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Dugc hgc: )
gi :2;‘55:: finh mach mé1 lidu dun meropenem trong vong 30 phtt & ngudi
finh nguyén khoé manh, néng @) dinh cla thue unqg.huye't twuong vho
Kkhodng 11 pg/ml d6i vdi liéu 250 mg, 23 pg/mi dGi vai lidu 500 mg va 49
pg/ml dGi woi lidu 1 g. _

Khi tiém tinh mach mt lugng 1dn meropenem trong 5 phiit & ngudi dnh
nguyén khoé manh, ndng 46 dinh cia thubc rong huy&t idng vio khodng 52
pgimi khi sif dung lifu 500 mg va 112 pg/ml khi sit dung liulg.

Truyén tinh mgch | g wong véng 2 phit, 3 phit va 5 phit duge so sdnh trong
mét thif nghidm b4t chéo ba chién. Ning 46 dink ciia thudc wong huy&t tucdng
wzong dng n hugt 13 110, 91 v 94 pg/ml. )

Néng d¢ meropenem trong huyét wang gidm xufng dudi 1 pg/ml sau & gid
tiém tinh mach liéu 500 mg. _

Bdi v8i ngudi ¢é chic ning than binh thudng, hdi gian bin thdi cla
meropenem khodng 1 gidy. Khong c6 sy tich luj meropenem khi sif dyung phic
48 500 mg m&i 8 gi% hay | g m5i 6 gid.

T4 I& gdn k&1 »0i protein buy&: nong cia meropenem khodng 2%. .

Khodng 70% lidu meropenem s¥ dyng dugc tim thiy trong nutc tify i
dang khang adi rong 12 gid, sau &6 chi c6 mot lvigng rit nhd duge bai 6t
thém vio nue ti€u. Néng 48 meropenem trong nudc tidu > 10 pg/ml duy ol
dén 5 gits sau khi sif dung liéu 300 mg.

Chét chuyén hof duy nh&t cia meropenem khong cé hoat tinh khAng khufin.

Meropenem xim ahip t6t vio hiu hét cac md va dich co thé ké ca dich ndo
tu} & bénh nhin viém mang nio nhiém khufln, dat d€n ndng d§ cao han ndng
44 cin thi€t 88 vc ché hiu hét vi khudn,

Cic nghién cifu & tré em ching t ring dirgc déng hec cla meropenem 3 tré
em twdng 1y ngudi 6n. Thoi gian bén thii cia meropenem vao khodng 1,5
d¥n 2.3 gid & wé em dudi 2 ndi va duge dong hoc tuyén tinh vai lidu ddng
trong khodng 10-40 mg/kg.

Céc nghién cifu vé dugc déng hoe @ bénh nhan suy thin cho thdy d thanh
thii clia meropenem trong huyé€t nrong tugng quan vdi d6 thanh thii creatinie.
Cén didu chink li€u cho bénh nhin suy thin.

Céc nghién citu v& dugc d0ng hoc 3 ngudi cao tdi cho thiy d5 thanh thii
ciia meropenem trong huy€1 twong gidm trong img voi sy gidm 39 thanh thii
creatinin theo wdi,

Chc nghién cttu v& dvge d6ng hoc & bénh nhin suy gan cho thdy bénh gan
khéng dnh hudng dén dugc d6ng hoc cila meropenem.

Duge lye hoc:

Meropenem I khing sinh nhém carbapenem diing dudng tinh mach, wang
431 8n dinh voi dehydropeptidase-1 (DHP-1) & nguisi, do d6 khéing cin them
chift tfc ch& DHP-1.

Meropenem digt khufn bing cich cin rd qud trinh 18ng hop thank t€ bao vi
xhuin. S tham nhap d& dang qua thanh t& bao vi khudn cda thudc, 45 bén
cao 47 v3i 141 cd cfic beta-lactamase trong huyét thanh vh 4i luc d4ng k€ vai
c4c protein ghn k€t véi penicillin (PBP) gidi thich tic déng diét khudn manh
ciiz meropenem wén nhidu loai vi khufin ky khi vh hi€u khi, Céc ndng 46 digt
khugn 15 thi€u (MBC) thuding tang 1 véi ndng df tic ché 161 thidu (MIC).
Béi vdi 76% vi khudn duge th nghiém, tf s§ gifa MBC v MIC khdng qui
2

Cac thit nghiém 7r vitro cho thiy meropenem c6 tic dung hiép ddng vdi
nhidu khang sinh khic. Meropenem citng d2 dirge chirng minh c6 tde dong
hiu khdng sinh cd in vitro va in vivo.

Ddnh gid sy nhay cim véi meropenem dugc khuyén cdo dya trén dugc dong
hoc, méi wong quan gifa k&t qué lam sing vi vi sinh hge ddi vdi dudng kinh
khéng khufn v ndng d6 ttc ché t6i thifu (MIC) trén cic vi khufin gdy bénh.

L..viadd 1o

Phudng phap déinh gis
Phin loai Bugng kinh
vong khing khudn (mm) MIC (mg/l}
Nhay cim 214 <4
Nhay cim trung gian 12-13 [
D& khing <11 216

Phé khéng khudn ir vitre clla meropenem bao gém phin 16n c4e ching vi
khudn Gram (+) v Gram (-), hi€u khi vi ky kh{ quan trong trén 1dm s2ng nhu
san:

Vi khufin hifu khi Gram (+): Bacillus spp.. Corynebacterium diphrheria,
Enterococeus feecalis, Enmierececcus Mguifaciens, Enterococcus avium,
Listeric  monocytogenes, Lactobacilus  spp.,  Nocardia  asteroides,
Staphylococcus aurens (pemicillinase dudng tinh wva &m tinh). céc
Staphylococcus coagulese &m tnh; bao gdm Swgphylococcus epidermidis,
Staphylococcus saprophyiicus, Staphylococcus capitis, Staphylocoecus cohnil,
Staphyiocoecus xylosus, Staphyiococcus warmeri, Staphylococcus hominis,
Staphyiocoecus simulans, Staphylococcus intermedius, Staphylococcus sciuri,
Staphyiococcus lugdunensis, Streprococcus preumoniae (nhay cdm va aé
khing vdi penicillin), Streptococcus agalactiae, Streptococcus pyogenes,
Streprococcus equi, Streplococcus bovis, Streptococcus mitis, Streplococcus
mitior, Streptococcus milieri, Streptococcus sanguis, Streptococeus viridans,
Streptococcus salivarius, Streptococcus morbillorum, Streptococcus nhém G,
Streptococcus nhém F, Rhodscoccus equi.

Vi khufn_higu kh{ Gram (-); Achromobacter xylosilidans, Acinetobacter
anitratus,  Acinetobacter lwoffii,  Acinetobacter baumannii, Aeremonas
hydrephila, Aeromenas sorbria, Aeromenas caviae, Alcaligenes faecalis,
Bordetella  bronchiseptica, Brucella melitensis, Campylobacter coli,
Campyiobacier jejuni, Citrobacter freundii, Citrobacter diversus, Citrobacter
koseri, Chrrobacter amalonaticus, Enterobacter aserogenes, Enterobacter
(Pantoea) agglomerans, Enrerobacter cioacae, Emerobacter sakazakii,
Escherichia coli, Escherichia hermannii, Gardnerelia vaginalis, Hoemophilus
influenzae (k€ ci cic ching ti€t beta-lactamase va dé khing v0i ampicillin),
Heemophilus parainfluenzae, Haemophilus ducreyi, Helicobacter pylori,
Neisseria meningitidis, Neisseria gomorrhoece (k€ ci cac ching tiét
beta-lactamase, d& khéng vdi penicillin vd spectinomycin), Hafnia alvel,
Klebsiella pneumoniae, Kiebsiella aerogenes, Kiebsiella ozaenae, Klebsielia
oxytoca, Moraxella (Branhamella) cararrhalis, Morganelia morganii, Proteus
mirabilis, Proteus vulgaris, Proteus pennteri, Providencia renigeri, Providencia
stuartii, Providencia alcalifaciens, Pasteurelle maitocida. Plesiomonas
shigeloides, Pseudomonas aeruginosa, Pseudomonas putida, Pseudomonas
alealigenes, Burkholderia { Pseudomonas) cepacia, Pseudomonas fluorescens,
Preudomonas  stntzeri,  Pseudomonas  psewdomailei,  Preudomonas
acidovorans, Salmonella spp. k€ cd Salmonella enteritidis/typhi, Serratia
marcescens, Serratia liquefuciens, Serratia rubidaea, Shigeila sonnei,
Shigelln flexneri, Shigella boydii, Shigella dvsemeriae, Vibrio cholerae, Vibrio
parahaemolyticus, Vibrio vulnificus, Yersinia enterocolitica.

Vi khwin ky khi; Actinemyces odontolyticus, Actinomyces meveri,
Bacteroides Prevotelie Porphyromonas spp., Bacteroides fragilis, Bacterpides
vulgarus, Bacieroides variabilis, Bocteroides pneumosintes, Bacreroides
coagulans, Bacteroides uniformis, Bactercides distasonis, Bacteroides ovatus,
Bacteroides thetaiotaomicron, Bacterpides eggerthii, Bacteroides capsiilosis,
Prevotella buccalis, Prevotella corporis, Bactersides gracilis, Prevotelia
melaninogenica, Prevotella  intermedia, Prevotella bivie, Prevotella
splanchnicus, Prevotella oralis, Prevotella disiens, Prevotelia rumenicola,
Bacteroides ureolyticus, Prevotella oris, Prevotella buccae, Prevoiella
denticola, Bacteroides levii, Porphyromonas asaccharolytica, Bifidobacterium
spp., Bilophila wadsworthia, Clostridium  perfringens,  Clostridium
bifermemans, Closiridium ramosum, Clostridium sporogenes, Clostridium
cadaveris, Clostridium  sordellii, Ciostridium butyricum, Clostridium
clostridiiformis,  Clostridium  innocuum,  Clostridium  subterminaie,
Clostridium  tertium, Eubacterium lentum, Eubacterium aerofaciens,
Fusobacterium mortiferwm, Fusobacterium necrophorum, Fusobacterium
nuclearum, Fusobacterium varium, Mobiluncus curtisii, Mobiluncus mulieris,
Peptostreplococcus anaerobius, Peptosireplococcus micros,
Peptosireptacoccus  saccharolyticus, Pepiococcus  saccharolviicus,
Peptostreprococcus asaccharolyticus,  Peprostreptococeus  magnus,
Peptostreptococcus  prevorii, Propionibacterium dacnes, Propionibacterium
avidum, Propionibacterium granulosum.

¥i khudn khing thufc; Stenotrophomonas maltophilia, Enterococcus
Jaecium va cdc Staphylococcus 08 khéng vdi methicillin 3 dugc ghi nhin dd
khiing vdi meropenem.

Chi djnh:

Meropenem diing duv@¥ag finh mach dudc chi dinh trong diéu tri cdc nhiém
khudn & ngudi 16n va tré em gy ra bdi mot hay nhidu vi khudn ohay cim
nhy sau:

- Vigm phéi v viém phdi benh vién.

- Nhidm khuin dutg niéu,

- Nhi€ém khuén rong & bung.

- Nhi&m khufn phu khoa, nhir viém ndi mac tif cung ¥2 cc bénh Iy viem

vong chiu.

- Nhiém khufn da va cfiu mic da.

- Viém mang nio.

- Nhi¥m khufn huy&t,

- Diéu ui theo kinh nghi€m sdt gidm bach cdu & ngudi lGn: dan ) ligu

hay ph#i hgp vdi cdc thuic khing virus hofic thude khéing ndm.

Meropenem di duge chifng minh 1 o6 hig¢u qui rong didu tri nhi#m khufin
hén bgp khi dng ddn tr liéu holic phti hyp vdi clic thude khing khufn khéc.

Meropenem ding dudng finh mach cho thiy higu qud trén bénh nhén xd
ho4 nang vi nhiém khudn dudng ho hfp dudi man tinh khi sit dung nhi don
tri i¢u holic phifi hgp vdi cée thufe khang khudn khic.

Chéng chi dinh: B&nh nhin qua min véi thude.

Tudng thc vél cée thole khic:

Probenecid cgnh tranh ¥di meropenem trong bai ti€t chi dong qua &ng
thén, do 46 Uc ché sy bai 1ift meropencm qua than, gdy tang thdi gian bin
thdi vi ndng ¢4 meropencm ong huy&t azang. Khi khéng ding chung vdi
probenecid, meropenem da co hoat tinh thich kgp va thai gian tic dong di
dai nén khong khay€&n céio sit dyng ddng thdti meropenem vdi probenecid.

Meropenem c6 thé 1Am gidm ndng 46 acid valproic huyét thanh xuffng
dwdi mitc ndng 49 didu trj.




Thuéc bén theo don Co
Poc k¥ hudng din sif dung trude khi du %

Thén trong:

Trude khi bat ddu diéu td bling meropenem, cdn didu ra ky vé ti€n
ting ciia ngudi bénh voi cic khiing sinh beta-lactam, va sif dung thin trong &
bénh nhin nay. Néu phin ing di itng véi meropenem xiy ra, nén ngung sit
dung thudc va c6 bign phdp xi If thich hgp.

Khi sif dyng meropenem cho bénh nhan bi bénh gan, cin theo d6i k¥ nén g
d§ transaminase va bilirubin.

Cﬁ‘ng nh céc khing sinh khdc, tang sinh cic vi khufin khdng nhay cim véi
thuge ¢4 the xdy ra, nén cin phii theo doi beénh nhan lién tuc,

Khéng khuy€n cso sif dyng thudc trong rudng hop nhim riing do cic
Staphylococeus A€ khing vdi methieilin.

Ciing nhir tt ¢A edc khing sinh khic, viém dai trang gid mac hiém khi xay
12 khi sit dung thudc, va ¢ thd & mdc 49 nhe d€n de doa tinh mang. Vi viy,
chin than trong khi k& ddn thudc cho bénh nhin c6 tidn sif bénh Iy dudng tiéu
hof, d4c bigt 12 viém dai tang.

Thin trong khi si¥ dyng ddng thdi meropenem w81 chc thude ¢6 khd ning
gay ddc teén thin,

Merapenem c6 thé lam gidm ndng d¢ acid valproic huy€i thanh xudng mic
thip hon néng 46 didu tri.

Higu qui va sif dung nap d5i vai wré dudi 3 thang tudi chira duge xdc 1ap, do
6 khbng khuyén cho si dung meropenem cho iré dudi 3 thing méi. Chira o6
kinh nghigm sit dung thudc cho 1ré em bj 18 loan chive ning pan hay thin.
Tac djng cia thudc khi i4i xe vi vin hanh mdy mée:

Khéng thy c6 tAc dgng Anh hudng tdi khd ning 14i xe v2 vin hinh médy méc
khi sif dung ché& phim trong céc 131 lidu tharm khio dugc.

Si dung cho phy nif c6 thai vdt cho con bi:

Thoi ky mang thai: Tinh an todn cia meropenem di vdi pha nif c6 thai chira
duge ddnh gid. Cdce nghign ciu trén dong vit khdng ghi nbén tic déng ngoai
§ nao trén sif phit irién cla bao thai. T4c déng ngoai § duy nh41 quan s&t duge
qua cac thit nghiém vé& khd néng sinh sin & dong vit 14 ting tAn suflt siy thai
d khi & ndng 43 (i€p xic cao gip 13 13n ndng d Ep xic & ngudi.
Meropenem khong nén ding khi mang thai trir khi 1gi ich virgt tri nguy cd e
thé xdy ra v&i bio thai.

Thii k¥ cho con bi: Meropenem dugc tim thy trong sifa ddng vat d ndng 46
it thdp. Khéng nén ding meropenem & phu nit cho con b trit khi 1di fch vuigt
)i cdc nguy od c6 thé xdy ra cho tré.

Téc dyng khérg mong muén:

Hi&m khi ¢é t4c dyng khéng mong mudn nghiém trong.

Céc tic dung khing mong mudn sau dii duge bao cho:

- Phiin ttng tai ndi ti€m: Viém, daw, viém tinh mach huy€t khdi.

- Phir ¥ng di vng todn thin (hi€m khi x4y ra): Phit mach, c4c bidu hién
phén vé,

- Phén wng da: Phét ban, ngira, mé day. Hi€m khi x3y ra cdc phin dng da
nghiém trong nhu hdng ban da dang, hdi chitng Steven-Johnson v hoai tif da
nhiém déc.

- Tigu hod: Dau bung, budn nén, ndn, tidu chéy, viem dai tring gid mac.

- Huy&t hoe: Tang bach cdu 4i toan, gidm bach cdu da nhiin trung tinh c6 hdi
phuc. Hi€m khi xdy ra tii&u mau an miu, phin dng Coombs duang tinh tnse
ti€p hay gidn tiép, gidm thei gian thrombeplastin mé: phin.

- Chdc ning gan: Ting néng d¢ bilirubin, transaminase, phosphatase kiém
i Jactic dehydrogenase huy&t thanh dan thuin hay phéi hop.

- Hé thin kinh trung wong: Nhite ddu, co giit.

- T4c dung khéng mong mudn khic: Nhiém Candide miéng v2 4m dao.

Théng bdo cho bdc s¥ nhilug téc dung kirbng mong madn gdp phdi
&hi sg dung thubc
Lifu ditng - Cdch ding:
* Liéu ding:

Ngueoi Lve:

Liéu iugng va thdi gian didu tri tuy thudc mifc 4§ va loai nhi€m khun ciing
nhy tinh trang bénh nhin.

Li#u khuy&n cfo nhy sau:

- Meropenem 0.5 g ddng dudng tinh mach (V) mdi 8 gits trong didu tri viém
phdi, nhigém khudn dubng nidu, nhidm khuin phy khoa nhi viém nél mac of
cung, nhi#m khofn da va cdu triic da,

- Merepenem 1 g ding duding tinh mach (IV) mbi 8 gitr trong didu tj viem
phdi bénh vign, viém phiic mae, cdc nghi ngdf nhifm khufin d bénh nhiin gidm
bach ciiu, nhiém khuda huygt,

- Bénh xd hod nang: Lidu ddng 1én dén 2 g mbi 8 gidy.

- Viém mang nfo: Liéu khuy&n céo i 2 g mdi 8 gid.

Cing nhtr c4c khdng sinh khéc, chn dac biét thin trong khi s dyng
meropenem don tri lidu trong trodng hep nhidm khudn hay nghi ngd nhim
khudn Pseudomonas aeruginosa dudng hd hip didi trdm trong.

Khuyén cda nén thuding xuyén thi¥ nghiém do nhay cdm cia thudc khi diu
tri nhiém khuiin do Pseudomonas aeruginosa.

Ngudi ldn suy chie ndng thin:

Gifim liéu che bénh nhéin c6 45 thanh thii creatinin dudi 51 mliphdt theo
bing lifu khuy&n cdo nhir sau:

P4 thanh thai Lify diing (tinh theo . )
crenotinin (ml/phit) | don vi liéu Sf)é mg,lglg Khoiing céch lidu
26-50 Mot don vi lidu M&i 12 gits
10-25 Nita don vi liéu Méi 12 gids
<10 Nita dan vilidu Mdi 24 gi%

Meropenem thdi ¥ qua thim phim mdu; né€u cdn iép we dido i véi
meropenem, sau khi hodn tdt thim phin mdu, khuy€n cdo si dung mét don vi
Léu (tuy theo loai va miic 8§ nhi€m khuin) d€ dam bdo nng o didu tri higu
quié trong huy€t nrang.

Chuta c6 kinh nghi&m diing meropenem & bénh nhin dang thim phin phic
mac.

Bgnh nhés suy gan: Khong cin diéu chinh lidu,

Bénh nhén cao rudi: Khong cin didu chinh Lidu cho bénh nhan cao méi c6
chifc ning thén binh thudng hay 49 thanh thdi creatinin trén 50 mU/phit.

Tré em:

Tré em 6 3 thdng dén 12 wedi: Lidu khuyén cto 12 10-20 mg/kg m3i 8 gid tuy
thudc mic 48 ¥2 loai nhiém khufin, ¢ nhay cdm cia tic nhiin gy bénh va dnh
trang bénh nhin.

Tré em cin ning trén 50 kg: Khuyén cdo sit dyng liéu nhu & ngedi 100,

Trd em tir 4-18 tudi by xo nang: Lién meropenem 25-40 mg/kg mbi 8 gidt dugic
diing didu trj con biic phit c&p tinh cia nhi¢m khudn hé hip dudi man tinh,

Viém mang ndo: Ligu khuy&n céo 12 40 mgkg mbi 8 gid,

* Ciéich dung:

Meropenem o6 thé ddmg tiém finh mach trong khodng 5 phit hay truyén tinh
mach trong khodng 15-20 phiit.

Meropenem diing tiém tinh mach nén duge pha vdi nudc ¢t pha tiém (5 ml
cho mdi 250 mg meropenem) cho dung dich c6 néng 3 khoing 50 mg/ml.
Dung dich sau khi pha trong su8i, khong mau hodc c6 mau vang nhat.

Meropenem ding truyén tinh mach c6 thé pha véi céc dich truyén nrong
thich sau (50 4&€n 200 mi):

- Dung dich natri clorid 0,9%.

- Dung dich glucose 3% holic 10%.

- Dung dich glucose 5% vdi dung dich bicarbonat 0,02%.

- Dung dich glucose 5% vdi dung dich natri clorid 0,9% hodc 0,225%.

- Dung dich giucose 5% vdi dung dich kali clorid 0,15%.

- Dung dich manito] 2,5% hofic 10%.

Chi §: Nén sit dung thudc ngay sau khi pha thinh dung dich. Lic ky dung

dich thufc a3 pha trudc khi sif dyng, T#t ¢ céc Lo thuSe chi sif dung mt 1dn.

Dung dich thudc sau khi pha theo huéng din & trén duy trl hoat tinh & nhigt

46 phang {< 25°C) hodic khi bio quin lanh (4°C) nhu md tA trong béng sau:

‘Thi gian (gi%s) 6n dinh &

Chfit pha loiing [5-25°C aC

Nudc cit pha tiém 8 48
Dung dich thuc truyén finh mach san khi pha vdi:

Natri clonid 0,9% 8 48
Glucose 3% 3 14
Glucose 5% v nati clerid 0,225% 3 14
Glucose 5% vi aami clerid 0,9% 3 14
Glucose 5% va kali clorid 0,15% 3 14
Dung dich manitol 2,5% holic 10% 3 14
Glucose 10% 2 8
Glucose 5% va natri bicarbonat 0,02% 2 8

Tudng ky: .
Tinh tieng hgp cla meropenem vdi cée thude khic chua duge xéc dinh. Do
46, khdng nén trdn meropenem voi cde thudc khée.
Qud lidu vi xaf tri: )
Qud liéu khéing chi § o6 th xdy ra trong qud trinh didu tri, dfic biét trén béph
nhan suy thin. Pidu trj qus iéo nén B didu urf wiéu ching. B v8i ngwdi binh
thudng, thudc s& duge nhanh chéng thii trir qua thin. P4&i vdi bénh nhin suy
than, thim phan m4u s& loai trir meropenem v chc chit chuyén hod.
NEL CAN BIET THEM THONG TIN XIN HOI Y KiEN CUA THAY THUOC
D¥ sit dung thubc an toin, higu qud cdn iy §:
- Khong sif dung thudc 43 qué han ddng ghi tén bao bi.
- Xhong ding céc lo thudc c6 bidu hién bi€n mau, von cye.
Tiéu chudn: Tidu chufia ca sd.
Han dilng: 36 thing k& oY ngay sén xufl,
Biio quén: Noi kho, tronh dah séing tryc tiép, nhiét 4 khong qué 30°C.
GIf THUGC XA TAM TAY TRE EM
Déng ghi: Thude bt pha tiém 0,5 g: Hop 1 Lo
Thubc bjt pha tiém 1g: Hap | lp

Sin xuift tal: CONG TY CO PHAN DUGC PHAM MINH DAN
Dia chi: L& N8 - Puing N5 - KCN Hod X4 - Nam Dinh - Viét Nam
Dién thoai: (+84)228.3671086  Fax: (+84)228.3671113
Email: duocpham.minhdan@gmail.com



