HUGNG DAN SU DUNG
=« RAXADIN

THUOC NAY CHI DUNG THEQ PON THUOC
_ DPEXATAMTAYTREEM
POC KY HUONG DAN.SU DUNG TRUOC KHI
DUNG

THANH PHAN CONG THUC THUOC

Moi lgc6 chira: ; % o B ELE
Thanh phan hoat chat.: 530 mg Imipenem monohydrat
twong duong véi 500 mg Imipenem va 530 mg Cilastatin
natri twong duong véi 500 mg Cilastatin.

Thanh phan ta dwge: Natri carbonat.

DANG BAO CHE o
Dang bao ché: Bt pha tiém truyén tinh mach,'
M0 ta dang bao ché: Bot trang dén tring nga, vang nhat.

CHI PINH p s 4% ;
RAXADIN dugc chi dinh'dé diéu trj cdc nhim khudn
sau gy ra boi cac ching vi‘khuén fnhay cam:

Nhiém khuén dudng hé hép duoi: Staphylococcus
aureus (cc chung tao ra Penicillinase), Acinetobacter "
spp, Enterobacter spp., Escherichia coli, Haemophilus '
influenzae, Haemophilus parainfluenzae*, Klebsiella spp.,
Serratia marcescens.

Nhiém khu#n dwomg tiét niéu (c6 bién chimg va khong
bién chimg): Enterococcus faecalis, Staphylococcus
aureus (c4c chung tao ra Penicillinase)* Enterobacter
spp., Escherichia coli, Klebsiella spp., Morganella
morganii*, Proteus vulgaris*, Providencia rettger,t'“f, e
Pseudomonas aeruginosa. | 0 3 ‘
Nhiém khuén trong 6 bung: Enterococcus faecalis,
Staphylococcus aureus (céc ching tao ra Penicillinase)*
Staphylococcus epidermidis, Citrobacter spp.;, ' '~ "
Enterobacter spp., Escherichia coli, Klebsiella spp., " "
Morganella morganii*, Proteus spp. (indole dvong "
tinh va indole 4m tinh), Pseudomonas aeruginosa,” o
Bifidobacterium spp., Clostridium spp., Eurobacterium
spp., Peptococcus spp., Peptostreptococcus spp.,””' ",
Propionibacterium spp., Bacteroides spp. bao gom' * FI’
Bacieroides fragilis, Fusobacterium, * ~""' * *%- "0 #00
Nhiém khuén phu khoa: Enterococcus faecalis, , . £0
Staphylococcus aureus (céc ching tao pe’ni'cillinase)*,( e
Staphylococcus epidermidis, Streptococcus agalactige
(streptococcus nhém B), Enterobacter spp.*, e S
Proteus spp.* (indole dwong tinh va indole am'ﬁnhj,[ Hhe
Bifidobacterium spp.*, Peptococcus spp.*, .* " E
Peptostreptococcus spp,, Propionibacterium spp.* "~ *'""'* (
Bacteroides spp. bag gom B. fragilis*. Febid OISR o
Nhiém khudn huyét: Enterococcus faecalis; e
Staphylococcus aureus (che ching tao penicillinase), '’
Enterobacter spp., Escherichia coli, Klebsiella spp., ety
Pseudomonas aeruginosa, Serratia spp.*, Bacteroides "’
spp. bao gom B, fragilis, ~ '’ " " e e 2oy
Nhiém khuan xwong khép: Enterococcus faecalis, e
Staphylococcus aureus (cic ching tao penicillinase), i
Staphylococcus epidermidis, Enterobacter spp,, '~ " "
Pseydomonas aeruginosa. ~' . - Ll iy
Nhiém khudn da v md mém? Enterdcoceiis faccalis, """
Staphylococcus aureus (cac ching tao penicillinase), "
Staphylococcus epidermidis, Acinetobacter spp., "' ™"
Citrobacter spp., Enterobacter spp., Escherlcﬁ'a coli,” "
Klebsiella spp., Morganela morganii, Proteus vulgaris, |
Providencia retigeri*, Pseudomonas aeruginosa, Serratia
spp., Peptococcus gpp., Peptostreptococcus spp., ching
Bacteroides bao gom B. fragilis, Fusobacterium spp,*, .
Viém mang tronf tim: Staphylococcus aureus (chc """
chiing l?o Penicillinase), ‘ el A
Da nhiém khudn: RAXADIN dugc chi dinh didu irj

da nhiém khudn gy ra bai nhidu logi vi khudn trong  *
d6 ¢6 S. pneumoniae (viérp phdi, nhi&m khuan huygt)',‘”f"'.
streptococcus gy tan huyet nhém A, b (trén da) hoje S, |
aureus khong tao Penicillinase, 12 mot trong céc vi khu‘&n_
gay bénh, Tuy nhién néu nhiém khudn gy ra boi chi mot
trong céc logi vi khudn nay thi thuémg duge didu tri bing ;
che khéng sinh phd hep hon nhu Penicglin Q.
RAXADIN khéng dugc chi dinh dé djéu trj viém mang
néo vi 4§ an toan va hiiu qua cia thude chua dugc thiét |
1dp. Do pho khang khuén rong clia thude ddi véicayi :
khudn Gram duong va Gram 4m, hiéu khi va kj khi, '
RAXADIN duge ding dé diéu trj nhidm khudn hén
hop va 14 bién phap d%u tri hop ly truée khi xdc djnh "
duge vi khudn gly bénh. Méc di ¢6 cai thign lam sang "
a nlgi}ng bé‘nh nhdn b xo pang, bgnh phdi man tinh va |
nhiém khuan duong ho hip dudi gdy ra boi Pseudomonas,
aeruginosa, nhung khong the digt tnl tan gde vi khudn,
Tuong ty céc khang sinh beta - lactam khéc, mot yai =
chung Pseudomonas aeruginosa cé thé khang thuée '
khé nhanh khi diéu trj véi RAXADIN. Trong qué trioh
dieu trj nhiém khuan Pseudomonas aeruginosa, nén djnh,
ky 1am xét nghiém vé 9 nhay cam cia vi khudn véi
thude. Céc cﬁﬁng vi khuén d khéng céc khing sinh khic
nhu cdc Cephalosporin, penicillin va cac aminoglycoside,
c6 dép (g véi diéu trj bang RAXADIN, phich
*Hi¢u qua chong c4c vi khudn ndy trong hé co quan’
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*Hiéu qua chong céc vi khuén nay trong hé co quan
chuyén biét da dugc nghién ctru trong it hon 10 truong
hop nhiém khuén,

LIEU DUNG VA CACH DUNG
Liéy khuyén nghi cia RAXADIN thé hién chio lugng
thude Imipenem dugce dung. Mot lugng twong duong
Cilastatin cling c¢6 mit trong dung dich thuéc, Liéu
250 mg hodc 500 mg nén truyén tinh mach trong 20-30
phut. Liéu 1000 mg nén truyén trong 40-60 phit. ¢§
nhirng bénh nhén cg tién sir bi buén ndn khi truyén,
toc dg truyén co thé cham lai. Tong lidu dung hang nga
cua RAXADIN nén dya vao loai va mirc d6 nhiém khuén,
va chia l1am 2 liéu biang nhau dya trén viéc xem xét mirc
d6 nhay cam ctia vi khudn, chir¢ ning than va trong lugng
co thé. O nhimg bénh nhén bj suy gidm chirc nang than
¢6 dd thanh thai creatinin < 70 mL/phat/1,73 m?, yéu cau
hiéu chinh lidu theo cac hudng din dugc mé ta sau day,
Phac do liéu ding dudmg tinh mach cho ngudilén 6 ™!
chire nang thin binh thudng va trong luong co thé > 70 kg
Cac liéu dugrc liét ké & bang I duge dya trén bénh nhén c6
chirc ning thin binh thudng va trong luong co thé 70 kg.
Céc liéu ndy nén dung cho cdc bénh nhén c6 d¢ thanh thai
creatinin > 71 mL/phit/1,73 m? va trong lugng co thé
> 70 kg. Nén giam lidu & nhitng bénh nhan c6 o thanh
thai creatinin < 70 mL/phtt/1,73 m? va/hogc trong lugng
co thé nho hon 70 kg (bang J1 va IIT). Phéc d6 liéu ding &
ot A cia bang I dugc khuyén nghi cho céc nhiém khuan '
gy ra boi cac vi khuan nhay cam hodn toan dai dién cho |
phén 6n cdc chung gdy bénh. Phéc do diéu tri 6 cit B,
bang I duge khuyén nghi cho cdc nhiém khudn gay ' """ .
ra boi céc 'vi khudn cé d9 nhay cam trung binh véi g7
Imipenem, chu yéu 1a mot s6 ching cia P, aeruginosa_
(xembangI). " "' i L
Do hoat tinh khang khuin cao ctia RAXADIN, tong lidu .
hang ngay tdi da dugc dé nghj cia RAXADIN khéng '
vugt qua 50 mg/kg/ngay hoidc 4 g/ngdy, tiy theo licu nao
thép hon. Liéu cao hon khéng cho thay hi¢u qua manh
hon. Tuy nhién, bénh nhan 16n hon 12 tudi bi xo nang ¢6 -
chirc nang than binh thuong dugc diéu tri vé1 RAXADIN,
& liéu 1én dén 90 mg/kg/ngay duoc chia lam 2 1an, khong
vuot qua 4,0 g/ngay. : 4 i v

: Lidu truyén tinh mach cho ngudi 16n ¢ chire’ "’
nang thin binh thuong va trong lugng co thé > 70 kg
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Phan loai

A: Vi khudn nhay cim

B. Vi khudn c6 4 nhay

hoje mic 4 | hodn todn (g0m cd.gram | cam trung binh, chil yéu
nhidm khuﬁ?l duong va gram dm, hiéu | 12 mgt s chiing vi khuan
khi va ky khi) i+ || cia P aeruginosa '

Nh 250 mg/6 gids (Tong liéu | 500 mg/6 gior (Tong liu

¢ hang ngay = 1,0 g) hang ngdy=20g)

| 500 mg/8 gits (Téng liéu* | 500 mg/6 gis (Tong liéu

Trung binh hiing ngdy = 1,5 g) hing ngdy = 2,0 L

hgac 500 mg/6 gior (Tong hxac 1 g/8 gior (Tong "
licu hang ngay =2,0 g) | liu hing ngdy =3,0 g)

" Covr oy e o|0g/8 gid (Tong lieu
Nang, de doa | 500 mg/6 gits (Tong lidu | hing ngay =30 gg o
tinhmang | hing ngdy=2,0g) | hoic 1 g/6 gitr (Ton
liéu hing ngay = 4,0 g)

Nhiém khudn

duomg tiét | 250 mg/6 gits (Tong lidu | 250 mg/6 gidy (Tong liéu
niéu khong | hing ngay = 1,0 g) hang ngay = 1,0 g)

bién chimg !

Nhiém khudn

duomgtiét | 500 mg/6 git (Tong lidu | 500 mg/6 gidy (Tong liéu
n:lé_ucébién hing ngdy =2,0 g) hing ngdy =2,0 g)
chimg

giam chirc nang than va/l ng g hé
Bénh nhan c6 d§ thanh thai creatinin < 70 ml.é/phl:l!/ 1,73 m?
va/hojc trong lugng co thé nhé hon 70 kg dé nghij giam
liéu cua RAX:%DIN theo bang dudi dy, D§ thanh thai
creatinin c6 thé dugc uée tinh dya vao ndng do creatinin
huyet thanh bang phuong trinh duéi day:
Tec (namy = [trong lugng (kg) x (140-tudi))/[72 x creatinin
(mg/dL)]

T. (o) = 0,85 X gld tl'i trén
D& xéc dinh liéu dung cho ngudi 16n bj sug giam chirc
niéing thin vi/holic giam trong lugng co the:
1. Cllon tong lidu ding hang ngay tir bang I theo dic
diém nhiém khuén.
2. a)Néu u*mF liéu hang ngay 12 1,0 g, 1,5 g ho#c 2,0 g,
gﬁzg ghia iéu thich ﬁqp theo bang 11 va tiép tuc véi
uocC 3.
b) Néy tdng lidu hang ngay 12 3,0 g hotic 4,0 g, ding
chia libu thich hop ko ﬁmyag 11 vigtiép tyc Vol budo 3.
3. Theo bang Il va III:
a) Chon trong lugng & cot bén tréi, trong lugng gn
giéng voi trong luonrs‘cua bénh nhén (kg).
) Chon mtc d thanh thai creatinin ¢ l_wenh,th
¢) Diém giao nhau gilta cdt va dong thé hién liéu
dugc giam,

Bénh nhén c6 d9 thaph thai creatinin tir 6-20 mL/phat/

1,73 m? nén dugc diéu trj v6i 125 mg hoac 250 mg
RAXADIN méi 12 gi¢ cho hiu hét cho the nhan gé
bénh, C6 thé ting nguy co cdc con dgng kinh khi dung




Jidu 500 mg mdi 12 gios cho cdc bénh nhan nay.

Bénh nhan c6 do thanh thai creatinin <5 mL/phut/1,73 m?
khong nén dung RAXADIN, trir khi s& tién hanh tham
tach mau trong vong 48 gio. Khong du bang ching dé
khuyén nghi dung RAXADIN cho céc bénh nhén phai
rira phiic mac.

Thém tach mdu ' ne
Pé diéu tri cho céc bénh nhan c6 d¢ thanh thai creatinin
<5 mL/ph{'n/],73 m? dang tham tach mau, nén dl‘mg ‘liéu
khuyén nghi cho bénh nhén c6 do thanh t}]él cp;,atmmA
tir 6-20 mL/phtt/1,73 m* (xem phéc do gidm li€u truyen

tinh mach cho ngudi 16n bi suy giam chirc nang thap vﬁ{
hodc trong luong <70 kg). Ca Imipenem va C11a§tat1n déu
bi thai trir khoi vong tudn hoan khi tham tich mau. Bénh
nhan nén ding RAXADIN sau khi thdm tach méu va céch
12 gios sau khi két thuc dot tham tach. Bénh nhén tham,
tach méau, ddc biét 1a nhing ngudi ¢ tién sir bi bénh vé «
hé thén kinh trung wong phai duge kiem tra chn than.

Péi véi nhing bénh nhén phai tham tach may, ', 1
RAXADIN chi dugc dig sau khi da cén nhéc gitra logi . !
ich va nguy co co giat tiém an (xem canh béo:va thén i
trong khi dung thuoe). - v v w1 gl 1l o
Bang I1: giam liéu truyén tinh. mach & bénh nhén ngu

16n bi suy giam chirc ndng thén va/hofic trong ' .- ol il
luong co thé < 70 kg aiv g oyt i g L e
Trong, | Néu lidu dilng hing ngdy & bing 112 1,0 gngdy .
lrgng co. [~ TR
thé (kg) D thanh thai creatinin (mL/phit/1,73 mf) W ‘
TR O P
L dupegim(mg) e -0 o i s
250 mBi 6 gio | 250 mdi 8 ity | 250 mi 12 g | 250 moi 12 gid
250 mbi 8 gior | 125 mbi 6 givr |1 250mi 12 gids | 125 mi 12gidr
125 mbi 6 gio | 125 mi 6 gio | 125 mbi 8 gid | 125 mdi 12 gio
125 mBi 6 gio | 125 mbi 8 git | 125 mbi 12 givs | 125 mbi 12 gids
125 mbi 8 gior {125 mi 8 gio- | 125 mi 12.gi | 125 mbi 12 gio
Néu litu ditng hing ngly  bang I 1d 1,5 g/ngly  e3H
Vi 89 thanh théi creatinin (mL/phiy/1, 13 m?) laz. - 1

211 [ar-0 " Ju-0.  [6n

Liéu duge gidm (mg)l: ", HEl
500 mbi 8 gio | 250 mdi 6 gior [ 250 mbi 8 gy | 250 mbi 12 git
[ 250 mbi 6 gio | 250 mbi 8 givs | 250 mi 8 gio | 250 mi 12 i
250 mbi 6 gid | 250 mbi 8 gitr | 250 mbi 12 gio | 250 mbi 12 g0
250 mbi 8 gio [ 125 mbi 6 giv | 125 mbiB gio | 125 mdi 12 gid
125 mbi 6 gior | 125 mbi 8 gio | 125 mdi8gio | 125 mbi 12 git
Néu libu ding hang nghy & bing 1A 2,0 g/gdy: * . > ¢ 1
Y/ 8 thanh théi ereatiin (mL/phit/1,73 ) i at
S DO EE D
it | Libuduge gidm (mg) s+ -+ ¢ o no e 4 onl
500 mdi 6 gior | 500 mbi 8 giv | 250mbi 6.giv | 250 mdi 12 gibs
500 mbi 8 gy | 250mbi 6 gio | 250mdi 8 giv | 250 mbi 12 gios
250 mbi 6 gid | 250 mbi 6 gid | 250 mi 8 giv | 250 mbi 12 gt
'[ 250 mbi 6 gio: | 250 mbi 8 gitr | 250 mdi 12 gty | 250 mi 12 giv
30 250 mbi 8 gio | 125 mbi 6 gio | 125 mi8 gio | 125 mdi 12gi0
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Bing L11: gidm lidu truyén tfnh mach & bénh nhan ngudi «
16n bj suy giam chire néing thdn va/hodc trong lugng cot U
thé<70kg POIATN RUTN I LT[R RS AR P Rt ru i

;l'rong Néu liéu dung haog ngdy & bing | M'3,0 g/ngdy

(hE () | VA 0 tha i reatnin (mLiph1,73 )+

| O R P
Sau 46, liéu duge gidm (mg) e . 10 ‘
290" 1000 mi8 git | 500 mdi 6 gid | 500 mdi 8 giv | 500 mbi 12 gio
750 mbi 8 givr | 500 mdi 8 gioy | 500 mdi8giv | 500 mdi 12 gitr
500 mbi 6 gidy | 500 mbi 8 gidy | 250 mdi 6 gio | 250 mdi 12 gi
500 mbi 8 giv | 250 mdi 6 giv | 250 mdi8 giv | 250 mdi 12 gio
30 250 mdi 6 gior | 250 moi 8 gio | 250 mdi8 gio | 250 mbi 12 giv
Trvngw Néu lidu dilng hing ngdy & bing I 1 4,0 g/ngdy '
:mﬁ‘) VA 49 thanh thai creatinin (mL/phiv/1, ) li: - 0 0 1
2M o 4w Jaw Ten '
Libu duge gidm (mg) i e e
270 ] 1000 mbi 6 gios | 750 mi 8 gy | 500 mbi6.gid | 500 mbi 12 gio
60 | 1000 mbi 8 gio | 750 mdi 8 gid | 500 mdi 8 gioy | 500 mdi 12 gio




50 750 moi 8 gio | 500 moi 6 gio | 500 moi 8 gio | 500 moi 12 gio

40 500 mai 6 gio | 500 mdi 8 gior | 250 mbi 6 giv | 250 mi 12 gie
30 500 mi 8 gio | 250 mdi 6 gior | 250 mdi8 givr | 250 mi 12 g

Phic d liéu diing chq tré em: DOi voi tré em, tir 3 thang

tudi tror 1én, phéc do licu ding duge khuyén nghi

nhur sau: i |

a, Tréem co trong lwong co thé hon 40 kg nén ding lidu
ngudi Iom. Licu toi da hang ngay khong vurgt qua
20g.

b, Tré %’m ¢6 trong lwong co thé dudi 40 kg nén ding
liéu 15 mg/kg mdi 6 gid, Tdng liéu hang ngay khéng
vuot qua 60 mg/kg. L

Khong du dif ligu lam sang dé khuyén nghi lidu ding cho’

tré em dudi 3 théng tudi hogc tré em bj suy gidm chirc '

nang thdn (creatinjn huyét thanh > 2 mg/dl), RAXADIN
khéng duge khuyén nghi dé diéu tri viém mang ndo. Néu
nghi ngo bi viém mz‘mg néo, nén sir dung kh‘éngsinh thich
hop, RAXADIN c6 thé sir dung ¢ tré em bj nhiém triing
huyet, néu khong c6 nghi ngd b viém mang nfo. 2 ,‘)“,

Hudng din pha dung dich: Phai pha !uqngéfhuéc trong" |

1o y&i 100 ml dung dich truyén thich hop, n ngas.. .t

cudi cing khéng duge qua 5 mg/ml. Céch pha thudc nhu |

sau: thém khoang 10 ml dung djch tiém truyén =" % Vi

(xem muc twong thich va on dinh) vao lo; Lic k¥ va “‘,,";

chuyén hdn dich thu dugc vao chai dich truyén, " '~

Chi y: HON DICH NAY KHONG BPUGC TRUYEN ", /!

TRUC TIEP. Lgp lai véi 10 ml dung dich tiém " "~ "

truyén dé dam bao da chuyén toin by lwong thude ¢6 " d

trong lg vao chai dich truyén, Lac k§ hon hop cudi " ;

ciing dén khi thu duge dung dich trong suot, " st

Tuwong thich va on djnly ' ' """ A ol B 0

Trurde khi pha: B4t thude khd nén dwoc bio quan & nhigt |

GO AUOLIUNG, - At 2t g nLo gl U AR Al

Dung dich pha loang: Mah cia dung dich RAXADIN "'/

thay di tir khong mau dén vang. Sy thay ddi mau sic’ "

trong pham vi nay khong anh huéng dén higu lyc cua. ,'“
thuoc. RAXADIN c6 séin trong céc 1o dé truyén tinh mach
va pha lodng nhu trén bang céc dung dich sau dy s& duy,
tri hi¢u lyc mong muon trong 3 gi¢r & nhiét 46 phong va

24 gig trong ti lanh (2°C — 8°C) (chi y cdc truong hop. o

ngoai I¢): ' . i T gt L

Dung djch pha tiém NaCl 0,9%, Dextrose 5% va {0% pha

tiém, Dextrose 5% pha tiém va NaHCO; 0,02%, Dextrose

5% pha tiém va dung dich NaCl 0,9%, Dextrose 5% pha

tiém va dung djch NaCl 0,225%, Dextrose 5% pha tiém

va KCl 0,15%, Manitol 2,5%, 5% va 10%, """ 7"

Dung dich RAXADIN khong nén dong lanh, ., Wy

RAXADIN khéng nén tron lan hofic thém vao gé‘c khéng'.

sinh khéc. Tuy nhién RAXADIN c thé ding dong thoi, .

v6i cac khéng sinh khac nhu céc aminoglycoside nhung i

t3i céc vj tri tiém khéc nhau, o T o

CHONG CREDINH" ™ b it ottt iay s it}
RAXADIN chégngchl dinh véf bénh nhan min cam véi
bt ky thanh phin ndo eua thudc, -

g;irﬂ ?Ao VA THAN TRONG KHI DUNG THUOC
nh bdo ; .
Phan (g qué mén nghiém trong (phan v&) va doi khi' ;
cé thé gdy tir vong dugc bio céo trén bénh nhén diéu tri i
biing beta-lactams. Nhitng phén (mg ndy thudng xay ra ‘.
trén ¢4 nhan c6 tiZn sir nhay cam vdai céc dj ugg nguyén
khéc nhay. D c6 béo céo vé cc truong hop ¢4 tién sir
qué mén véi penicillin, bj qus mn ning khi diéu trj véi
céc beta-lactam kh4c, Trude khi khdi ddu didu trj véi
RAXADIN, can diéu tra can thin tién sir cdc phan (mg
qué mén da xay ra véi penicillin, cephalosporine, cdc =
beta-lactams va céc tac nhn gdy dj (mg ghéc. Néu xdy
ra dj img v6i RAXADIN, nén ngung thude, Phan ng
phén v¢ nghiém trong cdn phai duoc diéu tri ngay voi .
epinephrine, oxygen, steroids tjém tinh mach va kiém' """
sodt duomg thor ke ca phai dat ong ndj khi 1"3" Dong, . |
kinh va céc t4c dung phy lién quan dén hé thin kinh
trung wong nhu trang thai 16 14n va gidt rung co duge béo
cdo trong khi diéu trj véi RAXADIN (xem myc “Thjn
trong”). Viém rugt két mang gia duge béo cdo voi tht ca
éng sinh, ké ca v6i Imipenem-cilastatin natri, 6 thé
0 mirc 43 tir nhe dén nguy hiém tinh mang. RAXADIN .
hai duge cha  khi chi dinh cho bénh nhan c6 tién st
nh tidu hoa, dic biét‘d rudt két. Quan trong 13 xem xét
chén doén viém rugt két mang gia trén bénh nhén tidu
cmxl do dung khéng sinh. Diégu m béng thudc khang sinh’
o6 thé anh hudng dén hé vi khudn binh thuong trong rudt
non dl; dén t‘?g qué mic C. difficile. C6 cdc nghién ciru’
cho thay ddc 16 cua Clostridium difficile 13 nguyén nhan '
chinh gy viém ruft két do ding lzhfm sinh, Sau khi d3
chan dodn dang bénh yiém rudt két mang gi, nén tién
hanh céc bi¢n phép didu trj ngay, Trudng hop nhe chi cln
nhing bién phép don gian nhu: ngung didu tri. Elhlm ,
leﬁng hop tir trung binh dén ning thi phai truyén dich, '
sung chét di¢n gidi, protein va didu trj khéng vi khu
C dlﬁic[le sﬁy Viem Ng‘t'k tf' (RTH | AWTITRERITR FIO% TN nvww!
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Thén trong Kt tal (0F g
Tong qudt: cac phan mg khong mong mudn trén hé than
kinh trung vong nhu trang théi [a ldn, giat rung co, va con
co giat duge bao céo khi ding RAXADIN, déc biét khi
dung qua liéu khuyén céo. Jt
Nhiing trudmg hop ndy xay ra thuong xuyén ¢ nhimng
bénh nhén roi loan than kinh trung wong (ton thirong ..
néo hoic c6 tién sir dong kinh) va/ ho§c suy giam chirc
ning thén. Tuy nhién, da cd bao cdo ve cdc tac dung phu
lién quan dén hé than kinh trung wong trén nhirng bénh |
nhédn khong nhén thay hodc khong dugc ghi nhan lai cac
r6i loan than kinh trung wong hoac suy giam chirc nang'
than. Khi dung qua lidu khuyén cdo, bénh nhan truong
thanh c6 do thanh thai creatinine < 20 mL/phiit/1,73 m?
c6 hodc khong thdm tdch méu, c6 nguy co bi co gidt cao
hon nhiing truong hop khong suy thén. Tuy nhién, cén
bam sat vao hudng dan vé liéu cho bénh nhén (xem muc,
“liéu dung va cach dung”). Bénh nhén c6 d¢ thanh thai -
<5 ml/phut/1,73 m?* khong nén dung RAXADIN trir khi
tham tach dugc bit dau trong vong 48 gio. Do6i véi bénh
nhan dang thadm tach méu, RAXADIN dugc kpuygn céo
chi khi loi ich vuot troi nguy o con co gifit }iem an. Can
giam sat chit ché lieu khuyén céo va phdc do thoi giay" :
dic biét trén bénh nhan da biét nhimg yéu t6 co thé din-,
dén co giat. Nén tiép tuc dung thudc chong co giét cho
bénh nhan cé tién sir dong kinh. Néu cé trigu chimg rung
cuc bg, gidt rung co, hay con co giat xdy ra, bénh nhén '
phai dugc dénh gia ve than kinh, va di€u tri co giat ngay
néu bénh nhén chua dugc diéu trj tir trude, va phai kiém
tra lai liéu RAXADIN dé xéc dinh c6 thé giam liéu hodc |
ngung dung khéng sinh hay chua. Tuong tyr nhur cdc— -
khéng sinh khdc, sir dung RAXADIN kéo dai c6 thé gy
ting qua mirc cdc ching khong nhay cam. Pénh gia lai
tinh trang bénh nhén 1a cén thiét. Néu bdi nhiém xay ra.-
trong qua trinh diéu tri, nén ding cac bién phép cén thiét.
Cac xét nghiém: mic dui’RAXADIN c6 dgc tinh thép, can
khuyén cdo dénh gid dinh ky chirc ndng cua hé co quan,.
bao gom thén, gan va huyét hoo khi diéu tri dai han.
! ol i st el Li3g Sy ol
SU'DUNG THUOC CHO PHY NU' CO THAI VA
" CHO CON BU il el anbi \
Str dung 6 phy nit 6 thai:-chua c6 nghién ciru day di va
duoc kidm soét tot trén phu nir ¢4 thai, khong nén dung .
RAXADIN: trong khi-c6 thai-trir khi-lgi-ich-vuot trdi-nguy
co cho me va thai nhi. ¢ 1 i
?’hu nit cho con bii: RAXADIN chua dugc phéthién
trong sita nguoi. Néu st dung RAXADIN la cén thiét,
ngudi me nin ngungchoconbu, |- . | 2

ANH HUONG CUA THUOC LEN KHA NANG LAI
XE VA VAN HANH MAY MOC ' . ‘ i
Mot 86 tac dyng phy do ding thude ¢6 thé anh huong - -
dén kha ning 14i xe va vén hanh may méc ciia bénh nhan
’(Xem myc “téc dyng khong mong mudn cia thude”), |
TUONG TAC, TUONG KY. CUA THUOC |
TwongTée =~~~ = = - Mk R
Co giat ton than dugc béo cdo trén bénh nihan ding ! |
ganciclovir v RAXADIN. Nhing thu6c ny khong ~ =
nén kétgwptrix_khx lgi fch vuot trdi nguy co. . ...
Vi sy ket hop gitra RAXADIN va probenecid chi am |
ting nh¢ ndng d6 va thdi gian bén thai trong huyét |
twong cua Imipenem, khong khuyén cdo ding chung © ‘

robenecid va RAXADIN. Khéng nén tron hoic thém | |

XADIN vao céc khén%sinh e, Tuy nhién, -~ -
RAXADIN c6 thé ding dong thoi véi khang sinh khac -
inhu aminoglycosid nhung tai c4c vj trf tiém khac nhau. il
P T i % % S o $
Tuwongky | . = P ! . ‘
RAXADIN khéng dugc trdn hay thém vao céc khéng - '
siph khéc, Tuy nhién, RAXADIN c6 thé duge ding ./ »
dong thoi véi cée khang sinh khéc nhu aminoglycosis,
RAXADIN khong tuong thich véi lactate va khong nén |,
Pha trong dung djch pha lodng c6 chira lactate, [t
o ‘ iy .
TAC DYNG KHONG MONG MUON CUA THUOC'
RAXADIN néi chung dugc dung nap tét. Trong ¢cac-~ '
nghién ciru l4m sang, phén 16n trong s6 1723 bénh |
nhén dugoe dieu trj, mic nhiéu bénh, bénh nang va suy--
gll]ém 'céh&;é naé\g lslinh lyécﬂa co thé, gdy khé khin
0 vige xac dinh nguyén nhan cua céc tic dung phy cé

Ehéi la do RAXADINyhay khong, .- " gp 4
Phén img tai chd * ! Vo |
Cég phan (g tai chd duge bdo céo c6 kha nang, gin nhu

|

f 1

1
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chéc chin hofic chic chan do viéc didu tri ban,
RAXADIN la: i éu yhal

Viém tinh mach/ viém tinh mach huyét khéi - ' 3,1%
Dau ti vj trf tiém ©0,7%
Hong ban tai vj trf tiém T 04%
Chai tinh mach ; - T 02%
Nhiém khuan tinh mach truyén o 0,1%!
Phén émg c6 hgi toan than : '

Céc tée dyng phy thudng gip duge bdg cdo 1a c kha 1
ning, gin nhu chiic chiin hojc chiic chin do viée didu
trj biing RAXADIN 1a: budn nén (2,022, tiéu chay (
(1,8%), ndn (1,5%), phét ban (0,9%), s6t ké ca st do -

thudc ghy ra (0,5%), giam huyét 4p (0,4%;, co git (0,4%)
(Xem myc “th@in trgng”), hoa mit (0,3%), ngira (0.3%),




no1 me day (0,2%), buén ngu (0,2%

).
Téc dung phu toan than trong lam sang duoc béo cdo 1a
6 kha nang, gan nhu chac chan hogc chac chin do viéc
diéu trj bing RAXADIN c6 tén suat nho hon 0,2% bénh
nhén hodc duge bao cdo khi thudc duge luu hanh trén thi
truong. ) ) )
H ticu hoa: viém rugt két mang gia (triéu chimg viém
rudt két mang gia co thé xay ra trong hogc sau khi diéu

tri bang khéang sinh, xem muc “khuyén cdo™), xudt huyét
rudt két, viém gan, vang da, viém da day ruét, dau bung,
viém ludi, gai ludi sung phu, ring hodc ludi nga mau, ¢
néng, dau hong, tang tiét nudc bot. | K )
Huyét hoc: giam bach cAu trung tinh, gidm bach cAu, mét
bach céu hat, thiéu mau tan huyét, suy tily xwong, giam
lugng tiéu cau, ting thoi gian Quick. ‘

HE thén kinh trung wong: bénh ndo, triéu ching run, trang
thai 10 1an, gidt rung co, di cdm, chong mit,'dau dau, r6i
loan tdm than bao gom do gide. | ‘ '
Gidc quan: mét thinh gidc, sy 0 tai, thay déi vi gide. .
Hé ho hap: khé chju & ngye, kho tho, thé gap, dau ré than
kinh ¢4t song. )

Hé tim mach: danh trong ngyc; chdm nhip tim;

Da: h¢i chimg Steven-Johnson, ngd doc da gdy hoai tir, |
hong ban da dang, phu mach, d6 da, chimg xanh

tim, thay doi bé mit da, nhiém nim am dao, nglra 4m hg.
Todn thén: viém da khép, suy nhuge/ yéu 6t, phan (g
phan v¢, phi mach, co thdt phé quan, ' :
Chire niing than: suy than cap, thiéu niéu/ v6 nigu, da’ "~
niéu, nudc tidu sAm mau, Rt khé x4c dinh vai trd cia '
RAXADIN trong nhitng thgy ddi vé chirc ning than nay,
vi nhirng yéu t6 thuén loi din dén tinh trang ting nitrogen
huyét trong suy than trudc thén hotic 61 loan chirc ning
thandd coé tr truge. " Pl
Bénh nhén gjam bach cAu hat: Nén v&/ hoic'budn non "
do,dung thudc xay ra thuong xuyén hon trén bénh nhin . |
mat bach cau hat so véi bénh nhan khong, mét bach cau ‘
hat. Anh hudng trén céc thong s6 xét nghiém: anh hudng
trén céc thong so xét nghiém khong lién quan dén thudc
dugc béo céo trong cac nghién ciru 14m sang hay trong i
qué trinh luu hanh thudc 1a: Gan: ting ALT (SGPT), AST . |
(SGOT), phosphatase kiém, bilirubinva LDH., -
Huyét hoc: ting bach cu wra acid, thir nghiém Coombs
duong tinh, ting té bao bach céu, ting tiéu cau, giam
hemoglobin va ty 1& hdng cau, chirng mét bach cau hat,
tang bach cau don nhan, thoi gian prothrombin bét thuong, |
tAng té bao bach huyét (lympho) va té bao ua kiem., -
Chat dién giai: giam natri, ting Kali va Chlor.

Thén: ting nitrogen urea trong mau (BUN) va cteatinine.
Xét nghiém nudc tidu: xuét hién protein, héng cdu, bach |
cau, té bao hinh try, bilirubin, urobilinogen trong nuéc ti€u.

7 iy’ s Y el
QUA LIEU VA CACH XU TRI" iy
Ngd doc tinh mach cap do phoi hop Imipenem-cilastatin
natri ti 1& 1:1, dugc nghién ciru trén chudt vdj lieu 751
dén 1359 mg/kg. Sau khi ding thudc, mét diéu hoa xay ra
nhanh chéng va khodng 45 phit thi xdy ra gift rung co. '
Tir vong xay ra trong vong 4-56 phut tai tit ca cdc liu. ,
Ng doc tinh mach cdp Imipenem - cilastatin _natri xdy |
ra trong vong 5- 10 pht trén chudt voi liéu 771 dén
1583 mg/kg. Trén tht ca céc nhom liéu didu tri, chudt cai |
bj gidm hoat dong, nhip thé chim va chimg sa mi mat
kém co gidt din ‘fén y vong; trén con dyc, chimg sa mf
mit dugc quan sat & tat ca cic Jieu tron% ghl lné}l chimg ‘
rung va co git rung xay ra ¢ tat ¢4 céc licu tr lidu th.ép :
nhé% (771 mg/kgg Trong 1 nghién ciru khdc, chudt eai
xudt hién mat diéu hoa, nhip thd chdm va gidm hoat dong |
trén tat ¢4 céc liéu trir liu thdp nhat (550 mg/kg), tir vong
xdy ra sau khi co git. Chugt dyc ¢ trigu chimg run fai * |
hai liéu cao nhdt (1130 va 1734 mf/kg) Tir vong xult
hién gitra 6 va 88 phut vgi lidu 771 dén 1734 mg/kg, .~
Trong trudng h c%ué liéu, nén ngung RAXADIN, didy
trj triéu ching 3{ ho trg diéu trj theo yéu cdu. lmlpenemj
cilastatin natri c6 thé bj thai try do thdm tach mau. Tuy *
nhién, l¢i fch cua thy thudt ndy trong trudmg hop qué héu,)
vinchuardrang, = ]

PACTINHDUQCLYCHOC = | 2

Nhém duoc Iy: Khéng sinh sit dyng todn than,,
carbapenem. 0 ‘ 4 (" 1
Ma ATC: JOID H51 L
Imipenem la m¢t khéng sinh cé phlé rdt r9ng thudc nhom
beta - lactam. Thudc ¢4 tac dyng diét khuin nhanh do -
tuong thc véi mot 0 protein gan két véi penicilin (PBP)
trén mang ngodi cua vi khudn. Qua d¢, ¢ ché sw tong
hop thanh té bao vi khuan theo cg ché giong nhu céc | |
khéng sinh beta - lactam (l;héc. xé, 1&m n;g:g, imi n[elm ‘
dugc chimg mjnh c6 tic dung chong nhimg vi L
uan tronggnhét bao g‘gm phﬁ\ 16m cac vi khudn Grarbxz i
wong, Gram 4m, ua khi va ky khi. Imipgnem ciing bén
vimg véi cac bet.z- lactamase ciia vi khudn, Imjpenem . |
dugc st dung phoi hgp véi cilastatin 14 mot chét Gc ché
sy phdn huy cua imipenem boi enzym dehydropeptidase
¢6 trong ong thén va t&nf cudng sy thu 21?. cua th_uéc ndy, |
Cilastatin kﬁOng ¢6 tdc dyng khéng khu Qén véibeta-
lactamase. i ool :
Imipenem ¢ thc dugg rét tdt in vitro chdng vi khudn Gram
duong ua khi bao gom da sd céc chung Staphylococcus, |

)
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Streptococcus vamot S0 Enterococeus. Ngoai 16 1a
Enterococcus faecium thuong khang thuoc va mot so

lugng ngdy cang ting chung Staphylococcus aureus khing
methicilin va Staphylococcus coagulase am tm‘h.

Imipenem cfing ¢6 téc dung rat tot in vitro chong
Escherichia coli, Klebsiella spp., Citrobacter spp.,
Maorganella morganii va Enterobacter spp. Thuoc c6

phan kém manh hon ddi v6i Serratia marcescens,
Proteus mirabilis, Proteus duong tinh véi indol va
Providencia stuartii. Da s0 céc chung Pseudomonas
aeruginosg déu nhay c?xn. Tuy nhién, su phat trién tinh
khang thudc cia mot so chung Pseudomonas
aeruginosa da dugc mo ta trong qué trinh dicu trj véi
imipenem - cilastatin, Nhiéu chung Ps. cepaciq va

hau hét cac chung Xanthomonas maltophilia déu khéng,
Pa 50 céc vi khuén ky khi déu bi trc ché béi imipenem,
bao gom Bacteroides spp., Fusobacterium spp.,
Clotridium spp. Tuy nhién, C, difficile chi nhay cim vira
phai. Céc vi khuéin nhay cam in vitro khéc bao gom
Campylobacter spp., Haemophilus influenzae, Neisseria
gonorrhoeae, ké ca céc chung tiét penicilinase, Yersinia,
enterocolitica, Nocardia asteroides va Legionella spp. ' o
Chlamydig trachomati khang voi imipenem.' " " - ¢

Dic tinh tdt cia imiperiem khién cho thuéc nay ¢6 thé sir

dung ddi véi nhitng nhiém khuan rat ning, dic biét khi
khong biét r loai vi khudn ndo, hogc trong nhitng truong
hop nghi nhiém ca vi khuéin ky khi 14n wa khi. DS thuong
la nhitng nhiém khuéan sau m6, c6 ngudn goc tir dudng , .
da day - rudt, hogic tir dudmg sinh duc nir. Mot (mg dung
khéc clia imipenem 1a nhimg nhi&m khklén ngng méc phai
& bénh vién ¢ nhirmg ngudi bénh suy yéu. Chén thuong
ning vi nhidu ton thuong kém theo nhidm khudn cling

1a trudmg hop 6 thé sir dung imipenem, Nhiém khuén

¢ chéin cua ngudi bénh déi thio dudng do nhiéu loai vi
khuan hon hop ciling thuong duge diéu trj tét. Ciing c6

thé ding dé diéu tri nhiém khudn & tré so sinh. Khéng
khuyén khich dung ph6i hop imipenem - cilastatin voi '
nhimg khéng sinh khae. = "' " 2
Imipenem - cilastatin c6 higu lyc tét dén mirc c6 nguy co
cao bi lam dyng va ding qua mirc, Do d6 chi nén ding .
thudc nay trong nhimg trudng hop rat nang. Py la mot
khang sinh hang thir ba cho nhitng trudmg hop cdp cru /.
nang, khi cic thudc khac khong co higu qua. , == J‘\ y

HTEAT! a1ty

PAC TINH DUQC DONG HQC 1" i i
Imipenem - cilastatin khong hp thy say khi udng, ma =~
cén phai tiém tinh mach. Khi tiém truyén tinh mach "'
500 mg imipenem trong 30 phit cho ngudi tré va ngudi
trung nién, dat dinh ndng 46 huyét thanh 30 - 40 mg/lit,
Nong 46 nay dii dé diéu trj phan 16n nhimg nhidm khuan.,
Imipenem va cilastatin thai trir qua loc & cu thén va bai
tiet & ong thdn. Nira doi thai trir khoang | gid, nhung kéo,
dai trong tromg hgp suy giém chirc nang thén: 3 gid d6i
véi imipenem, va'12 gio doi vdi cilastatin & ngudi bénh
v6 niéu. Do d6 cén phai diéu chinh ligu lugng tiy theo
chirc nang thin. Nhitng ngudi cao tudi thudng bj giam
chirc niing than, do d6 nén diing lidu bing 50% liéu binh
thuémeg (trén 70 tudi), ik

Imipenem - cilastatin khuéch tén tét vao trong nhiéu md '
cuia co thé, vao trong nudc bot, dom, md mang phdi, dich’
khop, dich néo tiy va m6 xuong. Vi dat nbng do tot trong
dich ndo tiy va vi ¢6 tic dung tot ch6ng ca lidn cAu khuan
beta Rh()n} B va Listeria nén imipenem cgng c6 tac dyung
t0t d6i véi viém mang nfo va nhi€m khufn & tré 5o sinh,

Dir ligu an toan tién Mmsang =~ " :
Sinh ung thu, gdy dpt bién va suy gidm kha ndng sinh sin
Nghién ciru dai han trén dong v4t chua duoc tién hanh dé
dénh gia kha ning gy ung thu cia Imipenem va cilastatin,
Nghién ctru dgc tinh vé di truyén hoc dwgc tién hanh kd
trong céc thir nghi¢m khac nhau ¢ vi khudn & dong ' |
VAt c6 vi i vivo & in vitro. Cdc thir nghiém da tién
hanh: thir nghiém gy dot bién té bao ong vat co va V79’
(imipenem-cilastatin natri ding don doc va imipenem
g‘lop ddc), thir nghiém Ames (Cilastatin natri don ddc va
imipenem don dgc), thir nghiém rdi loan tdng hop ADN '
(Imipenem - cilastatin natri) va thir nghiém di truyén hoc'
bao & chudt in vivo (imjpenem-cilastatin natri). Khong'
¢6 thir nghiém no cho thay c6 chimg cff lién quan dé dgi '
truyenhoc, - ! 1
Tht nghi¢m kha néing sinh san trén'chudt dye va chugt
cdi dugc tien hanh vé&i imipenem ~ natri cilastatin voi lidy
dén 11 14n liéu thuémg ding & ngudi d8i véi thude tiém ;
tinh mach (dya trén mg/kg). Sy gidm nhe trong lugng bao
thai chi giip & liéu cao. Khong ¢0 tic dyng phy nao khac
trén kha néing sinh san, hiu suat sinh san, kha ning séng ’

V)

\
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86t cia bio thai, su phit trién ciia ché moi sinh, Ngodi ra,

| kh(‘)nﬁithéy ¢4 téc dyng phy trén bao thai hojic trong khi

bu, khi dung imipenem-cilastatin natri vao cubi thaiky '/
cua chudt, ) S B
Tdc djng gay qyd} thai ' A g
Nghién ciru quai thai hoc véi cilastatin natri trén thy
va chudt tai liéu lan luot gép 6dén 20 l4n liducao '
nhét khuyén cdo cho ngu i ¢Ga ¢Ong thirc Imipenem ="
cilastatin natri tiém tinh mach, khong cho thiy tac

dyng phy & bdo thai, - . ! bk
Khéng c6 ching ot gAy ‘quéi thal trén chudt ¢dng va

LA



chudt nhat tai liéu lan lugt 1a 1 va 18 lan liéu Imipenem-
cilastatin thuong ding cho nguoi. Nghién ctru quai tPai
hoc v&i Imipenem — cilastatin natri vdi liéu dén 11 lan
liéu thuong dung cho ngudi trong cong thire thudc tiém
tinh mach (30 mg/kg/ngay) cho chudt nhat va chudt céng
mang thai trong qua trinh tao co quan, khdng c6 ching ctt
vé gdy quai thai.

Khi duing Imipenem - cilastatin natri cho tho mang thai
véi lidu twong duong va cao hon liéu thuong dung cho
nguoi trong cong thire thudc tiém tinh mach, s& gy giam
trong lugng co the, tiéu chay hodc gdy tir vong tho me.
Khi ding Imipenem - cilastatin natri cho thé khong mang
thai véi liu twong ty, cling quan st thdy sy giam trong
luong co the, tiéu chay va tir vong. Sy khong dung nap
nay tuong tu nhu khi ding céc khz'mg sinh beta lactam
khéc & thd va ¢6 thé do anh huéng dén hé vi khuén trong
rudt. Nghién ciru quai thai hoc ¢ khi cynomolgus dang
mang thai ding imipenem — cilastatin natri liéu

40 mg/kg/ngay (tiém tinh mach) hodc 160 mg/kg/ngay
(tiém dudi da) s& géy ddc cho con me bao gém ndn,
biéng &n, giam trong lugng co thé, tiéu chay, sdy thai

va tir vong trong mt s6 trudmg hop. Ngugc lai, khong

¢6 ddc tinh rd rét nao dugce quan sat, khi cho khi khong
mang thai dung liéu 180 mg/kg/ngay (tiém dudi da).

Khi dung imipenem - cilastatin natri cho khi cynomolgus
mang thai (liéu 100 mg/kg/ngéy hodc gip 2 14n liéu hang
ngdy cao nhat dugc khuyén cdo & ngudi trong cong thirc
thudc tiém tinh mach) véi toc d truyén tinh mach tuong
tw nhu khi sir dung & ngudi trén 1dm sang, ¢6 sy bat dung
nap nhé & me (thinh thoang gy nén), khong gdy tir vong
cho me, khong 6 chimng ctr gdy quéi thai, nhung c6 sy
tang sy thai twong dbi so véi nhom kiém sodt,

QUY CACH PONG GOI /

Hop 1 19, hép 10 1o hozic hop 50 lo. RAXADIN chira
trong lo thuy tinh 20 ml loai III, khéng mau, kém nit
cao su loai I va ndp nhém, phi bén ngoai bang nip nhya.

PIEU KIEN BAO QUAN
Bao quan duéi 30°C. Sau khi pha loéing: 3 gi& & nhiét 49
dudi 25°C hofic 24 gio trong ti lanh (2°C -8°C).

HAN DUNG ,
24 théng ké tir ngay san xuat, Khong ding RAXADIN
sau ngay heét han ghi trén lg hay hop.

TIEU CHUAN CHAT LUQNG
Tiéu chuédn co sd.

CO SO SAN XUAT

DEMO $.A. Pharmaceutical Industry

21* km National Road Athens-Lamia, 14568 Krioneri,
Attiki, Hy Lap.

CO SO PHAN PHOI
Céng ty TNHH Binh Viét Dirc (Bivid Co., Ltd)

62/36 Truong Cong Pjnh, Phudng 14, Quan Tén Binh,
Thanh phé Hgé Chi Minh.
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