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Composition; Hép 1 16 bat @ Thanh phan; Box of 1 vial @
Each vial contains Méi la chira:
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1As Cefotiam hydrochlonide) {Duai dang Cefotiam hydroclond)
Indications, contraindications, Chi dinh, chéng chi dinh, than
precautions, adverse reactions, K AN T trong, tac dung phy, lieu lyong va A
dosage and administration: cach dung: Xem to huang dan s
Please refer to package insert. TI BU cEF 1 G dung trong hap thuoe. TIBU cEF 1 G
KEEP OUT OF REACH OF CHILDREN. " DE XA TAM TAY TRE EM, e —
READ CAREFULLY INSTRUCTIONS Cefotiam BOC K¥ HUONG DAN SU DUNG Cefotiam
:'E;g:i;l saafem PERATURE BELOW ot
3 i T i BAO QUAN O NHIET BO KHONG QUA o
25°C, AVOID DIRECT SUNLIGHT. Thuoc bét pha tiem 259, TRANH ANH SANG. Powder for injection
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TO HUONG DAN SU DUNG THUOC
Thuoc bot pha tiém
TIBUCEF 1 g
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THUOC BOT PHA TIEM TIBUCEF 1 g
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1. Thanh phén: Cho 119 /[ Ll—

2.1. Cée diic tinh dwgc lyc hoc:

2.2. Cdc dgc tinh dugc djng hoc:

. Liéu luyng va cdch ding:

. Chéng chi dinh:

. Thin trong:

(877 1o, 1T 11 ORI PRI e RS SPSINNRSRIONMINR 1. ;
(Duéi dang Cefotiam hydroclorid)
Té duge: Natri carbonat

Cic dic tinh duyge ly:

z

- Cefotiam 12 khéng sinh ban t3ng hop thudc nhom Cephalosporin thé hé thir 3. Cor ché khang khuén 14 it ché sy tong hop thinh té bio
vi khudn. Phé khing khudn rong bao gdm vi khuén Gram duong v Gram am, hiéu khi va ky khi: Staphylococcus aureus gom ci
ching sinh vi khong sinh beta-lactamase nhung khong tic dung lén ching khing methicilin, Staphylococcus epidermidis,
Streptococcus pneumoniae, Streptococcus tiéu huyét beta, E.coli Klebsiella spp., Enterobacter spp. Haemophilus influenza,
Peptococeus, Peptostreptococcus, Clostridium spp.

- Sau khi sur dung bing dudmg tiém tinh mach véi lidu 250 mg, 500 mg, 1000 mg ndng do dinh trong mau lan lugt 13 8 mg, 14 mg, 29
mg dat duge trong théi gian 15 dén 30 phit.

- Khuéch tin tt qua hé théng mao mach, dat ndng do cao trong mat, dich tuy, phé quén, thin, tuyén thugng thin, md tim... /

- Phén phéi nhanh chéng vdo dich mang bung, mé tuyén thugng thin, gin véi protein huyét tuong 40%, vurot qua hing rio mau ndo, 4~ 19
qua sita me vi nhau thai. Abe

- Thi gian ban hiy trong vong 1 gid, théi gian bin hiy kéo dai khi thiéu ning thin. :Ijr". 7 coO
- 60% lidu sir dung durge hap thu va thai trir qua nudc tiéu trong vong 12 gicy dudi dang khong chuyén hoa. ilrll' : s
. Chi dinh: DUd

- Nhiém khuin dudmg ho hép dudi (k& cd viém phdi) gy ra boi Haemophilus influenza, Klebsiella, Proteus mirabilis, Sraphyx’ocaé_'cm

aureus, Streptococcus pneumoniae: viém amidan, nhiém tring phdi, viém mang phoi mu, viém phé quan, gidn phé quin kém theo | EUV

nhiém tring. b
- Nhi&m khuan dudng tiét niéu, viém bing quang, viém niu dao, viém tuyén tién liét, \\;_;_H(,
- Viém phic mac. —
- Nhiém khuén huyét.

Nhi&m khuan da va céu tric da.

Nhiém khuén xuong va khdp: viém tiry xuong, viém khop sinh mu, viém xuong chau.
Viém méng ndo, viém tai giita va viém xoang.

- Nhim tring trong tir cung, viém mé cén tir cung, viém by phan phy.

- Liéu lugng:
+ Ngudi lén:
* Lidu thuong ding: tiém tinh mach 0,5 - 2 g/ngay, chia lim 2 - 4 lidu nho.
¥ Liéu diéu tr nhiém tring mau & ngudi 1on ¢6 thé tang lén 4 g/ngay.
+ Tréem:
¥ Liéu thudng ding: tiém tinh mach 40 - 80 mg/kg thé trong/ngay, chia lam 3 - 4 lin/ngay.
* Lidu cho tré em c6 thé tang lén dén 160 mg/kg thé trong/ngay ddi véi trudmg hop nhiém tring ning hodc kéo dai nhu
nhiém tring mAu v viém mang nio.
- Cach ding:
+ Tiém tinh mach: dung ngay sau khi hoa tan thudc tiém truong nudc cét pha tiém, natri clorid ding truong, dung dich glucose 5%.
+ Tiém truyén: Hoa tan lidu 0,25 - 2 g véo dung dich tiém truyén nhu dung dich glucose 5% dung dich dién gidi, dung dich acid
amin va tiém truyén kéo dai hon 30 phiit dén 1 gi¢. Khi hoa tan khong can diing nuéc cét pha tiém.
+ Liu ¢6 thé duge didu chinh tiy theo dé tudi va triéu chirng cua b¢nh.

- Ngudi bénh c6 tién sir shock vii cefotiam.
- Ngudi bénh co tién sir di img voi khing sinh nhom betalactamase.

- Bénh nhin d& bj di (g nhu hen phé quan, phat ban, da ndi mun, ndi my day.

- Réi loan chirc ning thin ning, tiéu héa kém, bénh nhin duge nuéi dudng bing dudng tiéu hoa, ngudi 1on tudi, bénh nhin bi suy
nhuge.

- (C6 thé cho phén rng duong tinh gia khi thir nghiém nude tiéu véi thude thir Benedict, Fehling, Clinitest, ngoai trir phan (g Testtape, |
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phin {mg Coomb tryc tiép.
7. Sir dung cho phu ni¥ cé thai va cho con bii:

- Thai ky mang thai: chi dung cho ngudi mang thai khi thét cin thiét.
- Théi ky cho con bit: dé an todn cia thude di véi phu nir dang cho con ba chua duge thiét lip.

8. Téc dung ddi v6i khi ning ldi xe va viin hinh miy méc:
- Thuoc khéng giy budn ngi nén khong c6 1&i khuyén cho nhitng ngudi lai xe va vdn hianh miy méc.
9. Tuwomg tic thude:
- Di ¢ bio cdo khi diing dong thai vm céic thude tucmg tr (cdc khing sinh khac thuge n.hom cephsm) va nhimg thuée lgi tiéu nhu
furosemid cé thé lam ting nguy co méc bénh than. Khi két hop ding thude nay véi cde thude trén can phai theo ddi chirc ning than.
10.Téc dyng khong mong mudn:
- Shock: shock ¢6 thé xdy ra, vi vay theo dbi st bénh nhan. Khi thiy mét moi, vi gidc khac thuong, the kho kheé, chéng mat, U tai hodc
dd md hm phai ngung diing thu6e vé ding liéu phap thich hgp.
- Qué4 mén: pht ban, ndi may day, ban do, ngira sot, dau khép.
- Da: héi chung Stevens - Johnson, hog.c nhiém ddc hoai tir da, phai theo doi k¥ bénh nhén.
- Bji nhiém: viém miéng, nhi&m nim Candida.
THONG BAO NGAY CHO BAC ST NHOUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU' DUNG THUOC.
11.Qué héu va cdch xir Iy:
- Qué lidu c6 thé giy co glat & bénh nhin suy thin.
- Khéng nén sir dung qua lidu chi dinh.
12.Biio quin:
- Béo quéan & nhiét d6 khong qua 25°C, tranh dnh sing.
13.Tiéu chudn: JP XV

14.Quy cach dong goi:

- Hopllo LLL/

15.Han diing: 36 thing ké tir ngdy san xuit :

DE XA TAM TAY TRE EM T

PQC KY HUONG DAN SU DUNG TRUGC KHIDUNG ¥

NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA BAC SI \” 3

KHONG SU’ DUNG THUOC QUA HAN DUNG GHI TREN NHAN > 1Y N7

THUOC NAY CHI SU DUNG THEO DON BAC SI AAN L
PHAM ||

Nhi sin xuft Nha phién phoi 1AM /_,_
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Long An, ngay 27 thang 08 nam 2011
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