het cdc tri¢u chimg nhiém
khuan, nhag can kéo dai hon khi nhiém khuan c6 bién chimg.

*Pha dung dich tiém va truvén:

Dung dich tiem bép: Pha thude trong nude cit tiém, hode dung dich tiém lidocain
hydroclorid 0,5% hay 1%, véi nong d¢ khoang 250 mg/ml.

Dung dich tiém tinh mach: Fha‘ thude trong nude cdt tiém, dung dich natri clorid
0,9%, hodc dextrose 5%, vdi ndng do khoang 100 mg/ml.

Dung dich tiém uyén: Pha thude trong cée dung dich nhu trong tiém tinh mach
nhiung véi nong 46 10 - 20 mg/m! (1 - 2 g thude trong 100 ml dung dich).

Chéng chi dinh

Man cam véi cephalosporin.

Cic truomg hop thin trong khi ding thude ) o

Trude khi bat dau diéu tri bang ceftazidim, phai diéu tra k¥ v& tién sir dj img cua
ngudi bénh vii caphaloaporin penicilin hode thuoc khde.

Cb phian \ing chéo giira penicilin v&i cephalosporin.

Tuy thude khong doc véi than nhung phai thin trong khi ding déng thdi véi cdc
thuoc déc vai than,

Mét sb chiing Enterobacter lic déu nhay cam véi ceftazidim ¢é thé khang thude
diin trong qué trinh didu trj véi ceftazidim va céc cephalosporin khac.
Ceftazidim co thé lam giam thai gian prothrombin. Can theo ddi thai gian
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prothrombin & ngudi suy thin, gan, suy dink dudng va néu cin phai cho vitamin K.
Nén gidm liu hing ngay khi diing cho nguoi bénh suy than.

Than trong khi ké don ceftazidim cho nhimg ngudi ¢é tidn st bénh dudng tidu hoa,
dac biét bénh ly.

Théi ky mang thai: Cephalosporin dirge coi 13 an toan trong thai k¥. (Tuy nhién van
chura ¢6 nhimg nghién ciru thoa déng va duge kiém tra chat ché trén ngudi mang
thai, nén chi ding thudc cho ngudi mang thai khi that can thiér).

Théi ky cho con bit: Thude bai tiét qua sira, anh huong cho tre con bii nén phai cén
nhic khi dang thude cho ngudi dang cho con b,

Anh huéng trén kha ning lai xe va vin hanh may mée: Thude giy dau dau,
chéng mit (tan suat it gip), do dé can than trong khi lai xe va van hanh may méc.
Tuong tic eiia thude vii thude khie va edc loai trong tae khic

Véi aminoglycosid hoac thude lgi tiéu manh nhu furosemid, ceftazidim gy dge cho
thén, cAn gidm sat chire nang than khi diéu uj liéu cao kéo dai.

Cloramphenicol déi khing in vitro voi ceftazidim, nén trdnh phéi hop khi can téc
dung diét khuan

Tac dyng khing mong mucn (ADR)

[t nhat 5% nguroi bénh diéu trj ¢o tac dung khéng mong muén. Thuémg gap nhit 1a
phan (ing tai chd sau khi tiém tinh mach, d: ing va phan g duong tiéu hoa.
Thutmg gap, ADR = 1/100

Tai chd: Kich (g tai chd, viém tac tinh mach.

Da: Ngttra, ban ddt sdn, ngoai ban.

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

Toan than: Pau dau chong mat, sot, ph Qumt.kc phén img phan vE.

Mau: Tang bach cau ua eosin, giam tidu ciu, giam bach cdu, giam bach ciu trung
tinh, tang lympho béo, phan ung Coombs duong tinh.

"Than kinh: Loan cam, loan vi giac. 0 nguioi bénh suy than diéu tri khéng ding liéu
c6 thé co giat, bénh ndo, run, kich thich thin kinh - co,

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

Hiém gap, ADR < 1/1000

Mau: Mét bach céu hat, thidu mau huyét tan.

Tiéu hoa: Viém dai trang mang gia.

Da: Ban do da dang, héi ching Steven - Johnson. [Hoai tir da nhiém déc.

Gan: Tang transaminase, tang phosphataq; kiem.

Tiét niéu sinh duc: Giam tde do loc tiéu cAu thén, ting uré va creatinin huyét tuong.
C6 nguy co boi nhiém véi Enterococci va Candida.

Qui licu va xir tri
D2 gdp & mgt s6 ngudi bénh suy than, Phan (g bao gom co giat, bénh 1y ndo, run
ray, dé bj kich thich than kinh co. Can phai theo d&i can than truong hop ngudi
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bénh bi qua lidu cip va c6 diu tri hd trg. Khi suy than, ¢ thé cho tham tach mau
hodc mang bung dé loai trir thuée nhanh.

Diéu kién bio quén:

Bao quan ¢ nhiét dd dudi 30°C va tranh 4nh sang.

Sau khi pha thude nén six dung ngay. Dung dich sau khi pha bén ving trong vong
18 gio & nhiét d6 25°C va 7 ngay & nhiét do 2-8°C

Han dang cua thude:

24 thang ké tir ngay san xuét,

Nha sin xuit:

Remedina S.A
Pia chi: 23 Gounari &Areos Str., 13451 Kamatero, Hy lap.

Ngay xem xét sira doi, cip nhit lai ndi dung huwéng din siv dung thude:
25/06/2016

TUQ.CUC TRUONG
PTRUSNG PHONG

Pham ki Vin Hank



