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KGN n Rx Thude ban theo don

TOFDIM nj.

(Ceftazidime 1g)

Tiém bap / Tinh mach

D UUNGIIN PHARM.CO.LTD.

@ 185-1 Noha-ri Pallan-myun Hwasung.si Gyeonagi-Do Kerea

{Thanh phén] Mé&i lo chua

Ceftazidime ------mrereeminenrenceens 1g
[Mé T3]

Lo chda bdt mau trang dén tréng nga

[Chi dinh, Liéu lugng va Cach dling,
Chéng chi dinh, Thén trong]

Xin doc t6 hudng dan su dung

[Tiéu chudn chét luong] USP 32

[Bao Quan]

Bao quan noi khé rao. thoang mat. nhiét dé
dudi 30°C, tranh anh séang.

Cac thding tin khac xem t4 hudng dan kém theo

DE XA TAM TAY TRE EM [
KEEP OUT OF REACH OF CHILDREN

BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
READ INSERT PAPER CAREFULLY BEFORE USE
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1g X 10Vials

TOFDIM Inj.

(Ceftazidime 1g)

<

Manufactured by

MYUNG-IN PHARM.COLLTD.

186-1 Noha-ri, Paltan-myun Hwasung-si Gyeonggi-Do Korea

.M. or LV.

[Composition] Each vial contains,
Ceftazidime ---——---—------meeme o 19
[Description]

White to off-white powder in vials.
[Indications, Dosage & Administration,
Precautions, Contraindications]
Please see the insert paper.

[Quality specification) USP 32
[Storage]

Store in cool and dry place, below 30°C,
protect from light

For more information see the insert paper

Visa Mo {SBK)

LotMNo (Sé1é SX):

Mfg. Date(NSX) - dd/mmiyyyy
Exp Date(HD) : ddimm/yyyy
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2. Intermediate label :

Rx Thudc ban theo don 3rd Generation Cephalosporin

TOFDIM ;.

(Ceftazidime 1g) Tiémbap/ Tinh mach

.:MYUNG IN PHARM.CO.,LTD. Korea

[Thanh phan] M&i lg chila,

Ceftazidime —-—-—-—-——r-m—-1g
[Mé Ta)

Lo chita bol mau trng dén trdng nga

[Chi dynh, Lidu luong va Cach ding,
Ching chi djnh, Than trong)

Xin doc ta hudng dan su dung.

[Tidu chuan chat lugng] USF 32

[Bae Quan)

Béo quan nai khd rao, thodng mat, nhiét dd dudi
30°C, tranh anh sang

Cacthiing tin khac xemta hudng dan kem theo

Viisa No. (SBK)

Lot No.(SG 16 SX) .

Mfg. Date(NSX) : ddimm/yyyy
Exp. Date(HD}  : dd/mm/yyyy
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Lﬂ(q R.. Thubc bdn theo don

TOFDIM Inj.

Doc kj hudng dan st dung truée khi diing
Néu can thém thong tin, xin héi y kién bdc sy.

[Tén thuéc] TOFDIM Inj.
[Thanh phan] Mai lo chira:

Hoat chat: Ceftazidim ...........oooeeivuvvenninineaenn, lg

Td dieoe natri carbonat khan

[Dang bao ché] Bot pha tiém.

[Quy each déng gbi] hop chia 10 lo bt pha tiém. ?2/
[Péc tinh dwge hee hoc]

Ceftazidim ¢6 tac dung diét khuan do trc ché cac enzym tdng hop vach té bao vi khuan. Thube
bén vitng v&i hau hét cac beta - lactamase cta vi khuén trir enzym cia Bacteroides. Thube
nhay cam voi nhiéu vi khudn gram 4m dd khang aminoglycosid va cac vi khuin gram duong
da khang ampicilin va cac cephalosporin khéc.

Phé khang khudn:

Téac dung tét: Vi khuén gram am ua khi bao gf")rn Pseudomonas (P. aeruginosa), E. coli,
Proteus (ca dong indol duong tinh va dm tinh), Klebsiella, Enterobacter, Acinetobacter,
Citrobacter, Serratia, Salmonella, Shigella, Hemophilus influenzae, Neisseria gonorrhoea va
Neisseria meningitidis. Mot sb ching Preumococcus, Moraxella catarrhalis, va
Streptococcus tan mau beta, (nhém A4, B, C va G lancefield) va Streptococcus viridans. Nhiéu
ching gram duong ky khi cling nhay cam, Staphylococcus aureus nhay cam vira phai véi
ceftazidim.

Khdng thuoc:

Khang thubc c6 thé xudt hién trong qua trinh didu tri do mat tac dung (rc ché cac beta -
lactamase qua trung gian nhiém sic thé (dic biét dbi v&i Pseudomonas spp., Enterobacter va
Klebsiella).

Cefiazidim khong cd tac dung véi Staphylococcus aureus khang methicilin, Enterococcus,
Listeria monocytogenes, Bacteriodes fragilis, Campylobacter spp., Clostridium difficile.

[Duge dong hoc)

- Hap thu

Néng dé t6i da Cmax tuong ing sau khi dua cac liu khac nhau cua ceftazidim nhu sau:

Tiém biip (sau 1h) | Tiém tinh mach Truyén tinh mach khéng lién
(sau 5 phiit) tuc (sau 20-30 phuit)
0,5g 18mg/I 45mg/l 40mg/l
lg | 39mg/l 90mg/l 70mg/|
2g | 170mg/l 170mg/1

No6i chung, ndng do trong huyét tuong 8 gie sau khi tiém tinh mach hodc tiém bép liéu 500
mg hodc hon ceftazidim vugt qua 2 mg/l. Sau cac liéu tiém tinh mach 1 g va 2g mdi 8 gio
trong 10 ngay, khong cé bing ching tich lity cua ceftazidim trong huyét thanh cua cac bénh
nhan c6 chirc nang than binh thuong.
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- Phan bé:

Dudi 10% ceftazidim lién két véi protein huyét tuong va mirc dé lién két doc lap voi nong do

thudc trong mau. Nong do ceflazidim vuot qua ndng dg (rc ché tdi thiéu trong hau hét cac mé

nhu xuong, tim, mét, dom, thiy dich, dich mang phdi va dich mang bung. Ceftazidim di qua
hang rao mau ndo véi ndng do thap, ndng do diéu tri khoang 4-20mg/l nhung dat ndng do cao
hon khi mang néo bi viém.

-Thai trir:

Khoang 80-90% liéu cua ceftazidim dugc déo thai qua than & dang khong ddi trong 24h, dan

dén ndng do thudc cao trong nudc tiéu,

Vi cac bénh nhén c6 chirc nang than binh thuong, thoi gian ban thai cua ceftazidim la 2h sau

khi tiém tinh mach hodc tiém bap

[Chi dinh]

Ceftazidim duoc chi dinh trong diéu tri nhiém khudn bdi nhimg ching nhay cam cia céc vi

khuan duoc trinh bay & phan duge luc hoc va chi khi liéu phép tiém la thuc su can thiét:

- Nhiém khuan dudng ho hip bao gdm nhiém khuén dudng h hap duéi & cdc bénh nhan
X0 nang.

- Nhiém khuan duong tiét niéu. Du phong phau thuat cat tuyén tién liét qua nga niéu dao.

- Nhiém khuén da, mé mém, xuong, khép.

- Nhiém khuin dudng mét.

- Nhiém tring 6 bung.

- Nhiém khuan lién quan dén tham phan phic mac.

- Viém mang nio do vi khuan Gram (-) i khi.

[Liéu lwgng va cach ding]

Liéu dimg cho bénh nhdn c6 chirc nang thdan binh thiromg:

Liéu luong chinh x4c va duong ding phu thudc do tudi, tinh trang bénh nhén, mirc do nghiém

trong ctia nhiém khuan, va tinh nhay cam cua cac sinh vét gy bénh.

- Ngudi lon: C6 thé dung tir 1-6g/ngay, mdi lan cach nhau 8-12h. Trong phan lém cac bénh
nhiém khudn, liéu 1g mdi 8h hodc 2g mdi 12h duoc khuyén cdo. Trong cic bénh nhiém khudn
tiét niéu hogc nhiém khuan it nghiém trong, liéu 500mg-1g mdi 12h. Trudong hop nhiém khuin
nang hoac c6 kém suy giam mién dich, nén dung liéu 2g mi 8h hoic liéu 3g mdi 12h.

- Trong dy phong phiu thuat tuyén tién liét, tiém liéu g tai thoi diém gdy mé. Liéu thir 2
duge xem xét & giai doan bo dng thong.

- Ngudi cao tudi: Day la do tudi suy giam chirc ning thanh thai thudc, do d6 khéng vuot qua
3g/ 24h.

- Bénh nhan xo nang: Viém phdi nang c6 thé duge chi dinh liéu cao tir 100-150mg/kg/24h,
chia lam 3 lan mdi ngay. Liéu t5i da: 9g/ ngay

- Tré trén 2 thang tudi liéu tir 30-100mg/kg/24h, chia lam 2 hodc 3 lan dua thuée. Lidu
150mg/kg/24h (t6i da 6g/24h) c6 thé dua cho tré trong truong hop suy giam mién dich
hoac viém mang nao.

Liéu ding cho bénh nhén suy giam chirc néng thdn:
Ceftazidim hau nhu thai trir qua than nén cén thiét phai giam liu khi d6 thanh thai creatinin
giam dudi 50ml/phit. O ngudi Ion suy than, liéu ban dau l1a 1g va sau d6 dingiéu duy tri
thich hop nhu bang dudi day: e 28

L
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D§ thanh thai Nong d creatinin | Liéu khuyén Tan suat dua liéu
creatinin (ml/phit) | huyét twong (mg/dl) cao (g) (gio)
50-31 1,7-2,3 | 1 12
30-16 2,3-4,0 1 24
15-6 4,0-5,6 0,5 24
<5 >5,6 0,5 48

D6i v6i nhitng bénh nhan suy than va nhiém khuan nang, lidu dung c6 thé ting thém 50% so
voi bang trén, tuy nhién khuyén cdo ndng do day cua ceftazidim (Ctrough) khong nén vuot
qua 40mg/lit.

Tré em suy than, do thanh thai creatinin nén dugc diéu chinh theo ca dién tich bé mat co thé
hodc khbi lugng co dé tir do giam lidu so véi nguoi lon.

D4i v6i bénh nhan chay than nhan tao: Thoi gian ban thai cua ceftazidim trong pham vi chay
than nhan tao tir 3-5h, do d6 liéu duy tri thich hop can dugc lap lai theo timng chu ky chay
than.

D6i v&i bénh nhan tham phan phiic mac: Liéu ban dau c6 thé 1a Ig, tiép theo 1a 500mg moi
24h. Ngoai ra néu c6 nhidm triing phiic mac ceftazidim c6 thé dugc két hop vao dich loc mau
(125-250 mg cho 2 lit dich loc). ;

Liéu dimg cho bénh nhdn suy gan: r?)/

Khong cén chinh liéu néu khong c6 suy than di kém.

* Cach pha dung dich tiém
Vi tiém bdp: Hoa tan trong 3,0 ml nudc cét tiém hodc dung dich tiém lidocain 0,5% hay 1%.
Lac ki.
Véi tiém tinh mach: Hoa tan trong 10,0 ml nudc cét tiém, hodc dung dich NaCl 0,9%, hoac
dextrose 5%. Lic ki.
Dung dich sau khi hoa tan khong dugc chira di vét c6 thé quan sat duge bing mit thudng.
Cach tiém
Ceftazidim c6 thé tiém tinh mach chidm trong 3-5 phut hodc tiém bip siu vao cac co 16n nhu
co mdng, dui.
* Cach pha dung dich tiém truyén tinh mach: 1g thudc pha trong 50-100 ml mét trong cac
dung dich duéi ddy dé dat dugc nong d6 10-20 mg/ml.

e Dung dich NaCl 0,9%

¢ Nudc cét tiém.

e Dung dich dextrose 5%

Thudc chi diing khi c6 sw ké don ciia Bac si.

[Chéng chi dinh])
Ceftazidim chong chi dinh véi cc trudng hop min cam vai ceftazidim hodc ¢6 tién sir di (g
v&i nhom khang sinh penicillin va cephalosporin.
Ceftazidim khi pha véi lidocain khong dugc sir dung trong cac trudong hopics

- Puong tinh mach o« 4

- Tré duéi 30 thang tudi :
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- Bénh nhén c6 tién sir mdn cam vai hdn hop nay

- Bénh nhén suy tim ning
[Théin trong]
Nhu céc khang sinh betalactam khéc, trude khi sir dung cho bénh nhén can kiém tra phan img
qua man vai thude, néu c6 phan (g di (mg xay ra cAn ngirng thudc.
Vi ceftazidim c6 phd khang khuén rat rong nén can luu y tién sir bénh dudng tiéu hoa, dac
biét 1a dai trang.
Viée sir dung kéo dai ceftazidim c6 thé din dén s phat trién qua mirc cia cac chung khong
nhay cam nhu Candida spp., Enterococci do d6 c6 thé phai gian doan diéu tri hodc c6 bién
phap thich hop khic phuc.
Luu y vé truomg hop suy than, dic biét 1a nhirng bénh nhan ding lidu cao.
Ceftazidim c6 thé 1am giam thoi gian prothrombin. Can theo d3i thoi gian prothrombin &
ngudi suy than, gan, suy dinh dudng va néu can phai cho vitamin K. Nén giam liéu hang
ngay khi dung cho nguoi bénh suy than.
[Tdc dung khdng mong mudn]
Cdc tdc dung khong mong muon thiong gap:
M3n cam: Phat ban, ngira, sot.
Gan: Tang tam thoi AST (SGOT), ALT (SGPT), va phosphatase kiém.
Tai chd tiém: nong, do, viém khi tiém tinh mach, dau, chai cimg, ﬁ/
Cdc tdc dung khong mong muon it thuong xuyén hon:
Min cam: Té va sbc phan vé
Thén: ting tam thoi ure va creatinin
Huyét hoc: Thiéu mau, bao gdm thiéu mau tan huyét, ting bach cau ua acid, giam tdng bach
cAu, giam tiéu clu
Tiét nidu sinh duc: Viém am dao, nhiém nim Candida am dao.
Dudmg tiéu hoa: Tiéu chay, budn ndn va 6i mira.
Téam than: Bénh nhan c6 thé ¢6 13n 16n tam thoi.
Théng bdo ngay cho bdc sy hodc dwoc sy khi gdp phdi cdc tdc dung khong mong mubn
ctia thudc.
[Twong tic thude]
Thuéc khdang sinh aminoglycosid va thuéc loi tiéu: Doc tinh trén thin di dugc bao cdo khi
diing dong thai cephalosporin va cac thude khang sinh aminoglycosid hodc céc thube loi tiéu
manh, chang han nhu furosemid. Chirc nang than nén duoc theo ddi can than, dac biét la néu
diing liéu cao aminoglycosid hodc néu diéu tri kéo dai, vi ddc tinh cao trén than cia thudc
khang sinh aminoglycosid.
Khdng sinh khdc: In vitro, chloramphenicol da dugce chimg minh 1a di khang vdi ceftazidim
va cac cephalosporin khac. Mdi lién quan 1am sang ciia phat hién nay chua rd rang, nhung néu
ddng thai diing ceftazidim véi chloramphenicol, kha niang cua déi khang cin durgc xem xét.
Anh hudmg toi cdc thir nghiém phong thi nghiém:
Ceftazidim khong anh huong dén két qua do dudng niéu bang xét nghiém enzym. Anh hudng
trén thir nghiém v6i cac phuong phap giam dong (Benedict, Fehling, Clinitest) c6 thé duoc
quan sat thdy.
Ceftazidim khong anh huong dén cic xét nghiém picrat kiém dinh lugng greatinin.

® v
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Thir nghiém Coombs duong tinh gid c¢6 thé duge nhin thdy trong khi didu tri vdi
cephalosporin.

[Sir dung thudc cho phu nir c6 thai va cho con bii]

Phu nir cé thai

Chura ¢6 bdo cao vé kha nang gdy quai thai cua ceftazidim nhung ciing chura ¢6 dii nghién ciru
vé tinh an toan cua ceftazidim khi ding cho phu nir ¢6 thai, do d6 can than trong khi ding cho
phu nif ¢6 thai, dac biét trong nhirng thang dau thai ky. Tham khao y kién béac s§ va can nhéc
loi ich nguy co trude khi ding.

Phu nir cho con bu

Ceftazidim thai trir qua sita me & ndng do thap. Than trong khi dung cho phu nir cho con b
jAnh hwéng dén kha ning lai xe va vin hanh may méc)

Chéng mit c6 thé xay ra khi sir dung thude, do d6 than trong khi 1ai xe va van hanh may méc
[Twong ky]

Véi dung dich natri bicarbonat: Lam giam tac dung thudc. Khong pha ceftazidim vao dung
dich c6 pH trén 7,5 (khdng dugc pha thude vao dung dich natri bicarbonat).

Phdi hop vai vancomycin phai diing riéng vi gay két tua.

Khong pha ldn ceftazidim v&i cac aminoglycosid (gentamicin, streptomycin), hodc
metronidazol.

Phai trang rira cin than cac dng thong va bom tiém bing nudc mudi (natri clorid 0,9%) giita
cac lan dung hai loai thudc nay, dé tranh gay két tua.

[Qué lidu v xir tri] i
Tridu ching qua liéu c6 thé nghi ngdr khi viém, dau va viém tinh mach tai chd tiém. 4
Qué liéu hodc ding liéu lugng I6m khi bénh nhan c6 suy than c6 thé din dén di chimg than
kinh bao gf‘Jm chéng mat, rbi loan cam xuc, nhirc déu, co giat, bénh ndo va hon mé.
Xét nghiém bét thuong co thé xay ra sau khi qué liéu bao gdbm néng dod cao creatinin, ting
men gan va bilirubin, thir nghiém Coombs duong tinh, tang tiéu cau, giam tiéu céu, tang bach
cdu 4i toan, giam bach cau va kéo dai thoi gian prothrombin.

Cac bién phap chung diéu tri triéu chimg va hd trg nén dugc thuc hién, cing véi céc bién
phéap cu thé dé kiém soat bat ky con co giat. Trong truong hop qua liéu tram trong, dac biét la
& mot bénh nhan bj suy than, chay than nhan tao két hop va loc mau cé thé dugc xem xét.
[Bao quan] Bao quan ¢ noi kho rdo, thoang mat, nhiét do dudi 30°C, tranh anh sang.

[Han dung] 24 thang ké tir ngay san xudt. Dung dich sau khi pha chi nén ding sau 24 gio.

PE THUOC TRANH XA TAM TAY TRE EM.

Nha san xuét
MYUNG-IN-PHARM CO., LTD.
186-1 Noha-ri Paltan-iyun Hwasuﬁgzsi, Gyeonggi-do, Korea

PHO CUC TRUBNG

a"@g{g;fﬂ YVin Chand



