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Storage]

tore in room temperature below 30°C, dry
place, protected from light.
Store the reconstituted solution at 2- 8°C

For more information see the insert paper.
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7K THUGC BN THEO DO 3 Generation Cephalosporin
DNNK : 10Lo / Hop

NWFAZIDIM .

(Ceftazidime 1g) Tiém bap hogc Tiém finh mach

65 1 Meha-n Pataramun H

%’MYUNG IN PHARM. CO

[Thanh phan] Méi lo chua,
Ceftazidime pentahydrate tuong duohg U3\
Ceftazidime 1g

[M6 ta] ;

Lo chita bdt mau trang dén trang nga.

[Chi dinh, Li€u lugng va Cach dung,
| Chéng chi dinh, Than irong, Tac dung phy]
Xin doc t6 hudng dan su dung.
J [Tiéu chudn chatiugng] USP 34
[Béo quan)
Bao quan ngi khd rdo, thoang mat, nhiét do
dudi 30°C, tranh anh sang. Dung dich sau
khi pha bao quan & ngan mat nhiét dé 2~8°C.
Céc théng tin khac xem trong td hudng dan
st dung kém theo

DE XATAM TAY TRE EM |
KEEP OUT OF REACH OF CHILDREN

POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
READ IHSERT PAPER CAREFULLY BEFORE USE
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2. Intermediate label :

B(mudc BAN THEO BON 3rd Generation Cephalosporin

NWYFAZIDIM ;.

(Ceftazidime 1g)
Tiém bép hodc Tiém finh mach

udl tai Han Quac boi

.ﬁm&e IN PHARM.CO. LTD Korea

[Thanh phan] Md&i Ig chua,

Ceftazidime pentahydrate tudng duong

Ceftazidime 1g

[Mé ta] =

Lo chia bét mau trang dén trang nga.

[Chi dinh, Liéu lugng va Cach ding, Chdng chi djnh,
Thén trong, Téc dung phy}

Xin doc td hudng dén sd dyng.

[Tiéu chudn chat lugng] USP 34

[Béo quan]

Bao quan nai khé rao, thoang mat, nhiét 46 dudi 30°C,
tranh dnh sang. Dung dch sau khi pha bao quan &
ngdn mat nhiét dé 2~8 °C.

Cac théng tin khac xem trong t& hudng dan st dung
kem theo.

Visa No.(SPK)
Lot No.(S8 16 SX) :
Mfg. Date(NSX) .
Exp. Date(HD) .
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T hudng dan st dung

R, THUOC KE PON

NEWFAZIDIM In;.

Ceftazidim pentahydrat
Thudc nay chi diing theo don cia bdc sy
Poc kj hwéng dan si dung trieée khi ditng
Néu cin thém théong tin xin héi y kién bdc sy, dwoc sp.

[Thanh phan] M3i lo chia:

Hoat chdt: Ceftazidim pentahydrat tuong duong Ceftazidim Ig

Ta diroc: Natri carbonat

[Dang bao ché)] Bot pha tiém.

[Quy cach dong goi] 10 lo/hdp

[Pac tinh duoc lwe hoc|

Ceflazidim c6 tac dung diét khudn do tc ché cac enzym tong hop vach té bao vi khuan, Thude
bén vitng v6i hiu hét céc beta - lactamase ctia vi khudn trir enzym clia Bacteroides. Thube nhay
cam voi nhidu vi khudn Gram dm @ khang aminoglycosid va cac vi khudn Gram duong da
khang ampicilin va cac cephalosporin khéc.

Phé khang khuan:

Téc dung tdt: Vi khuin Gram am ua khi bao gdm Pseudomainas aeruginosa, E. coli, Proteus
(ca dong indol duong tinh va am tinh), Klebsiella, Enterobacter, Acinetobacter, Citrobacter,
serratia, Salmonella, Shigella, Hemophilus influenzae, Neissaria gonorrhoea va Neisseria
meningitidis. MOt s6 ching Preumococcus, Moraxella catarrhalis, va Streptococcus tan mau
beta (nhém A, B, C va G lancefield) va Streptococcus viridans. Nhiéu chiing Gram duong ky
khi cting nhay cam, Staphyllococcus aureus nhay cam vua phai véi ceftazidim.

[Dwge dong hoc|

Ceftazidim khong hdp thu qua dudng tiéu héa, do vay duoc sir dung qua dudng tiém tinh
mach hoic tiém bip.

Sau khi tiém bép liéu duy nhat 500 mg hay 1 g ndng d6 dinh trong mau dat duoc sau 1 gio
lan luot 1a 17 va 39 meg/ml. 6 gio sau khi tiém liéu 500 mg, ndng d6 dinh trong huyét tuong
con 4 meg/mi va 8 gid sau khi tiém 1 g ndng do dinh trong huyét tvong con 4 meg/ml. Thoi
gian ban thai cua Ceftazidim trong huyét trong & nguoi cé chiic ning than binh thuong xap
xi 1,9 dén 2,2 gio nhung kéo dai hon & ngudi suy than hodc tré so sinh. Ceftazidim khong
chuyén hoa, bai tiét qua loc cdu than. Chi khoang 10% Ceftazidim gin véi huyét tuong.
Khoang 80-90% lidu ding bai tiét qua nudc tiéu sau 24 gid. Sau khi tiém tinh mach mét lidu
duy nhét 500 mg hoic 1 gam, khoang 50% liéu xuét hién trong nudc tiéu sau hai gio dau, 2 -
4 gity sau khi tiém bai tiét thém 20% liéu vao nudc tidu va sau 4 - 8 gid sau lai thém 12% liéu
vao nudc tiéu. Hé sb thanh thai cia Ceftazidim trung binh ciia than 1a 100 ml/ phut. Bai tiét
qua mat dudi 1%. Chi khoang 10% thudc gén voi protein huyét tuong. Ceftazidim thdm vao
cac md & sdu va ca dich mang bung. Thubc dat ndng do diéu tri trong dich ndo tiy khi mang
ndo bi viém. Ceftazidim di qua nhau thai va bai tiét vao sita me.

Ceftazidim hép thu sau liéu tiém qua mang bung cho ngudi bénh diéu tri bing phuong phap
th'c’fim/kt' ang bung.
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[Chi dinh]
Chi diing ceftazidim trong nhiing nhiém khuén rit nang, di diéu tri bing khang sinh thong
thuong khong d& dé han ché hién tugng khang thudc.
Nhiing trudng hop nhidm khuén nang do vi khuin Gram am nhu:
— Nhim khuan huyét.
— Viém mang néo.
—  Nhiém khuin duong tiét niéu cé bién ching.
—  Nhiém khuén dudng hé hdp duéi, nhiém khuan trong bénh nhay nhét.
— Nhiém khuén xuong va khop.
— Nhiém khuén phu khoa.
— Nhiém khuén trong 6 bung.
— Nhim khuén da va md mém bao gdm nhiém khuan bong va vét thuong.
Nhiing trudng hop nhidm khuan ké trén da xac dinh hoac nghi ngd do Pseudomonas hodc
Staphylococcus nhu viém mang ndo do Pseudomonas, nhiém khuan & ngudi bi giam bach
cdu trung tinh, can phai phdi hop ceftazidim véi khang sinh khac.
[Liéu lwgng, dwong ding va cach ding]
NEWFAZIDIM duoc ding theo dudng tiém, liéu ding phu thudc vao tinh trang nguy cip,
tinh nhay cam, vi tri, loai nhiém khuén, tudi tac, thé trong va chiic nang than ciia bénh nhan.
- LIEULUQNG .
1.Ngwoi lon:
Liéu 1- 6 g/ngay chia lam 2 - 3 I4n bing duong tiém bap hoic tiém tinh mach.
Viém dudng tiét niéu hodc truong hop nhiém khudn khong ning: 500mg - 1g mdi 12 gio.
Pa s cac nhidm tring: 1g mdi 8 gid hodc 2g m&i 12 gio. Céc nhiém trung rat ning, dic biét
& cac bénh nhan suy giam mién dich bao gdm ca bénh nhan giam bach cdu trung tinh: 2g
mdi 8 gid. Bénh nhdn u xo nang hoa kém theo nhiém tring phdi do Pseudomonas (chirc

nang than binh thuong): 100 — 150 mg/ kg/ ngay chia 3 lan. iy
A.Liéu téi da Y/

Nguoi 16n ¢é chirc nang than binh thuong: 9 g/ngdy da duogc su di:(n/g ma khong gy anh
hudng xau.

B.Du phong

Str dung nhu mét tac nhan du phong trong phiu thuét tuyén tién liét: Tiém 1g vao lic gay
mé. Liéu thir hai cin duoc can nhéc vao lic bo 6ng thdng dudng tiéu.

C.St dung cho ngudi 16n tudi:

Khi quan sat thdy su giam do thanh thai ceftazidim & nhiing bénh nhan I6n tudi bi bénh
ning, liéu ding hang ngay khong vuot qué 3g, dac biét & nhiing bénh nhan trén 80 tudi.
2.Tré so sinh va tré em

Tré so sinh (nhé hon 2 thang tuoi): 25 - 60 mg/kg/ngay chia lam 2 1an . O tré so sinh, thoi
gian ban thai huyét thanh cua ceftazidim cé thé gap 3 - 4 1an so véi ngudi l6n.

Tré em trén 2 thdang tudi: 30 — 100mg/kg/ngay chia lam 2- 3 ldn c6 thé dugc dung cho tré
em suy giam mién dich do nhiém ddc, tré em bi bénh u xo nang hoa, tré viém mang nio.
3.Liéu cho bénh nhin suy thin:

NEWFAZIDIM dao thai dang khong chuyén hoa qua than do su loc cia ciu than. Do do,
nén gi&mtﬁéu & nhiing bénh nhén suy than. V&i ngudi bénh suy than, ¢6 thé cho liéu dau tién

iuh s A ~ . A a
&l}%l céan dya trén muc loc cau than.
r»' = ||
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Liéu duy tri dugc khuyén cdo nhu sau:

bo thanh’thal | Creatn'lm huyét fu'o*ng Lidu duy tri
(m)/ phut) (micromol/ lit)

50 - 31 150 - 200 J gew 12 gio 1 lan

30 - 16 200 - 350 | gctr24 giv 1 lan

15-6 350 - 500 0,5 g cur 24 gio 1 lan

<5 | >500 0,5 g clr 48 giv 1 lan

Bénh nhdn tham tdch mdu: Thoi gian ban thai huyét thanh khoang 3 — 5 gid. Sau mdi giai

doan thdm tach mau, liéu duy tri cia NewFazidim (trong bang trén) can duoc dung lap lai.

Thém téch mang bung: NEWFAZIDIM c6 thé duogc sir dung trong thdm tach mang bung va

thdm tach mang bung lién tuc. Hon nita khi dung tiém tinh mach, NEWFAZIDIM c¢ thé

dugc cho vao dung dich thdm tach (thudng ding 150 — 250 mg cho 2 lit dung dich thdm

tach). Nhitng bénh nhén suy than hodc dang loc mau ddng tinh mach lién tuc hodc loc mau

tbc d9 cao: dung liéu 1 g/ ngdy, dung I Ian hogc chia nhiéu lan.

4.Nhiém tring ndng:

Trong truong hop bénh nhan nhiém trung nang liéu can tang thém 50% hodc tang tan suat s
. dung thubc. O cac bénh nhén nay can theo doi néng d6 NEWFAZIDIM trong huyét tuong va

muc thap nhéat khong duge dudi 40 mg/l.

5.Bénh nhan suy chiec ndng gan:

Khong céan hiéu chinh lidu & nhitng bénh nhan suy chirc ndng gan.

Chii y: Nén dimg Ceftazidim it nhdt 2 ngdy sau khi hét cdc triéu chitng nhiém khudn, nhieng

can kéo dai hon khi nhiém khudn cé bién chimg.

NEWFAZIDIM c¢6 thé dang tiém tinh mach hodc tiém bép sau.

Cdch pha dung dich tiém va truyén:

Dung dich tiém bdp: Pha thudc trong nudc cét pha tiém hoic dung dich tiém lidocain
hydrochlorid 0.5% hay 1%, v6i ndng d6 khoang 250 mg/ ml.

Dung dich tiém finh mach: Pha thudc trong nuéc cét pha tiém, dung dich natri clorid 0,9%
hodc dextrose 5%, v&i ndng d6 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 — 2 g thudc trong 100 mi dung dich).

Chu v: Khi hoa tan thube, carbon dioxid duoc giai phéng va lam tang ap suét. Co thé khong
cén chi y dén cac bot khi nho trong dung dich hoan nguyén. Dung dich c¢6 thé c6 mau vang
nhat dén mau hd phach tuy theo ndng do, chit pha loang va diéu kién bao quan; trong thoi
gian khuyén cao theo quy dinh, hiéu luc cia thudc khong bi anh hudng boi mau sic. Cac
dung dich NEWFAZIDIM c6 thé duoc tiém truc tiép vao céac ven hodc thong qua bd day
tiém tinh mach néu bénh nhan dang truyén dich.

[Chéng chi dinh)

Chéng chi dinh NEWFAZIDIM trong céc trudng hgp mén cam véi ceftazidim hoac co tién
sir di yreig Wb nhom khang sinh penicillin va cephalosporin.

DUONG DUNG VA CACH DUNG W

\ 4
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[Thén trong]

Trude khi bt ddu diéu trj bing ceftazidim, phai diéu tra ky vé tién st di ing cla ngudi
bénh véi cephalosporin, penicilin hodc thudc khéc.

Co phan tng chéo giita penicilin voi cephalosporin.

Tuy thubc khéng ddc véi than nhung phai than trong khi dung déng thoi véi cac thude doc
voi than.

Mot sb chung Enterobacter lic diu nhay cam véi ceftazidim c6 thé khang thude dan trong
qué trinh diéu tri véi ceftazidim va cac cephalosporin khéc.

Ceftazidim c6 thé lam giam thoi gian prothrombin. Cén theo di thoi 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 than.

Than trong khi ké don ceftazidim cho nhiing ngudi ¢ tién sir bénh dudng tiéu hoa, dic biét
bénh ly.

[Tac dung khéng mong mudn)

it nhdt 5% ngudi bénh diéu tri c6 tac dung khong mong mubn. Thudng gap nhét 1a phan ing
tai chd sau khi tiém tinh mach, di ng va phan mg dudng tiéu hda.

Thirong gdap, ADR > 1/100

Tai chd: Kich tmg tai chd, viém tac tinh mach.

]?a: Ngua, ban dat sén, ngoai ban.

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

Toan than: Pau dau, chéng mat, sét, phit Quincke, phan tng phan vé.

Mau: Ting bach ciu ua eosin, giam tidu cdu, giam bach cau, giam bach cdu trung tinh, ting
lympho bao, phan ing Coombs duong tinh.

Thén kinh: Loan cam, loan vi giac. O ngudi bénh suy than diéu tri khong ding liéu c6 thé co
gidt, bénh ndo, run, kich thich than kinh - co.

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

Hiém gap, ADR < 1/1000 y
Mau: MAt bach cau hat, thiéu mau huyét tan.

Tiéu hda: Viém dai trang mang gia.

Da: Ban do da dang, hdi ching Steven - Johnson. Hoai tir da nhi&m doc.

Gan: Tang transaminase, tang phosphatase kiém.

Tiét niéu sinh duc: Giam téc do loc tiéu cdu than, tang uré va creatinin huyét tuong.

C6 nguy co bdi nhiém véi Enterococci va Candida.

Thong bdo ngay cho bdc sy hodc dwoc sy khi gdp phai cdc tic dung khéng mong muén
cia thubc.

[Twong tac thubce)

V6i aminoglycosid hodc thude loi tiéu manh nhu furosemid: ceftazidim gay doc cho than,
cdn giam sat chirc nang than khi diéu tri liu cao kéo dai.

Cloramphenicol dbi khang in vitro véi ceftazidim, nén tranh phdi hop khi can tac dung diét
khuan.

V&i dung dich natri bicarbonat: Lam giam tac dung thuéc. Khong pha ceftazidim vao dung
dich cé pH trén 7,5 (khong dugc pha thude vao dung dich natri bicarbonat).

Phdi hop véi vancomycin phai diing riéng vi gy két tua.

Khéng pha 13n ceftazidim véi cac aminoglycosid (gentamicin, streptomycin), hoic metronidazol.
Phai trang ria can than cac dng thong va bom tiém bing nudc mubi (natri clorid 0,9%) giira

céc lan'dimghai loai thube ndy, dé tranh gay két tua,
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[Sir dung thudc cho phu ni cé thai va cho con bi)
Phu nit c6 thai
Cephalosporin dugc coi la an toan trong thai ky. (Tuy nhién van chua c6 nhiing nghién cau
thoa dang va duoc kiém tra chit ché trén ngudi mang thai, nén chi ding thudc cho ngudi
mang thai khi that cin thiét).
Phu nir cho con bua
Thudc bai tiét qua sita, anh hudng cho tré con bi nén phai can nhic khi ding thude cho
ngudi dang cho con bu.
[Anh hwong dén kha nang ldi xe va van hanh may méc]
Thuée c6 tac dung phu it gip Ia dau ddu, chéng mat. Do do nén than trong khi lai xe va véan
hanh may méc trong thoi gian ding thude.
[Qua liéu va xir tri:
D gidp & mot s6 ngudi bénh suy than. Phan ung bao gdm co giat, bénh 1y ndo, run riy, dé bi
kich thich thin kinh co. Can phai theo d3i cén than trudng hop ngudi bénh bi qua liéu cap va
¢6 didu tri hd tro. Khi suy than, c6 thé cho thAm tich mau hoic mang bung dé loai trir thudc
nhanh.
[Bao quan] Bao quan & noi kho réo, thoang mat, nhiét dd dudi 30°C, tranh &nh sang. Dung
dich sau khi pha bao quan & ngén mat & nhiét d¢ 2- 8°C.
[Han dung]: 24 thang ké tir ngay san xuit. Dung dich sau khi pha chi nén ding trong vong
24 gid. T '

PE THUOC TRANH XA TAM TAY TRE EM. %

Nha san xuit

MYUNG IN PHARM. CO., LTD.
n Hwasung-si, Gyeonggi-do, KOREA

PHO cuC mwr\'e
17/;&(%’;2 Vin Chank

f.'
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