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Ti6m tinh mAch

Cefotiam hydrochloride tudng dudng cefotiam 1g
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........1 g
Anhydrous sodium carbonate q.s.................. 1 vial

Read the dlrectlons carstully bofore use.
Always keop out ot rsach of children.

Specif ications: ln-house.
in a dry place, protect from light, not exceeding 30oC.

COMPOSITION:
Cefotiam hydrochloride
equivalent to cefotiam....

SOK/Reg. No.:

s5 16 sx/Batch No.
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To HTIoNC nAN Su ngNC TTTUOC: . t

R* PACETCOOL I o
Tilt uo, prr",ie"i

CONc THTIC:

Cefotiam hydrochloride
Tuong duong Cefotiam
Sodium carbonate khan.

..................1 g

.....vtra dt I lq
DuqC L-rI. c HQC:
- Cefotiam ld mOt kh6ng sinh brin t6ng hqp thuQc ho beta-lactam trong nh6m cephalosporin

th6 he 3, c6 ph6 tiic dung rqng ddi v6i vi [f,uAn Gram ducrng vir Gram dm. Thu6c co iac ddg;t
dugc sir dung tucrng tu. nhu cefamandole. Thu6c dugc ti6m b6p hoac ti6m tinh mach dudi dang
hydrochloridi nhung li6u luqng du<yc tinh theo d4ng tase.
- Cefotiam hydrochloride (cefotiam hexetil hydrochloride) ln mQt ti6n duoc. Khi udng,

cefotiam hexetil dugc thty phdn o ti5 bao thenh ruQt dC gidi ph6ng ra cefotiam c6 hoat tinh. Co
che t6c dr,rng cria cefotiam li ao ric chtl sg. t6ng hqrp thanh tC 6ao cia vi khuAn. ptrO tac dung cria
c6c kh6ng sinh beta-lactam li6n quan dtin dac tinh cua kh6ng sinh g6n vdo c6c protein gin
penicillin 3im lr6n mang ti5 bdo.vi khuAn. Cefotiam c6 6i lgc -ant aOi vOi protein I vd protein 3
g[n penicillin, ld c6c protein cdn thiOt cho tC bdo ph6t tri6n vd phdn chia. Cefotiam qua mirng
ngolri cua E.coli nhanh hon g6p 2 - lO lAn so v6i cefazolin vd cephalexin. Cefotiam bCn virng
voi nhiAu beta lactamase nhtmg tucrng AOi tem hon so vdi mQt s6 ciphalosporin th6 hQ 3 kn6c vi
kh6ng c6 tdc dung ch6ng Pseudomonas oeruginoso, Enterobactu, ,iooror. Do vdy, thu6c kh6ng
tlugc khuytln c6o d6 di6u tri theo kinh nghiQm nhfrng nhi6m khuAn do l6y truy6n trong bQnh viQn.

- Circ chirng nhay cim: Vi khuAn ua khi Gram ducmg: Staphy,lsglccus nh4y cim v6i
meticilin, Streptococcus nh6m A, B, C vd G, cdc Streptococcus kh6c, Streptococcus
pneumoniae; vi khuAn ua khi Gram 6m: Branhamella iataruhalis, Citrobactir koseri,
Escherichia coli, Heamophilus influenzae, Klebsiella, Proteus mirabilis, Proteus vulgaris,
Providencia; vi khudn ky khi: Fusobacterium, Peptostreptococcus, Prevotella.

- Circ chung kh6ng: Vi khuAn ua khi Gram ducrng: Enterococcus, Listeria monocytogenes,
Staphylococcus khing meticilin,' vi khuAn ua khf Gram dm: Acinetobacter, Citrobacter freundii,
Enterobacter, Morganella morganii, Pseudomonos, Serratia; vi khAn ky khi: Bacteroides

fragil i s, Cl o s tr i dium.

orIQg DQNG HQC:
- H6p thu: Cefotiam hexetil bi thriy phdn o te beo thanh ruQt 116 gi6i ph6ng cefotiam co hoat

tinh. Sinh kh6 dpng cira cefotiam khodng 45%, kh6ng phU thuQc vdo li6u vd kh6ng thay d6i do
thric dn.

- Phdn b6: Sau khi ti6m bip I g cefotiam, ndng d0 dinh trong huy6t tuong dat duoc ld 16

mgllit,l gio sau khi ti6m vd sinh khi dpng ctra cefotiam ld 63 - 74%. Nua dcyi huy6t tuong ld I
gr.o. Sau khi cho thu6c li6n ti6p, kh6ng c6 hiQn tuqng tich lfry thu6c trong co thC. ThC tich phdn
b6 cira cefotiam sau khi tiOm tinh m4ch le 0,5 lfVkg (khonng 35 - 40 lit), cao g6p 2hogc 3 lAn th6
tich phdn b6 ctra c6c cephalosporin ti6m kh6c, cho thAy thu6c d6 dang phdn b6 vio c6c m6 vd
dlch co th6 nhu xuong, da, mflt, thfln, tai, mti, hgng vd ddm.

- Chuy6n hoa vd thdi trri: Sau khi h6p thu, ch6t chuyCn h6a chinh do thuy ph6n cefotiam
hexetil lir cefotiam. Ch6t ndy c6 ho4t tinh vd hAu nhu kh6ng bi chuy6n h6a. Ddo thii qua lgc cAu

th4n vd do i5ng thfln ti6t. Hq sO thanh th6i cria than ld 250 ml/phrit, 30 - 35% li6u dung dugc tim
th6y trong nu6c ti6u du6i d4ng kh6ng chuy6n h6a. Cyclohexanol gi6i ph6ng trong thdnh ruQt khi
thuy phdn cefotiam hexetil dugc chuy6n h6a thdnh cyclohexanediol, ch6t nay dugc ddo thdi qua
thpn.

- Truong hqp suy thdn, suy gan, ngudi cao tu6i, sinh kh6 dpng kh6ng thay d6i. O ngudi cao

tu6i, hq s6 thanh thdi thfn hoi th6p hcrn so v6i ngucri tr6, nhtmg nhirng thay d6i vA dugc dQng ndy
kh6ng

-d
can phni di6u chinh li€u.
nguoi suy gan, SUv th4n nan (, cefotiam ddo thai ch4m vd cyclohexanediol

li6u dung duqc th6
lai ddo thei

c$m
thdm

Ioal trir mau, khoing 44% v trong dich
VI I

hon. C6 thc
thAm

bdng thAm phdn
chi 6% cua li6u cefotiam th6
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dich ph6n trong 5 gicr phdn li6n tqc

cHi olNH:
Di6u tri c6c trudng hqp nhi6m khuAn ttr vtra diin n4ng do vi khuAn nh4y cdm, vi6m dudng mdt,
ds phdng nhi6m khuAn do ph6u thuft.

cAcu oUNc:
- Theo chi dinh cria bric s!.
- Chi duoc dung ti6m tinh mpch.

- Ngudi tdrn: Li€uth6ng thycrng: 6 gl24 gid, chia ldm nhi0u lAn, ciich 6 gio ti6m I lAn.

- Ngwdi cao tuili: Kh6ng cAn chinh li6u.

- Benh nhdn suy th6n: Ni5u hQ s6 thanh th6i creatinin > 20 ml/phrit, kh6ng cAn di6u chinh li6u;
tuy nhi6n kh6ng dugc vugt qu6 400 mgl24 gio. Ntiu hO s6 thanh thii creatinin < 16,6 ml/phrit
hodc < 20 ml/phrit, lidu phAi giim tdi iSN fe" th6ng thucrng, khi cho crich nhau 6 - 8 gioTlAn.
Kh6ng cAn thay dOi ti6u, khi cho crlch nhau 12 gid.

- Ei6u chinh lidu trong khi thAm phdn m6u: Sau khi thAm phdn m6u, b6 sung 50% li6u.
Tidm tinh mgch: Hda tan thu6c vdo nu6c c6t pha ti6m ho{c dung dich ti€m truy6n NaCl

O,9o/ohodc dung dich ti6m truyCn Dextrose 5o%.

Truyin tinh mgch:
Ngudi lon: trong thoi gian 30 - 120 phrit. C6 th€ hOa 0,25 -2 g (tucmg duong lugng 1 lAn su

dUng) v6i dung dich ti6m truydn Dextrose 5%o, dung dfch ch6t di6n giii hoac dung diih amino
acid.
* Ltru y: kh6ng n6n sri dung nu6c c6t pha ti6m khi truy6n tinh mach vi dung dich sE kh6ng ding
truong.

* Dl.tr-^ ^L,4- LAo tan Cefotiam vh o ,ltiArr c6n nhri * Lhi ait rlrrnc fhrrAn

- Khi hda tan thu6c, nh6 dgc k! hucrng d6n hda tan thu6c.

- Trong qu6 trinh di6u tri c6 th6 xiy ra hi6n tugng s6c vd ph6t ban qua ti6p xfc n6n n6u thAy c6c

triQu chimg: tay bri srmg, ngya, mAn do, toirn thAn ph6t ban vi ngfa, dau bpng, budn n6n, n6n mira
thi n6n h4n ch6 ti6p xirc thudc l6n sau.

1. Bcrm dung m6i vdro lg:
Tiiin hdnh bcvm 5ml dung m6i vdo lq thu6c.
Luu j:
* Khdng bcrm qu6 5ml dung m6i vio lg.

* Ni5u kh6ng bom dugc 5ml vlro lq mOt c6ch

d6 dang thi kh6ng su dung

2. Rtt ngay kim ti6m ra khoi lg:
Rirt ngay kim ti6m ra khoi l9 vi l[c d6u lq
khoing 20 giety aOi vOi lg Cefotiam 1g.

Lq gidm 6p

Ap su6t trong lg hoi
tAng sau khi hda tan

KhoAng 5ml
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3. Hft dung dich thu6c:
. Sau khi hda tan thu6c trong lo, ldt ngugc
lq l0n vd xuy6n kim ti6m vdo d6 hrit dung dich thu6c. Kh6ng d6 mti kim cao hcrn mdt aung Jlch thu6c

o
Ap su6t trong l9 hoi
tAng sau khi hda tan

Dung dich thu6c

Crich dtng dring Cdch dtng sai
4. Ti6m vio tinh mach:

Pha lodng dung dich thu6c thanh 20ml khi ti6m vdo tTnh mach.

cHONG cni olNn:
- Ngucri bgnh c6 ti6n sri qu6 mAn voi cttc thanh phAn cta thudc hodc vdi cric kh6ng sinh nh6m

cephalosporin.

- BQnh nhdn suy th4n n{ng (hQ s6 thanh thii creatinin <20 ml/phrit), suy gan.

THAN TRQNG:
- Phai ngirng di6u tri khi th6y c6 d6u hieu di ung. Phni h6i ky ti6n su di tmg khi kC don

cephalosporin, vi 5 - l0% trucrng hqp c6 di ung ch6o v6i penicillin.
- RAt hi6m xiy. ra vi6m dai trhng gi6 mac. NCu xiy ra, phdi ng&ng ngay vd cho di6u tri thich

hqp. Thu6c c6 th6 ldm ducrng tinh gid test Coombs ho{c i,t i ti- glucose trong nudc ti6u bing
phucrng ph6p dtng chAt kht.

- Phai th4n trgng OOi vOi ngudi bQnh bi suy thfn nAng.

THOI TV UANC THAI _ CHO CON BU:
- PhU nir mang thai ho{c c6 khi n[ng dang mang thai: Tuy chua c6 dir dir li6u l6m sirng vir

tr6n tlQng v4t, n€u thdy cdn, c6 the str dpng thu6c dugc.

- PhU nir cho con bri: Thu6c viro sira it, si5 lugng rAt th6p so vdi liOu di6u tri. Do d6, c6 thO cho
con bfr khi dtng thu6c ndy. Tuy nhi6n, phdi ngrmg cho con bri ho4c ngirng thu6c n€u th6y dria tr6
biti6u chiy, nhi6m ndm Condidaholc ph6t ban tr6n da.

rAc opNG PHp:
Hi€m gQp, ADR < 1/1000

- Di rmg o da, r5i loan ti6u h6a (bu6n n6n, n6n, kh6 ti6u, ti6u chiy).
- M6u: Bi6u hiQn nh6t thoi, chu y6u tdng bach cAu ua eosin, giim b4ch cAu trung tinh.

- Gan: Ting AST, ALT, phosphatase ki6m vd creatinin huy6t.

- Thfln: Chric ndng thQn bi thay d6i khi dung kh6ng sinh ctng nh6m, nh6t ld khi dung ktit hqp
v6i aminoside vd thu6c lcvi ti6u.

- Phin img phdn vQ.

- Kho6ng 6% ngudi bQnh tiOm tinh m4ch bi vi6m t6c tinh m4ch.

TTIONG rAc ruu6c:
V6n d6 dic biet vA chi sO nqR (Intemational normalized ratio: Tf s6 chuAn hoa qu6c tC). C6

nhi6u trucrng hqp t6c.dpng cira thu6c ch6ng d6ng m6u tdng khi dirng ctng v6i thu6c kh6ng sinh.

R6t kh6 phdn biQt phin ndo lA do benh ly nhiCm khuAg vn phiq ndo ld do thu6c di6u tri dd g6,y ra

mAt cAn bdng chi s6 INR. MQt s6 kh6ng sinh dd bi6t c6 nhi6u li6n quan d6n chi sd INR nhu
fluoroquinolone, macrolide, cycline, cotrimoxazole vd mQt s6 cephalosporin.

DC tr6nh tuong tdc girta c6c thu6c, th6ng b6o cho b6c s! ho{c dugc s! v€ nhirng thu6c dang sri
dung.

euA LrEU vA cAcH xtl rni:
C6c triQu chirng cua qu6 liAu bao g6m: Budn n6n, n6n, dau vtng thugng vi, ti6u ch6y, co

siat.
Xri tri: Di0u tri triQu chirng.
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f
HAN nuNc:

36 thrlng kO ttr ngiy s6n xu6t. Kh6ng sir dgng thu6c h6t han dung.

sAo euAN:
- Noi kh6 16o, tr6nh 6nh s6ng, nhiQt cIQ khdng qud 300C.

- N€n ti6m, truydn dung dlch thu6c ngay sau khi pha. Ntlu kh6ng th6 sri dpng ngay thi phii sir

DO xa tdm tay trd em
Dgc k! huong d6n sri dgng trudc khi dirng.

NOu cdn th6m th6ng tin, xin hoi f ki6n b6c s!.
Thu6c ndy chi su dpng theo sy k6 dcrn cira bilc s!

Ti€u chuAn 6p dung: TCCS

dung trong vong 8 gid.

TRiNH BAY:
HQp 10Iq.

cONc ry co rHAN HoA - DUgc rHAM MEKorHAR
29715 Lf Thucrng Kiet - Q11 - TP. HO Chi Minh - ViQt Nam

coNc ry
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