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CHIDINH s ‘
Meropenem Kabi duoc chi dinh d& didl tr'¢ac bénh hhidm khuén
sau 'Shd Rgudi 161 VA tré ‘e tren '3 thang tudi (xem' Canh'bao Va
than trohg kHi ding thude, Bac tinh diodTige hoe). 1 Lok

L 'Vidm phéi hang! bab gdm ca Viahh phai bénh vieH Va Viem phai
"o st dung Fidy the T Y ErG RSOl prnb
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- Nhiém khuan  bung.c6 bién.chtng < e s 1514/ «
-scNhiém khuan trong.va sau khi $inh-, .1, 1151 11
- = Nhiém khuén da va md,mém co bién,chirng 1~
-1 Viém mang n&o cAp do vi khudnp i son pryh
Didu trj bénh nhan nhi&m khudn huyét o6 lién quan hodic hghi!rigd!
6 lién quan v6i bat ky dang mhigm khudn'nos:é: trén.: b prinQ
Meropenem Kabi c6 thé duoc dung didu tri cho bénh,nhan, gidm
bach cdu c6 sétnghi ng® do nhiém khuén, - _"" o
CAn chu ¥ xem xét, tuan thil c4c van ban hiréng dn chinh théng vé
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Liéu dung ¢ tdod 204
Bang 1,va:2:dwéi day, la lidukhuyénicao chung. /

Liéu dung va théi gian st dung meropenem cn phai tinh dén dang
nhiém khuén can didu tri, bao gém ca murc d6 nang nhe clia bénh
va dép (rng |am sang clia ngudi bénh.

D8 diéu tri mot s loai nhiém khuan nhuw nhi&m khuén do cac chiing
kém nhay cam (Enterobacteriaceae, Pseudomonas aeruginosa,
Acinetobacter spp.) hoac céc loai nhiém khun nng, c6 thé ding
liéu 18n t&1 2 g x 3 1An/ngay cho ngudi I6n va tré vi thanh nién, va lidu
1&n t&i 40 mg/kg/lan x 3 1an/ngay cho tré em.

Cén xem xét thém vé liéu dung khi didu tri cho bénh nhan suy than
(xem thém phia duwdi).

Bang 1

Nguwoi I6m va tré vj thanh nién
Bénh nhiém khuan

Liéu dung méi
8 gio
500 mg hoac1g

Viém phdi nang bao gbm viém phdi bénh vién
va viém phdi do s dung may thd

Nhiém khuén phé quan — phdi trong bénh xo. 2 g
nang

Nhiém khuén duéng tiét niéu cé bién chirng
Nhi&m khuén & bung c6 bién chirng

Nhiém khudn trong va sau khi sinh 500 mg hoéc 1g
Nhi&m khuén da va mé mém cé bién chirng 500 mg hoic 1g
Viém mang néo cép do vi khuén 2g

Dung cho bénh nhan gidm bach cau cé sbt 1g

500 mg hodc 1g
500 mg hoéc 1g

Meropenem thudng dwgc truyén tinh mach trong khodng 15 dén
30 phat (xem Tuong ky clia thuée, Han ding va Canh béo va than
trong khi dung thuéc).

Ngoaira, cothétiém bolus tinh mach trong khoang 5 phutvéiliduléntoi
1g. Di liéu vé d6 an toan cho viéc diing lidu 2g tiém bolus tinh mach
& nguoi 16n con han ché,

Bénh nhan suy than

Cén phai diéu chinh liéu cho ngui Ién va tré v thanh nién khi hé sé
thanh thai creatinin dwéi 51 ml/phat nhw trong bang duéi day. D
liéu hé tro' cho viéc dung liéu didu chinh nay cho 1 don vj lidu 2 g
con bj han ché.

Bang 2
H¢ sb thanh | Lidu (trén co sé “don v|" lidu 1a | Tansé
thai Creatinin | 500 mg hoéc 1 g hoéc 2 g, xem
(ml/phat) béng 1 & trén)
26 - 50 Mét don vj liéu Méi 12 giey
10-25 Ncra don vj liéu M8 12 giér
<10 Nira don vj liéu M8 24 giéy

Meropenem bj logi trir khi thAm phan va loc mau nén cAn phai cho
ding 1 liéu sau khi hoan thanh loc mau.
Khéng c6 libu khuyén céo cho bénh nhan thdm phén phic mac.
U=
12108}
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Bénh nhén suy gan ASidn ul vepn miH YerIn priidy 555 ¢
KFong' ¢ar'didu'chiinti 118G chic'bénh Ahan suy gan (xeh Canh béo
va than trong khi ding thuég). 1 ve i afor 02 £ prst 4l iy
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Khong cAn' didu chinh' 118U’ cho'ngurdi tao tudl €6 chirc nang than |
bifth thudng hodc'Ha s thanh thai creatinin'khoérig trén 50 ml/phut:
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Chua c6 tai lidu v& db an toan va hiéu qua khi dung mero enem cho
ré dudi 3 théng tul, cling nhu chua xad dinh dligc 'ligﬁv'duﬁg"lél
U Tl 18R, it VAl dar 11y dlbc 36ng hoc cfib réing c4'thd ding
idu 20 mg/kg mBI 8 giéy cho tré duéi 3 thang (xem Bic tinh dugc
déng hoc).

Tré tur 3 théng dén 11 tudi v thé trong t6i 50 kg
Liéu khuyén céo duoc dua ra trong bang 3 dudi day:

Bang 3

Bénh nhiém khuln Lidu diing méi

! 8 giv
Viém phdi néing bao gdm viém phdi bénh 10 hodc 20 mg/kg
vién va viém phédi do str dung may thér
Nhi&m khuan phé quan - phédi trong bénh xo 40 mg/kg
hang ;
Nhidm khudn dirong tiét niéu ¢6 biénchrng " 10 Hoac 20 malkg
Nhim khuén & bung c6 bién chirng 10 hodc 20 mg/kg
Nhiém khuan da va mé mém cé bién chirng 10 hoéc 20 mg/kg
Viém mang n&o cép do vi khudn 40.mglkg
Duing cho bénh nhan giam bach cAu cé'sét | 20 mg/kg

Tré em trén 50 kg thé trong

Dung lidu nhu ngudijon.

Chua c6,tai liéu vé dung thuée;cho tré.em bi suy than.

Pwong dung

Meropenem thudng dugcdung dudng truyén tinh machtrong khoang
15-30 phut (xem Twong:ky cla ithuécjHan ding va-Cénh béova
than trong khi diing thuéc): Ngoai ra; ¢6 thé ding liéu meropenem
t6i:20 mg/kg tiém bolus tinh mach trong khoéng 5 phat. Tai liuvé
d6 anitoan ciia viéc dung liéu 40/mg/kg tiém bolus tinh mach cho tré
em con han ché. ‘

Cach dung

D& 'sir diing theo dirdrng tiém bolus tinh mach, can pha meropenem
VoI nrée cét pha tigm vo khGan dén ndng do cudi cling 1a 50 mg/ml.
Tiém truyén: ' ‘ 1099 :

D& truyén tinh mach c6 thé hoa tryc tiép meropenem trong chai/
1o v&i dung dich tiém truyén NaCl 0,9% hogc dung dich tiém truy&n
glucose 5% dén néng do cudi cung 1a 1-20 mg/ml.’ 4

Mi chaillo chi dung 1 1&n.

Nén 'ap ‘dung ky thuat'vd'triing chuan @& pha thuéc va st dung
thuée. o N :

Cain léc dung dich trudc khi diing. et

Phén thuéc kﬁéng st dung hodc nguyén liéu thira can phai duoc xie
1§, theo,quy dinh.cta nudc so tai. . b

CHONG CHI'DINH/" 7 ‘

M&n cam véi hoat chéat hodc'véi bét ¢t thanh phan ta 'diroc nao
ctia 'thuée. b ensn I :

Man cam voi bét'ct¥ mot khang sinh ho' ¢arbapenem nao khac.

M&n cam nang (vi dy nhu phan ¢ng phan vé, phan tng da nang)
Vo bét cl¥ loai khang sinh betalactam'nao khae (vi du nhu penicillin
hay cephalosporin). " L

CANH BAO VA THAN TRONG KHI DUNG THUOC
Khi Iwa,chon meropenem diéu.tri cho tirng bénh nhan can tinh dén
viéc c6 can thiét phai ding:1 khang sinh carbapenem hay khang,
dura trén cac:yéu,t6.nhu: mirc do nghiém trong cda nhidm khudn,
mic do khéng cac khang sinh phu hep khac va nguy co, vi khuan
khang carbapenem chon loc.

ng cu. I
Acinetobacter spp.
Tinh @& khang cla Enterobacteriaceae, Pseudomonas aeruginosa
va Acinetobacter spp. véi khang sinh penem thay déi tuy trng ving
& chau Au; Cac bac 5§ can can nhéc vé tinh d& khang & dia phwong
clia nhing chiing vi khuan nay déi véi cac khang sinh penem.
Phan rng.qua mén,
Gidng nhw, voi tAt ca cac khang sinh beta-lactam khagc, da c6 bao
c40 vé cac phan (rng qua mén nang, ddi khi chét ngudi (xem, phan
Chdng chi dinhva T4c dung khong mong muén cia thude).
Bénh nhan co tién strman cam véi carbapenem, penicillin hoac véi
batcte 1 khang sinh beta-lactam nao khac cling ¢6 thé man cam voi
meropenem. Trudc khi bat dau diéu tri voi meropenem, cin didu tra
cén than- v tidn 'siv phan &ng qué mén ctia banh nhan véi khang
sinh beta-lactam. .
Néu xdy ra phan (ng dj (rng nang thi can ding thude ngay va ap dung
¢4c hién phap phu hep. Phan tng bat lgi nghiém trong & da (SCAR)
nhu hoi ehiing Stevens-Johnson (SJS), hoai t thugng bi nhidm doc
(TEN), hoi chirng phat ban do thude voi tang bach cau &i toan va nhidu
trigu ching toan than (DRESS), hong ban da dang (EM) va hoi chitng
ngoai ban mun mu toan than cap tinh (AGEP) da dugc bao cao & nhirng
bénh nhan st dung meropenem (xem phan Téc dung khang mong muén
clia thube). Néu xudt hign cac ddu higu va triéu chirng goi ¥ cho cac
phan (rng bét loi nay, can dirng thubc ngay va xem xét didu tri thay thé.

riaceae, Pseudomonas aerugin Va3
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Da ghi nhan ¢6 viem dau trang va' viém dai lréng gid mac do khéng
sinh'véi hAu hét céc khang sinh, bao gdm ca meropenem 'va'co ﬂ':é
& 'céc mire @ tir ihe t61 Rouy hiém dér‘hlnh mang. " G
Vi vay, vch chén doan benh nay & benh nhan bi tigu chéy trorlg
ho#c Sau khidiingmeropenem 14 YAt quat’tohg '(xem' phan Tac
dung khéng mong muén clia thubc). CAn ding meropenem va sir
dung c¢éc thube didl tf dac 'hidu vai ‘Clostridium  difficile. Khong
duoc ding céc thude tre ché AU aong-rdet ! !

QQDQ_Kth Men edd pnob me 29uh o o1

D4 c6 bio a6 tuy hidm V& high tiing dong kinh trong tho gian d|é%)
tri béing carbapenem, bao gdm ca MeroPenem (xer phén T4c dyng
khéng mong muén cua lhuéc) el

Inno_dm.chug.naug_qan "
Nén theo, ddi chét ché chuc néng gan trong qua trlnh didu trj béng
meropenem do cé nguy co nhlém doc gan (rdi loan chire nang gan
voi & mét va ly gidi té bao) (xem phén Téc dung khong mong muén
COMTABBEY e e

Dung chq bénh nhan mgc benh gan: benh nhan da b] benh gan tlr
trudc, cAn dugc theo d6i chirc néng gan chat ché | trong qué trlnh
didu tri bang meropenem. Khong can dléu cntnh lidu & nhO’ng benh
nhan néy (xem phén Lidu dung cach dung).

s OR

Ldmadl B

it maidpn
Trong qua trinh didu tn béng meropenem, c thé, xuét hien du'ovng
tinh v&i nghigm phép Coombs trug tiép hoac gldn tip.

Khéng . nén dung déng thoi meropenem va: acid, valproic/natri
valproat/valpromid (xem phan Tuong tac, tuong ky. clia thuéc)
Meropenem Kabi 500 mg: chua xép xl\2;0 'mEq (hoac 45,13 mg)
natri trong mdi liéu 500 mg, can can nhéc.st dung & nhing bénh
nhan c6 ché dd an han ché natri,

Meropenem Kabi 1 g: chira xép xi 4,0 mEq (hoéc 90,25 mg) natri
trong méi lidu 1 g, cn can nhac su dung 6 nhu'ng bénh nhén b ché
do an han ché natti, "

SU DUNG THUOC CHO PHY NO' GO THAI VA CHO CON BU

Khéng c6 hodc c6 rét it tai liéu vé viéc dung heropenem cho’bhu nir
c6 thal. Nghién clru'trén dong'vat khdng thay cé tac dung c6| hal truc
tiép hay gian tiép dén sy phat trién ctia bao thai. """

D& phong ngira, nén tranh dung mempenem cho“phy 'ni¥ dang
mang thai. (A

Da c6 bao cao cho thay cé mdt lugng nhd meropenem duoc baj tiét
vao sira me. Khdng nén st dyng Meropenem Kabi & phu nir dang
cho con bu triv khi lgi ich cho me duec chirng minh 1& vum troi so
voi nguy co cho con.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN
HANH MAY MOC

Chua c6 nghién clu vé anh hudng cia thubc 1&n kha nang 14 xe,
vén hanh may mac. Tuy nhién, khi l4i xe va van-hanh may méc,'can
xem xét dén cac tac dung khong mong muén da duoc béo, cao khi
str dung meropenem nhu: dau d4u, dj cdm va co giat.

TWONG TAC, TWONG KY CUA THUOC

Twong tac cua thubdc

Ngoai probenecid, chua cé nghién ciu ndo.vé.tuong.tac cla
meropenem véi cac thubc khac. Probenecid canh tranh bai tiét voi
meropenem & &ng than va vi vay sé (rc ché su thai trir qua than clia
meropenem, dn téi lam tang thoi gian ban thai va téng n6ng d6
meropenem trong huyét tvong. Can dac’biét'chti y néu'ding déng
thoi probenecid va meropenem.

Chua c6 nghién,ctru ndo vé kha inéng &nh hudng clia meropenem trén
sir gan két protein huyét twong hay su chuyén héa ctia cac thuée khac.
Tuy nhién, lugng meropenem gén két véi protein 13 rét thdp ma dua
trén co ché nay, du kién 1a khdng cé tuong tac ndo véi cac thube khac.
Khi dung déng thoi acid valproic va thuéc ho carbapenem, Iu'qng
acid valproic trong mau bj giam khoang 60 —100% sau 2 ngéy Do
hién teong gidm nay bét ddu nhanh chong va kéo dai nén'viéc ding
ddéng thoi acid valproic/natri valproat/valpromid -va .carbapenem
duogc coi 4 khong, klém S04t dqqcl yi.vay nén tranh dung déng thoyj
2 thuéc nay (xem phén Canh bao vé than trong khi dung thuoc)
Céc thubc chéng dong dung duong uéng. .-
Dung déng thoi khang sinh véi wafarin c6 thé géy tang hleu .qua
chéng dong.

Da co6 nhidu bao céo vé vnec tang hiéu qué chéng dong clia thuéc
chéng dong dung duong ubng, bao gom ca wafarm '&''cac’ benh
nhan ding déng thi v6i khang sinh. BIOF

Nguy co cb thé thay ddi tiy thudc vaorloai'nhiém khuén. tuéi va'tinh
trang chung clia bénh nhan lam cho kho,lugng, gia-dugc sw tang
INR (international normalized ratio) do sy ¢6 mét clia khang sinh. Vi
vay cén kiém tra INR dinh ky khi dang dung va mot thoi glan ngén
sau khi dung ddng thei thuéc khang sinh va thuéc chéng dbng mau
dung dwéng ubng. :
Tré em sthnf
Céc nghién ciu vé twong tac thube chi dugc mu’c hlen trén’ ngual 1on.
Twong ky, cua thube NED

Khéng nén trén 1&n thube nay voi cac lhuéc khéc, ngoai:tri¥) cac
trwong hop da dugc néi t6i trong phén Lidu dung, cach dung,

v

TAC DUNG KHONG MONG MUON CUATHUOC il ri. !
|T6m tht dir liéu an toan L.
’Trong mot danh gia trén 4872 bénh nHan Vi 5026 trubng hop didu
[trlbéng meropenem, ¢a¢ phan'ting phy thudng géip nhat lién qua'r’
|dén meropenem dugc béo c4o |4 tidu chdy (2,3%), phat ban'(1,4%),
budn ndn/nén (1,4%) va viém tai chd tiém (1,1%). Céc rbi loan théng
s6 sinh hoa lién quan dén meropenem hay gép, nhé} 14 'apg;tjé\u chu
(1,6%) va tang men gan (1 5 % o, VI g
Nguy co gap céc tac dung khOng mong mubn theo béng T
Béng 4 dusi day,liét ké cée, tac dung khong, mong;mubn theo,hé
théng co quan va tAn sé; rét thudng gép (21/10); thudng gap (21/100
dén <1/10); it g&p (21/1000 dén <1/100); hiém g&p (21/10000 dén
<1/1000); At him gap (<1/10000) V& khéng ‘5 (kh&ng: }hé'\}&c
lwgong dugc tir cac di liéu c6 sén),

Trong méi nhém tan-sé; tac dung khéng mong muén duqc duwara
theo thir ty mire'dd nghiém trong glém dém ey
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Héthéngco | Tanséd Hién twong
quan )
Nhiém khuan | it gap N&m candida miéng va am dao
va tham
nhiém L y
Réiloan hé' [ Thwong gép | Tang tiéu cau
théng mau va |t gap T&ng bach cau va eosin,
bach cau’ e Giam tiéu cau
Giam bach cau, giam bach cau
[[trung tinh, méat bach cau hat, thiéu
JIM mgirign 1 ‘méau tan' huyét
Réiloanhé |t gap’™" Phii mach, séc phan vé (xem phan
mién dich Chéng chi dinh; Canh bao va than
I a3 verl trong khi dung thuéc)
Réiloanhé (| Thwong gap |Pau dau
than kinh It.adp Dj cdm
Hiém.gap  |co giat (xem phan.Canh bao va
g q than trong khi diing thuéc)
Réiloanda |Thwéng gap | Tiéu chdy, nén, budn nén, dau
day, - rugt T bung
it gap Viém dai trang do khang sinh (xem
) phan Canh béo va than trong khi
dung thuéc)
Réi loan hé Thuong gép | Tang transaminase, tang
gan-mat phosphatase kiém huyét
Téng lactat dehydrogenase huyét
it gap Tang bilirubin huyét
Réi loan hé da | Thudng gap. | Phat ban, ngira
va md dudi da | It gap May day, hoai t& thweng bi nhiém
ddc, héi chirng Stevens Johnson,
hdng ban da dang (xem phan Canh
bdo va than trong khi duing thudc).
Khéng ré Hoi chirng phat ban da thudc véi
tang bach cAu ai toan va nhidu
triéu chiing toan than (DRESS), va
hdi chirng ngoai ban mun mu toan
i than cép tinh (AGEP) (xem phan
Canh bao va than trong khi dung
thudc)
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Quaé lidu ‘ (ndi o b o oub prowl

Qua lidu twong déiico thé xay ra & bénh nhan bjsuy than néu khong
didu chinh lidu nhu md ta & phaniLidu dung, cach.dung.: Mot vai
kinh nghiém thu dugc sau qua trinh luu hanh da chi ra réng néu
phan tmg khéng mong mudn xdy ra sau khi qua liéu thi ching déu
1& nhiing phan tng khdng mong muén dugc md ta trong phan Tac
dung khéng mong mudn ctia thude, va néi chung 1a & mirc d nhe.

Céch xu tri khi dung thudc qua liéu

Céc tac dung khéng mong mudn xdy ra sau khi qua lidu c6 thé dugc
giai quyét bang cach ngirng thudc hodc gidm lidu. Co thé diéu tri
triéu chirng néu can.

V6i cac ca nhan cé chiirc nang than binh thudng sé xay ra sy thai
trr nhanh qua duong than.

Loc mau sé loai dugc meropenem va cac chat chuyén hoa cia no.

THONG TIN VE DUQC LY, LAM SANG

Bic tinh dwoe Iwe hog,yc s, :znew 1vi!
Nhém duge ly: khang sinh duing toan than, ho carbapenem; ma
ATC: JO1DH02.
Co ché tac dung:
Meropenem c6 tac dung diét khun do trc ché sinh tdng hop vach'té
bao vi khuan gram (+) va gram (;),do.gén véi protein gan penicillin
(PBPs). SR
Lién c/duoe ug hoc (PK/PD
Ciing giéng nhu céc kt‘]gh'g’"sf‘r'{ﬁ' ho beta-lactam khac, thoi gian ndng
d6 meropenem cao hon MIC (T>MIC) twong quan tét nhat véi higu
qua tac dung. Trong cdc md hinh tién lam sang, meropenem thé
hién hoat tinh khi néng d¢ trong huyét twong cao hon MIC cia sinh
vat gay nhiém khoang 40% thoi gian khoang cach gitra céc lidu.
Théng sb nay chua duoc kidm chirng trén 1am sang.
Co ché khang thudg: i
Vi khuén khang meroperiem ¢o'thé |a do:

(1) Giam tinh thdm ctia mang ngoai vi khuan gram (-) (do lam

giam su tao thanh porin)

(2) Giam ai luc ctia PBPs dich

(3) Tang hoat dong clia bom ddy

(4)-San xuét beta-lactamase. Enzym nay c6 thé thiy.p
‘ carbapensm.” ! RS vog
jNhém\thém khun do vi-khuén khang carbapenem gay
|bdo cdo &'lien’minh ChauAu. " el
Khéng co co s& khang chéo gitra meropenem va céc thuéc nhém
rquinolon;-aminoglycosid; macrolid va tetracyclin: Tuy nhién; vi khuan
rco-thé khang véi-nhiéu-hon 1 khang-sinh khac voi co ch
|gidm tinh tham ciia mang té bao va/hogc tang hoat déng cuiz
day. g o

HMOUA gav 2 qhud (unoce

n

} N'E’)ﬁvg“dé'bh'én biét muc do 'nhay‘éém lam sang cho thtr nghiém MIC
theo EUCAST duoc trinh bay trong béng sau:. .\~ 4 100 07|

Bang 5 oo s i ) foib nairn |
|_Chuing vi khuan-" 00UD 1 000U Nhay | Pé khang
L L UsE] aBp bream (S)  A(R)(mgly
(mgll)| ini né |
18RI | >8
Pseudomonas’ L1100 1) pri <2 >8
Acinefobaéter U0 100 i predpn >groll
_Streptococcus nhém A, B, C va' G- Lwuy6 Lwd y 650
Streptococcis phietmonialt (11 <2 >2 ‘
Streptococci nhom Viridah's? <2 >2
Enterococcus spp. aour! proks P, -
Staphylocdceisspp. 15705V 15T AR DG 3 Siy's
| Haemophilus inflienzag*? Va Moraxella <2 > Hm-ns(
catarthalis? 201y riab isiasl pni
Neisseria meningitidis?4' €025 >025
Vi khu&n ky khi gram'di¥ofig ngdai tri 0 C1<2 >gol
Clostridiurn difficile”’ 71" Vi qse ! -
Vi'khuan ky khi'gram ‘am" oD | <2 >8
Listeria-monocytogenes 15 Li1or] “ 0,25 >0,25
-Nbng' d6 'phan” biet 'mirc d¢ tiay_cam. <2 >8

1152 ‘\.,."IHM‘.

'Nong ‘d6 pﬁéh‘ﬁ}ei mie o nhay 'cam clia meropenem déi voi
Streptococclis phetrmonia va Hasmophilus influenzae & bénh nhan
viéhi’mang‘ n&o 14 0,25 mg/l (phay cam) va 1 mg/l (¢ khang).

“Céc ching b gié trj MIC trén murc néng do nhay cam 14 rat hiém
hodc chwa dugc bao céo. Cac thir nghiém dinh tinh va thie d6 nhay
khéng sinh trén bét ky mét ching nao phai duoc tién hanh Iap lai
va néu két qua duoc khéng dinh, ching nay can dugc gt dén mot

phong thi nghiém tham kh&o. Cho dén‘,kh,inff?;&iggfh}?nggﬁﬂﬁf’
(ng 1am sang cla céc, ching d\gng:(khéng_ d]p_h véi MIC cao hon

LR AN IS RN Y e, My 1) Tiogs [+ o § !v‘,“"\f"
n8ng do aé khang fién tal, khi d6 mo' duge xép vao chiing dé khand

Tarpne 200 Ul d i
*Tinh nhay cam cua staphylococelvéi carbapenem dugc suy fa 1%
ltlnhphay'tj:émycna qefOXI‘up'fJ G y6n (ndgd nsob ndrg ueiv yEv I
“NBng 40, ahan biék M. 40 phay.cAm ehi lién, auan dén bén viem
MANG NEO. (,60e.0 by nh7) (a0urt 580 noum goorm grord pnul
¥Nng do,phan biét mirc 4o nhay cém khong theo ching duge:xée
dinh dya vao di lieu PK/PD, va khong, phy thudc vao.sy: phan.bé
MIC ciia céc loai. Chung chi duge st dung cho nhiing loai khong
c6 ndng A6 phan biét mirc d nhay cdm. Ndng db phan biét muc
46 nhay cam khéng theo ching'dugt x4c dinh dya vao c4c liéu
§au day: nbng db phan biél mirc a5 nhay cAm theo EUCAST cho
meropenem 1000 mg x 3 IAn mdi ngay dung qua dwong tinh mach
trong 30 phut twong (ng véi mirc lidu thap nhét V& 2' x 3 fan méi
Hdéa trbhg trr&Hg HEp' AhiBr Khudh néng va khi"miﬁt 14p ntgpg as
Bhar blat mirc'do nhay camyR. " 0 iy
¥rfih hhay cAt Ve Beta-lactam &td Streptococeus nhem A, B, C'va
G dugc suy ra tir tinh nhay cam v6i penicillin. B \

" Thiv righiam v8 tinh nhay oA khérg dugc khiyén nghi déi voi
Hiting foai khéng phél (& mue tigu didu trf ctia thiéc. C4c ching nay
66 h& dugic Bao c4d durei déng R 'ma khong can tién hianh cdc thir
nghiém trudc do. o ‘ ‘

Ty 18 kh‘ékq thuéc c6'thé thay dbi tay theo ving dia Iy va thoi gian
Bhiting chion loc, nén cac thong tin v& khang thube & dia phudn‘g Iuo?
cAn thiét, dac biét khi di&d tri nhidm khun nang. Khi théy vnQp .su
dung 1 khang-sint trén it nhat 1 1 vai loai nhiérm khuén k!'lén‘g hiéu
qua'thi chuyén gia tw van nén khao sat cac thong tin vé tylé kh/érwg
thuba tai dia'phuongy. f .
Bang sau day la danh sé&ch cac ching gay bénh duwgc suy ra trong

y

thurc té 1am sang va huérg dan diéuv.tri, "o 6
Gac chiing thuwong nhay €am* - =0 U/ i It
Vi khuéin hiéu khi, Gram (+)
; ‘Enfé(qcocébs faecalis® . ‘
’ S‘taﬁhylococcus aureus (nhay cam voi methicillin)E. i ;
Cac chting Staphylococcus (nhay cam VoI ,r\nethic'illin) bat.)= gém
Staphylococcus epidermidis " ¥
Streptococcus agalactiae (nhé@'B) b
.,!Nhéjm Sireptqcoccus milleri.(S. anginosbs, S, constellatus, va
S. intermedius) &d el nbi 15
nrisStreptococeus pneumoniag
Streptococcus pyogenes (nhém A)
Vi khuén hiéu khi, Gram ()¢ 1oz ot
51 Citrobacter freudii ™ " i
“Gilotacter koser
l ‘Enterobacter aeroéenes
Enterobacter cloacae, i

Eschérichia coll
o« Haemophilus influgnzae
1eoKlebsiellatoxytocas v &v =
" Kiebsiélla predmorias
Morganellé:rir;oygahii 05
Neisseria meningitidis "
Proteus mirabilis
OProtelis vulgaris
" Serratia marcescens "
Vi khun ky khi, Gram (+)

¥ Clostridium, pe{fn‘ngéns 5 )

Peptoniphilus asaccharolyticus
“ICéc chung 'Peptostreptococcus (bao gém P. micros, P
'“'anaerobius, P-magnus) o
Vi'khuén ky khi. Gram (-} '~
: “‘B‘aclerbide‘s caccae
a Nbé‘r‘nkéa‘c'ter‘o(qe‘s fr‘agi/is‘.‘ Al
8 Preifotella bivia,:
Prevotella disiens VABOIGIE £
Céc ‘chiing ma ' viec d& khéng mac phai c6 thé 13 van a& trong
didu tri MR oY ‘ .
Vi khuan hiéu khi, Gram (+)
“UDEAtsrococcels faeciums'
ﬁ&uiﬂﬂ%&mﬂ
:' .Cac EhQné At:ine(obac:tie'rf ; :
. Burkholderia cepacia =,
IniiPseudomonas aeruginosa
Céc chiing da khang thuéc
Vi KtiuAn hidu khi, Gram (-)
Stehéytrophdmonas maltophilia
Caéc chiing Legionella ‘
Cac vi khuan khac
Chlamydophila pneumoniae.
Chlamydophila psittaci
1 Coxiella burnetii

Mycoplasma pneumoniae



|
|

{

- B4 tinh duge dgnghoe |0
i O nguoi khde manh, thoi gian ban théj trung ,b!nh,,tmng‘huyél twong,

$: c4c chuing nhay cam ngay ty nhién 6 Yz 0 ANRE

| %4t cé cécty,cAy khudn khang methicillin déu khang meropenem,,
| = ty 18 khang 2 50% & 1 hodc nhidu nuwdre chau Au. iy i1l k) v

Bénh nhiém khuén céc loai Burkholdefia : Vigc strdyng meropenem
trén ngudi dugc dya vao gac,da igu v& tinh nhay.cam cua B.mallei
va B.pseudomallei in vitra, va mot sd,rat. it dir ligu trén ngudi. Cac
béc s§ didu tri nén tham khdo cac dir ligu twong ddng ¢ trong
nuéc va trén thé giol v& viéc didu tri bénh nhidm khp\én cac loa]
Burkholderia. ' ‘

\OUY pie
500 uAIA Av nAaal ne Oh By udil 6] 02 BUAD

)y (1)

 1a khodng 1 gio; thé tich phan bd trung binh khoang 0,25 I/kg (11-27,

)

Iit) va hé sé thanh thai trung binh 14 287 miiphut véi lidy 250 mg,

© gidm xuéng con 205 mi/phut véi lidu 2 g. Lidu 500 mg, 1000 mg va

2000 mg truydn tinh mach trorg 30'phiit ¢H gié tri C. trung binh

| twong tmg khosng 23, 48 va 115 {igiti, tboing (g Voi gi4 trj AUC'

. meropenem. '

1&n luot 1 39,3; 62,3 va 153 pg.h/ml. Sau khi truydn 1 lidu 500.mg
va 1000 mg khoang 5 phut gia tr C_, twong g la 62 v& 112 pg/
ml. Khi dung lién tiép cac lidu cach nhau 8 gio cho cac déi tugng
6 chire nang than binh thuémgthi khéng thay hién tirong tich Iy
1 WO men rvn

Nghién ctru trén 12 bénh nhan ding 1000 mg/meropenem 8 giv’ sau

- khi ph&u thuat nhidm khudn & bung cho thay C, V& thoi gian ban

; thaityang tynhud ngudikhde manh, nhuing thé tich phan bé I6n
- honi27Ait.s vised 4 il O e i il

Phanbd: s . n 6y 6lonfiurb m&id
Meropenem ¢6'ty’1é gén véi protein huyét tuong trung binh wao
khoadng 2%, khéng phu-thudc ndng dd. Saul khi-tiém “nharih

i Oi - pr ;

i (5 phat hodc nhanh hon) dugc ddng hoc Ia ham md hai, nhung sau
¢ khi truyén trong vong 30 phut thi khong'¢on 18 him ‘m R ncra.

Meropenem thém tét vao nhidu dich va mé do/'thd) bao gém pHai,
dich tiét phé quan, mat, dichnao tily; m phu kfio, da, mang'co, ¢t
va dich tiét mang bung.

pniab prdu@

tnBvinin

Y B pNuboub prd Ul maragoe
Meropenem chuyén héa bdi Vvigo'thlly phan véng beta-lactam’ tao
chét chuyén héa khang:hoat tinhi Trén in-vitro meroperiem ‘it nhay:

18V

. ¢am véi'sir.thdy phan‘bdilenzym dehydropeptidase1! (DHP-1) ‘clial

ngudi-hon: so Véiimipenem,.vi vaykhong-cam ding:kém véi ch&b
(rc ché DHP-1. ra ner nd
Thai trir b (a80

na

" Meropenem dugc thai trir chi yéu & dang khong ddi qua than;

khoang 70% (50 75%), liéu-dugc, bai, tiét & dang.khong chuyén
hoadrong ¥ong’12:gitr,128% nira, duqe, tim thay & dang, chuyén
héa khéng con hoat tinh. Chi khoang 2% liéu duoc thai trlr qua
phan. Két qua khao sat he sé thanh thai than va anh huéng clia
probetiecid cho théy meropenem qua,ca duong loc & cAu than va,
baitiét & dng than, '
Véi’ ng‘udinl\)j suy, lthan, AUC clia mer penem trong huyét tvong cao,
fion va thoi gian ban thai dai hon. AUC tang 2.4 I3n v ngusi suy,
than trung binh (CrCL 33-74 ml/phat), 5 14n véi ngudi suy than néng,
(CrCL 4-23 mi/phut) va 10 Ian voi ngudi phai loc mau (CreL < 2mi/
phit)’s6 v&i ngtrai binh thirdng'(CreL™> 80mi/ phit). AUCclia chét
chuyén héa m& véng khong hoat tinh cihg tang*dang k&'¢''bénh
nhan suy than. Can diéu chinh liéu cho bénh nhan suy than.yira va
nang.(xem phan Lidy dung, cdch dung). ., . o ndl
Meropenem bj loai bdi loc mau voi kha nang thanh thai trong qua
trinh loc méu ca0.hom 4 /an so,v8i & nguoi vo nigu. |

BV nérg pnu nédg wrin

1,nghién ciu trén bénh nhan xo gan do nghién ruou cho thay bénh
vé gan k‘hbng anh hudng dén duoc ddng hoc clia meropenem khi
dung céc liéu 1p lai.

Bénh nhan ngudiighT 210a IHH DUOAT UAHT AV O UAD
Cac nghién’ciru 'dugc dong hoc trén’benh' fitian cho thay’ duge
dong hoc & bénhitian khong khac voi &g Khoe manh cé chir
néng than tvong/dwong. 1'nghién cwd trén hb"sq'cﬁé'?g bénh'nhan
nhim khiiAn '3 bung hodc viem phdi‘cho thay 'c6’siy phu thude cuia
thé tich trung tam vao thé trong, va do'tharih thai vas'he 'sé thanh
thai creatinin vatudi; 00 02" 9 830103 /D ]
Tré em RGO
Dirgc a6ng hoc & fré 0 sinh Va'tré em bi hhidm'khudn dung céc lidu
10, 20'va 40 mglkg thétrong cho théy gia tri C, 'gan tuong duong
véi gié tri thu dugc & ngurdi 16n dufg cAc lidu fuong 'ng 14’500 mg,
1000 mg'va 2000 mg. v M surel i/ grind grriicn gl
So sénh cho thay c6 sy nhét quan vé dugc dong‘hoc'gitrd lidu va
thi gian ban thai gibng nhir'& hgudi16n, ngoai th véi tré'bé nhéat
(<'8'thang tubit1/2141,6 gi). Gid trj'd thanh thai triing ‘binh' clia’
meropenem 1a'5,8 mi/phit/kg (6-12 tudi); 6,2'mi/phiit/kg (2-5 tudi;
5,3 mi/phat/kg (6-23 thang'tudi) va 4,3 mi/phit/kg (2-5'thang tudiy;
Khozing 60% liéu meropenem duoc baitiét qua nuéc tiu trong vong
12 gitr v6i khoadhg 12% nva bj chuyén’Hoa.'Néng dd meropeneny
trong dich n&o tdy & tré em bj viém mang néo' bang khodrig'20%
nbng do cing lic trong huyét twong, méc dii cé sw khéc nhau déng
ké giiva cac ca thé, v 16
Duge dong hoc cia meropenem & tré'so''sinh 'can didd trj ifi&im
khudn cho thay d6 thanh théi In hon & tré c6 tudi thal cdo homn v
thoi gian ban thai trung binh khoang 2,9 gitv: M6 phang Monte Carlo
vOi 1 tap hop mé hinh dwoc dong hoc cho'thy réng véi chdid lidy
20 mglkg sau mbi 8 giér s& thu duge 60% T>MIC véi P. aeruginosa
VO 95% tré dé non va 91% tré so'sinh du thang! 010 42 i 16

oM
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Ngudicaowdi ., wIub we abh pnouM
Nghién ctru duge dOn%%mZ &,nguoi 89""36" (65-80 tudi) cho thay
c6 sy gidm thanh thai huy, t fuong, trong ng voi sy gidm thanh
thai creatinin theo tudi, va giam, ft,hon & nguoi khong.cé.thanh thai
M, {4 L #¥NO \hal
than. Khong cAn didu chinh lidu véi bénh nhan cao tud, trir truomg,
W9 o] Y MLT 5X
hop bj suy than vira va nan? (xem phén Lidu éung. céch ding).
peaby Tets o pyb e nih proud ¢l ag@
t

Y CACH BONG GOI: Hop 1019,
QU °p:101?m OUHT OUOD MAHA HUAHT

PIEU KIEN BAO QUAN: nrn Q02 ldsX reneqotaM
Baoquan & nhigt do khong,gua 30°Cy trénh dong da, . rikda sy
Dung djch sau khi pha 1y menonoidm priv 002
Dung djch tiém bolus tinh mach 1 ot 1A =il a0 phide el T
Chuén bj dung dich tiém bolus tinh mach bing cachpha meropeném
VoI puéro) ot phatiém vo khudn, dénindng do cubi cungla 50 mg/
ml. 9 8n dinh héa Iy cta dung dich sau khi pha dwoc chirng minh
1a 8 gitr & nhigt do dudi 25°C hodc, 12 gir khi duoc bao quan trong
td lanh (2-8°C).

V& mat vi sinh, trir khi phuong phap mé lo/pha ché thuéc 164l 6
dugc nguy co nhiém vi sinh) én' str'dung thiiée ngay sau khi pha.’
Néu khong str dung ngay, thoi gian va didu Kién bao quén sau khi
pha thugc vé& trach nhiém ctia ngudi st dung.

Dung djch tiém truyén tinh mach o /5M
Dé lruyé‘n;ﬁnh‘ mach cé thé hoa tryc tiép meropenem trong, chai/
Io véi dung dich tiém truyén NaCl 0,9% hoac dung dich tiém truyén
dextrose 5% dén nong do cudi cung la 1-20 mg/ml, D6 6n dinh hoéa
ly ctia dung dich sau khi pha voi dung dich tiém truyén NaCl 0,9%
dugc chirng minh la 3 gi & nhiét do dudi 25°C hodc 24 gior khi
duoc bao quan trong ti ‘I‘anh’ (2-8°C). D6 6n dinh héa ly cla dung
dich sau khi pha véi dlng dich tiem truyén dextrose 5% dugc chimng
minh la 1 gi& & nhiét o 30°C hodc 4 gi¢r & rihiét do 2-8°C.

V& mat vi sinh, trir khi phuong phép mé lo/pha-ché thubc loai bé
duoc nguy co nhiémwi sinh, nén st dung thuéc ngay sau khi pha.
Néu khéng st dung ngay, thei gian va didu kién bdo quan sau khi
phaithudc vé trach nhiém clia.ngudi st dung.

Dung dich sau khi pha khéng dugc déng da.

HAN BONG "9 o7 1 00 onit -
36 thang k8 t0 ngdy sén xudt. |
TIEU CHUAN CHAT LUQNG: TCCS
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ACS Dobfar S.p.A. -
Nucleo Industriale S.'Atto, S. Nicolé a Tordino, 64100 Téramo (TE),
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