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Composition: Each vial contains:
Meropenem Trihydrate
equivalent to Meropenem Anhydrous..........1 g
Excipient: Sodium Carbonate.
Dosage form: Powder for injection. 2
a Route of administration: For [.V injection or infusion 8
z Indications, contra-indications and Administration: =
2 Please see enclosed leaflet. S I
= Storage: At room temperature in hermetic container. £
Shelf-life: 36 months from the date of manufacturing
Made in Italy
READ CAREFULLY THE LEAFLET BEFORE USING
KEEP QUT OF REACH OF CHILDREN
— —
e e
r— S t—
=== —
S— =
| — —
gy - | '
Y U b i
!
. E T
o . i i LTt T i .t.|||r| L TH) ;;n? ;| u; ‘l:l\l sl:zpepg. .m;'. SprLnEmpu) \ | ﬂ[’ UU \
i 5 & i ) gL 9F T S e “vas DIV ;
: T o7 wnghoo B oniamn 4P i m’rgu;m-;; "flv;v,",;w 4 bm P }
- 4 e 1124 gy 1T ~|
< B{mu-wn;;‘u;dmm:; -__ ) e e upy aover w07 2 |
E E X mwmvmeu;u:q}«q ; O # 1g 0Eq g foax w {agp “dys r T /l |
e Mo ML i
g & % 4 8] uonaalur 10§ sapwed wansdasapy ; g = gy ﬁn;&‘r.fq‘f“ l: 2L ;‘K 1’_1 G _1 [—[ CE |
5 4 m; | ovq dw0a {3405 w0ep) dno u g tirenb o
o A I G-Iognaaw | alnlllluq%‘;“l::ng -I.mnuwxm;g - T r 5 - I
Frup vonduosarg K| ‘ ‘uea e oy Iunprln-!uq .!1;.,., ips E;gﬁ } (qdA'l i\t\f 1( ) 0 W |
S350 2] - O
TRARR mEEscaisy (2 00 W) eqe 109 of 10y twegd |
— 4 Yy waian Ay ;
y (1] waadngagy “u_m -‘s‘gndnpgni \L:e;]i‘m;l’-.:?x H l !& (‘) E:[ |
}/&/;3— ) i dig aogjosip =g Sgni] vy :

%
o
£






Ry -Thudc bin theo don

MERUGOLD L.V
(B0t pha tiém meropenem 1000 mg)

CANH BAO:

Thubc chi dimng theo don ciia bdc s7.

Doc ky hudng dan sir dung trude khi dimg.

Néu cdn thém thong tin xin hai y kién bdc sp.

Khing ding qud liéu di dwpc chi dinh

Thong bdo cho bdc sy nhitng tdc dung khong mong mudn gdp phai khi sir dung thuéc.
Khong s dung thuoc da qua han dimg.

Dé thudc ngodi tdm voi cua tré em.

THANH PHAN:

MJdi lo bt pha tiém ¢ chia:

Hoat chat: Meropenem trihydrat tuong duong meropenem (Kham) ..........oovecveeensiereenssernssnns 1000 mg.

Ta duwge: Natri carbonat 208 mg.

DUQC LYC HOQC

Meropenem la khang sinh nhom carbapenem dung dudmg tinh mach, twong d6i § 9_1\1 dinh véi dehydropeptidase-
1 (DHP-1) & ngudi, do d6 khéng can thém chét ic ché DHP-1.

Meropenem diét khudn béng cich cin trd qud trinh tong hUp thanh té bao vi k n séng. Sy tham nhép dé
dang qua thanh t& bao vi khuan ciia thude, dd bén cao dbi vai tat ca cac beta- laciam{sﬂ_jmn-g—huyet thanh va ai
Iuc dang ké véi cac protein gan két véi _penicillin (PBP) giai thich tac dong diét khuan manh ciia meropenem
dbi voi nhleu loai vi khudn ky khi va hiéu khi.

Meropenem 6n dinh trong cac thir nghiém vé d6 nhay cim va ¢6 thé tién hanh céc thir nghiém nay bang cdc
phuong phap thudmg quy. Céc thir nghiém in vitro cho thiy meropenem ¢6 tic ddng hiép lic véi nhiéu thude
khéng sinh khdc. Meropenem dé dugc chimg minh ¢6 téc déng hau khang sinh ca in vitro va in vivo.

Phd khang khuén in vitre clia meropenem bao gdm phan lém céc ching vi khuan Gram 4m va Gram duong,
hiéu khi va ky khi quan trong trén 14m sang dudi day:

Vi khudn hiéu khi Gram diong:

Bacillus spp., Corynebacterium diphtheriae, Enterococcus faecalis, Enterococcus liguifaciens, Enteracoccus
avium, Listeria monacytogenes, Lactobacillus spp., Nocardia asteroides, Staphylococcus aureus (penicillinase
duong tinh va &m tinhy, cic Staphviecoccus coagulase 4m tinh; bao gbm, Staphylococcus epidermidis,
Staphylococcus saprophyticus, Staphylococcus capitis, Staphylococcus cohnii, Staphylococcus xylosus,
Staphylococcus warneri, Staphylococcus hominis, Staphylococcus simulans, Staphylococcus intermedius,
Staphylococeus sciuri, Staphylococcus lugdunensis, Streptococcus pneumoniae fnhay cam va dé khing véi
penicilliny, Streptococcus agalactiae, Streptococcus pyogenes, Streptococcus equi, Streptococcus bovis,
Streptococcus mitis, Streptococcus mitior, Streptococcus milleri, Streptococcus sanguis, Streptococcus
viridans, Streptococcus salivarius, Streptococcus morbillorum, Streptococcus nhém G, Streptococcus nhom
F, Rhodococcus equi.

Vi khuan hiéu khi Gram am:

Achromobacter xviosoxidans, Acinetobacter anitratus, Acinetobacter Iwoffii, Acinetobacter baumannii,
Aeromonas hydrophila, Aeromonas sorbria, Aeromonas caviae, Alcaligenes faecalis, Bordetella
bronchiseptica, Brucella melitensis, Campylobacter coli, Campylobacter jejuni, Citrobacter freundii,
Citrobacter diversus, Citrebacter koseri, Citrobacter amalonaticus, Enterobacter aerogenes, Enterobacter
(Pantoea) agglomerans, Enterobacter cloacae, Enterobacter sakazakii, Escherichia coli, Escherichia
hermannii, Gardnerella vaginalis, Haemophilus influenzae (ké ca céc ching tiét beta-lactamase va dé khing
voi ampicilling, Haemophilus parainfluenzae, Haemophilus ducreyi, Helicobacter pylori, Neisseria
meningiidis, Neisseria gonorrhoeae (ké ca cac ching tiét beta-lactamase, dé khang véi penicillin va d& khang
vai spectinomycin), Hafnia alvei, Klebsiella pneumoniae, Klebsiella aerogenes, Klebsiella ozaenae,

Klebsiella oxytoca, Moraxella (Branhamella) catarrhalis, Morganella morganii, Proteus mirabilis, Proteus
vulgaris, Proteus penneri, Providencia retigeri, Providencia stuartii, Providencia alcalifaciens, Pasteurella
multocida, Plesiomonas shigelloides, Pseudomonas aeruginosa, Pseudomonas putida, Pseudomonas
alcaligenes, Burkholderia (Psewdomonas) cepacia, Pseudomonas fluorescens, Pseudomonas stutzeri,
Pseudomonas pseudomallei, Pseudomonas acidovorans, Salmonella spp. ké ca Salmonelia enteritidis/typhi,
Serratia marcescens, Serratia liguefaciens, Serratia rubidaea, Shigella sonnei, Shigellu flexneri, Shigella
boydii, Shigella dysenteriae, Vibrio cholerae, Vibrio parahaemolyticus, Vibrio vuinificus, Yersinia
enterocolitica.




Vi khuén ky khi:

Actinomyces odontolyticus, Actinomyces meyeri, Bacteroides Prevotella Porphyromonas spp., Bacteroides
Jragilis, Bacteroides vulgatus, Bacteroides variabilis, Bacteroides pneumosintes, Bacteroides coagulans,
Bacteroides uniformis, Bactervides distasonis, Bacteroides ovatus, Bacteroides thetaiotaomicron, Bacteroides
eggerthii, Bacteroides capsillosis, Prevotella buccalis, Prevotella corporis, Bacteroides gracilis, Prevotella
melaninogenica, Prevotella intermedia, Prevotella bivia, Prevotella splanchnicus, Prevotella oralis,
Prevatella disiens, Prevotella rumenicola, Bactercides wureolyticus, Prevotella oris, Prevotella buccae,
Prevotella denticola, Bacteroides levii, Porphyromonas asaccharolytica, Bifidobacterium spp., Bilophila
wadsworthia, Clostridium perfringens, Clostridium bifermentans, Clostridium ramosum, Clostridium
sporogenes, Clostridium  cadaveris, Clostridium  sordellii, Clostridium  butyricum, Clostridium
clastridiiformis, Clostridium innocuum, Clostridium subterminale, Clostridium tertium, Eubacterium lentum,
Eubacterium aerofaciens, Fusobacterium moriiferum, Fusobacterium necrophorum, Fusobacterium
nucleatum, Fusobacterium varium, Mobiluncus curtisii, Mobiluncus mulieris, Peptostreptococcus anaerobius,
Peptostreptococeus  micros,  Peptostreplococcus  saccharolyticus,  Peptococcus — saccharolyticus,
Peptastreptococcus  asaccharolyticus,  Peptostreptococcus magnus,  Peptostreptococcus  prevotii,
Propionibacterium acnes, Propionibacterium avidum, Propionibacterium granulosum.

Stenotrophomonas maltophilia, Enterococcus faecium va cic Staphylococcus @8 khang véi methicillin ¢
duge ghi nhan dé khang vi meropenem.

DUQC PONG HQC

Khi truyén tinh mach mot lidu don meropenem trong vong 30 phat & ngudd tinh nguyén khoe manh nfmg i 4]
dinh ciia thude trong huyét twong vio khoang 11 pug/ml d6i véi lidu 250 mg, 23 pg/ml d6i vai lidu 500 mg va
49 pg/ml dbi voi lidu 1 g.

Tuy nhién, khéng c6 mbi tuong quan tuyét ddi vé& duge déng hoc gifta Cpa va AUC v6i liéu dung. Hon nira,
st giam d9 thanh thai trong huyét twong tir 287 xudng 205 ml/phit khi st dung 1iéu tor 250 mg dén 2 g 43
duge ghi nhén.

Khi tiém tinh mach mdt lugng lém meropenem trong 5 phit & ngudi tinh nguyén khoe manh, nbng 46 dinh
ctia thude trong huyét trong vao khoang 52 pg/ml khi sir dung lidu 500 mg va 112 pg/ml khi sir dung lidu 1 g.
Truyén tinh mach 1 g trong vong 2 phit, 3 phit va 5 phut duge so sanh trong mdt thir nghiém bit chéo ba
chiéu (three-way crossover study). Nong d¢ dinh ciia thudc trong huyét tuong tuong (mg 1an lugt voi thai gian
truyén nay 13 110, 91 va 94 ug /ml.

6 gid sau khi tiém tinh mach liéu 500 mg, ndng 46 meropenem trong huyét tuong giam con < 1 pg/ml.

Khi str dung nhiéu !idu cach khoing mdi 8 gi&r cho ngudi cé chire ning than binh thuong, khong cé sy tich liy
Meropenem.

O ngudi ¢6 chirc nang thin binh thudng, thdi gian ban thai cila meropenem khoang 1 gid.

T¥ 18 gén két véi protein huyét tuong clia meropenem khoang 2%.

Khoang 70% ligu meropenem sir dung dugc tim thay trong mroc tidu dudi dang khéng &i trong 12 gio, sau
d6 chi ¢6 mdt luong rat nho duroe bai tiét thém vio nudce tigu. Nong d8 meropenem trong nudc tleu > 10
pg/ml duy tri dén 5 gidr sau khi sir dung liéu 500 mg. Khéng co sy tich ty merop'erﬁ;n trong nude tiéu hay
huyét tuong dugc ghi nhn véi phac db ligu 500 mg mdi 8 gio hay 1 g mbi 6 giey cnrug,ud’tmh nguyén khoe
manh cé chiic néing thin binh thirong.

Chit chuyén héa duy nhit cia meropenem khong c6 hoat tinh khang khudn.

Meropenem xam nhép 16t vao hiu hét cic mo va dich ciia co thé ké ca dich ndo tiy & bénh nhin viém mang
ndo nhidm khudn, dat dén ndng d¢ cao hon ndng ¢§ cin thiét dé (e ché hau hét vi khudn,

Céc nghién ciru trén tré em chimg t6 duge déng hoc cua meropenem & tré em tuong tr & ngudi lon. Thoi gian
ban thai ciia meropenem vao khoang 1,5-2,3 gitr & teé em dudi 2 tudi va duoc dong hoc tuyén tinh véi liéu
dung trong khoang 10-40 mg/kg.

Céc nghién ciu vé duge dong hoc & bénh nhan suy thén cho thay d6 thanh thai cia meropenem trong huyét
tuang trong quan véi dd thanh thai creatinin. Cén diéu chinh lidu cho bénh nhin suy thin.

Céc nghién ciru v& durge ddng hoe & ngudi cao tudi cho thiy d6 thanh thai cia meropenem trong huyét turong
gidm tuong (ng vdi s giam do thanh thai creatinin theo tudi.

Céc nghién ciru vé duge déng hoc & bénh nhan suy gan cho thdy bénh gan khéng anh hudng dén duge dang
hgc clia merepenem.

CHI DINH:

Meropenem ding dudng tinh mach, duge chi dinh trong didu tri cée nhifm khudn & nguéi 16n va tré em gy ra
b&i mot hay nhidu vi khudn nhay cdm v&i meropenem trong céc trudng hop sau:

- Viém phdi va viém phdi bénh vién.

- Nhiém khudn dudng niéu.

- NhiZm khuén trong & bung.

- Nhi&m khuin phy khoa, nhur vidm néi mac tir cung va cac bénh 1y viém ving chéu.

- Nhiém khuén da va céu tric da.

- Viém mang n#o.
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- Nhiém khudn huyét.

- Didu trj theo kinh nghiém cac nghi nge nhi&m khuén & ngudi 1on bi s6t giam bach ciu theo don trj liéu hay
phdi hop véi cac thude khang virus hozc thude khang nam.

Meropenem don trj liéu hay phéi hop voi cac thude khang khudn khac da dugc chimg minh 1a hidu qua trong
diéu tri nhi&m khuin hdn hop.

Meropenem dung duong tinh mach da cho thdy hidu qua trén bénh nhén xo héa nang va nhiém khuén dudng
hé hép dudi man tinh khi sir dung nhu don trj liéu hogic phéi hap vai cae thube khang khudn khac. Vi khudn
khdng phai ludn ludn dugc tiét trir hodn toan.

Chura ¢6 kinh nghiém sir dung thudc & tré em gidm bach cdu hay suy giam min dich nguyén phét hogc thir
phat

LIEU LUQNG VA CACH DUNG:

Pudng ding: tidm / truyén finh mach.

Dung theo sir chi dan ciia bée sy diéu tri.

Liéu théng thuomg:

Neudi lon:

Liéu lrgng va thoi gian didu trj tiy thude mirc dd va loai nhiém khuén cling nhu tinh trang bénh nhan.

Liéu khuyén cdo mdi ngay nbu sau;

500 mg meropenem ding duong tinh mach (IV) mdi 8 gid trong diéu tri viém phdi, nhiém khuin dudng nigu,
cdc nhiém khuén phu khoa nhu viém ndi mac tu' cung, nhiém khuén da va cAu trac da.

| g meropenem dung dudmng tinh mach (IV) m01 8 gid trong didu tr viém phdi bénh vién, viém phiic mac, cac
nghi ngd nhidm khuan & bénh nhén giam bach cau, nhi&m khuan huyet

Trong bénh xo héa nang, viém mang nio, liéu khuyén cdo 12 2 g mdi 8 gid.

Ciing nhu céc thude khang sinh khéc, cén ddc biét than trong khi sir dung meropenem domn trj ligu trong trudng
hop nhidm khudn hay nghi ngd nhiém khuin Pseudomonas aeruginosa duong hd hap dudi trAm trong,

Khuyén céo nén thudmg xuyén thir nghiém d9 nhay cam ciia thudc khi diéu tri nhidm khuén do Pseudomonas
aerugmosa.

Liéu ding cho bénh nhén ngudi 16n suy chirc ndng than:

Nén giam lidu cho bénh nhan c¢é dd thanh thai creatinin < 51 mI/phut theo huéng dan dudi day:

Thanh thai creatinin Liéu dung s ko
(mL/phiit) (tinh theo dom vi lidu 500mg, 1g, 2g) Tan xuatdung
26 — 50 Mbt lidu M&i 12 gio
10—25 Nita lidu Mai 12 gid
<10 Nira lidu Moi 24 gity

Meropenem dugce thai trir qua thiam phan mau; néu ¢an tidp tuc diéu tri véi meropenem, sau khi hoan tit thAm
phan mau, khuyen cao str dung mét don vi lidu (500mg, 1g hodc 2g) (tuy theo loai va mic ¢6 nhiém khudn)
dé dam bao ndng d didu trj hiéu qua trong huyét tuong.

Chura c6 kinh nghiém sir dung meropenem cho bénh nhén dang thim phén phic mac.
Liéu dimg cho bénh nhén suy gan:

Khéng cin didu chinh lidu.

Bénh nhan cao tudi;

Khong cAn diéu chinh liéu cho bénh nhin cao tudi ¢6 chire ning than binh thudng hay d(‘ﬁhat}h’thal creatinin
> 50 ml/pht. =

P&i véi bénh nhén cao tdi co do thanh thai creatinin < 50 ml/phut, can giam liéu tuy thude vao mirc do giam
d6 thanh thaj creatinin theo bang hudng din lidu ding cho bénh nhén suy chire ning than.

Tré em:

- Tré em tir 3 thang dén 12 tudi: lieu khuyén céo 1a 10-20 mg/kg mdi 8 gidr tiy thude mirc d6 va loai nhiém
khuén, dd nhay cam cia tic nhén gay bénh va tinh trang bénh nhin.

- Tré em can nang trén 50 kg: khuyén céo st dung lidu nhu & ngudi 16n.

Lidu khuyén cdo cho viém méng ndo 12 40 mg/kg mbi § gid.

Khéng khuyén c4o sir dung meropenem cho tré dudi 3 thang tubi.

Chura ¢6 kinh nghiém sir dung thudc cho tré em suy than.

Ciach sir dung:

Tiém finh mach: Meropenem ding tiém tinh mach nén dugc pha v&i nude vo khudn hogc natri clorid 0,9%
pha tiém (5 mlt cho méi 250 mg meropenem) cho dung dich ¢é ndng dd khoang 50 mg/ml. Dung djch sau khi
pha trong sudt, khéng mau hodc mau vang nhat. Tiém tinh mach chdm trong khoang 5 phat,

Truyén tinkh manh: Meropenem truyén tinh mach ¢é thé pha m&i 250 mg meropenem véi 50 — 200 ml dung
moi pha tiém natri clorid 0,9% hodc glucose 5%, dé tao dung dich c6 ndng a6 thube tuong tmg 5 — 1,25
mg/ml. Thuc hién viéc truyén truyén tinh mach trong khoang 15-30 phut.

Meropenem ciing ¢6 thé tuong thich véi cac dung mdi sau: Glucose 10%, glucose 5% va natri bicarbonat
0,02%, natri clorid 0,9% va glucose 5%, glucose 5% va natri clorid 0,225%, glucose 5% va kali clorid 0,1%,
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mannitol 2,5% hodc 10%

Do khéng ¢6 cdc nghién ctru chuyén biét, khdng dugc trén chung véi cac thude khac trong cing dng tiém hay
dich truyén,

Lac ky dung dich thubc da pha trude khi sir ‘dung. Cén kiém tra bing mit cac dung dich thudc trude khi tiém.
Khong dtlng céc dung dich sau khi pha c6 van duc.

Tét ca cac lo thude chi sir dung 1 1an.

Khuyén cao dung dich meropenem ding tiém hodc tiém truyén tinh mach phai dugc dling ngay sau khi pha
Dung dich meropenem sau khi pha v6i nudce pha tiém hodc dung dich pha tiém natri clorid 0,9% c6 thé én
dinh trong vong 8 gi & nhiét do phong (15°C - 30°C) va trong vong 48 guﬁr khi dugce bao quan lanh (2°C dén
8°C). Dung dich meropenem sau khi pha véi dung dich glucose 5% c6 thé o6n dinh trong vong 3 gio & nhiét do
phong (15°C — 30°C) va trong vong 14 gior khi dugce bao quan lanh (2°C dén 8°C).

CHONG CHI PINH:

Meropenem chong chi dinh cho bénh nhan qua man vai thudc.

KHUYEN CAO VA THAN TRONG :

C6 mot s6 bing chimg I4m sang va cén l4m sang vé dj tmg chéo mét phén gilra cac khang sinh carbapenem
khac vai céc khang sinh ho beta-]actam penicillin va cephalosporin. Cling nhu tit ca cic khang sinh ho beta-
lactam, cac phan Umg qua man hnem xay ra. Trude khi bit ddu diéu tri voi meropenem, nén hoéi k¥ bénir nhin
vé tién sir cac phan ung qua man véi cac khang sinh ho beta-lactam. Nén sir dung thén trong meropenem cho
bénh nhén ¢6 tién sir qua man nay. Néu phan (g dj (mg véi meropenem xay ra, nén ngung thube va c6 bién
phép xtr ly thich hop.

Khi sir dung meropenem cho bénh nhan bj bénh gan cén theo dbi ky ndng dd transaminase va bilirubin.

Ciing nhu c4c khang sinh khac, ting sinh cac vi khudn khong nhay cam véi thube c6 thé xay ra va do dé, cin
phai theo d&i bénh nhén lién tuc. ‘

Khéng khuyén cdo sir dung thudc trong trudng hop nhiém tring do céc Staphylococcus dé khang véi
methicillin.

Trén thyc hanh 1am sang, cting nhu tht ca cac khang sinh khac, viém dai trang gia mac hiém khi xay ra khi st
dung meropenem va co thé & erc do tir nhe dén de doa tinh mang. Vi véy, can thin trong | khi ké toa cac thuoc
khéng sinh cho bénh nhén ¢6 tién sir bénh ly dudng tiéu hoa, dic bigt viém dai trang. Piéu quan trong la (.31‘1
xem x6t chin doan viém dai trang gia mac khi bénh nhén bi tidu chay lién quan dén sir dung thudc
meropenem. Méc dit cac nghién citu cho thdy doc to do Clostridium diffizile sinh ra 1a mét trong nhiing
rguyén nhan chinh gdy viém dai trang lién quan dén sir dung cac khang sinh, ciing cin xem xét dén cac
nguyén nhan khac, ) )

Nén thén trong khi sir dung ddng thoi meropenem véi cac thude c6 kha nang gy dc trén thén.

Meropenem c6 thé l1am giam ndng do acid valproic huyét thanl. O mét sb bénh nhén, ndng do acid valproic
huyét thanh c6 thé thdp hon nong do diéu tri.

Str dung cho tré em: Hiéu qua va su dung nap abi voi trf’: dudi 3 thang tudi chua duoc xac Iap; do do, khéng
khuyén cdo str dung meropenem cho tré duéi 3 thang tudi. Chua ¢6 kinh nghiém sir dung thude cho tré em bi
r6i loan chirc nang gan hay than.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:

Khéng c6 nghién ciru n2o v€ anh hirdng cua thude trén kha nang 1ai xe va vén hanh may méc. Nhung nguoi ta
khong cho ring meropenem s& anh hudng 1€n kha ning lai xe va vdn hanh may méc.

SU DUNG O PHU NU MANG THAIL; CHO CON BU. y .
Phu nir mang thai: ) _ %
Tinh an toan cta meropenem doi v&i phu nif mang thai chua duge dénh gia. Cdc nghi trén dong vai*
khéng ghi nhén tac dong ngoai y néo trén sy phat trién clia béo thai. Tac dong ngoai y duy nhat quan sat du
qua cdc thir nghiém ve kha nang sinh san ¢ dong vét la tang tin suat sdy thai & khi & ndng d9 tiép xic cao

13 lan nong do tlep xuc & ngudi. Khong nén sir dung meropenem cho phu n¥ mang thai trir phi lgi ich vit
trdi cdc rii ro ¢6 thé xdy ra cho bao thai. Nén ¢6 béc sy gidm sét truc tiép cho moi trudng hop sir dung thioe
cho phy nif mang thai.

Phu nir cho con bi:

Meropenem dugc tim thdy trong sira dong vat & nong a6 rét thap Khong nén sir dung meropenem & phu nir
cho con b trir phi loi ich vugt trdi céc rii ro ¢6 thé xay ra cho tré.

TUONG TAC THUOC:

Probenecid canh tranh v6i meropenem trong bai net chu dong qua ong than va vi vay (ic ché sy bai tiét
meropenem qua thdn, gdy tang thoi gian ban thai va ndng d6 meropenem trong huyét tuong. Khi klwn{, dung
chung v6i probenecid, meropenem da c6 hoat tinh thich hop va thdi gian tic dong da di dai nén khong
khLyén céo sir dung ddng thoi probenecid va mercpenem.

Tiém ndng tac dong clia meropenem trén sy gan két véi protein hodc chuyén héa ctia cac thude khéc chua
dugce nghién ciru. Meropenem gin két vdi protein thip (khodng 2%), do do tuong tac véi nhitng hop chét khéc
do sur phén tach khai protein trong huyét twong khéng du kién xay ra.
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Meropenem c6 thé lam giam nong d9 acid valproic huyét thanh. G mét sb bénh nhén, ndng dé acid valproic
huyét thanh ¢6 thé thap hon ndng d6 diéu tri.
Meropenem di dugc sir dung dong thoi vai cac thudc khac ma khong c6 céc tuong tac bét lgi vé dugc Iy. Tuy

nhién, khong c6 dir liéu dic trung ndo vé cac kha ning tuong tac véi cac thube (ngoai trir probenecid nhur néu
& trén).

TAC DUNG KHONG MONG MUON:
Hiém khi c6 céc tac dung phu nghiém trong. Céac tic dung phu sau da dugc bio cdo:

Cdc phan ung tai noi tiém: viém, viém tinh mach huyét khéi, dau tai noi tiém.

Cdc phan img dj img toan than: cic phan (mg dj img toan thin (qua man) hiém xay ra khi st dung
meropenem. Cac phan (mg nay bao gdm phii mach va céc bidu hién phan vé.

Cdc phan umg da: phét ban, ng(ra, mé day. Cac phan ung da nghiém trong nhu hdng ban da dang, hdi chimg
Stevens-Johnson va hoai tir da nhiém ddc hiém khi ghi nhan.

Tiéu héa: dau bung, budn ndn, ndn, tiéu chay Viém dai trang gid mac da dugc bao céo.

Huyer hoc: tang tieu ciu, tang bach cAu 4i toan, giam tidu c u, giam bach clu va bach cAu da nhan trung tinh
(ké ca méit bach céu hat rat hiém xay ra) co thé hdi phuc. Thleu mau tan huyét hiém khi xay ra. Phan g
Coombs duong tinh truc tiép hay gian tiép c6 thé xay ra & mot s6 bénh nhan; da cé ghi nhan vé giam thdi gian
thromboplastin mét phin.

Chike ning gan: tang ndng do bilirubin, transaminase, phosphatase kiém va lactic dehydrogenase huyét thanh
don thuan hay phdi hop da dugc bao cdo.

Hé than kinh trung wong: nhirc ddu, di cam, co giat.

Tac dung ngoai y khdc: nhiém Candida miéng va am dao.

QUA LIEU:

Qué lidu khdng chu y ¢6 thé Xay ra trong qua trinh diéu tri, ddc biét trén bénh nhén suy thén. Cdc tri¢u chimg
qua Ileu c6 thé xay ra: dau dau, budn nén, non, hong ban da dang, co giat, viém gan cp. Diéu tri qué liéu nén
la diéu tri tri¢u chimg. & ngudi binh thuong, thude s& duge nhanh chéng thai trir qua thin; & cdc bénh nhéan
suy thén, thim phan mau sé loai trir meropenem va cac chét chuyén héa.

TIEU CHUAN CHAT LUQNG: Nha san xuét

HAN DUNG:

36 thang ké tir ngay san XUAt.

S6 16 san xuét (Batch No.), ngay san Xuét (Mfg. date), han dang (Exp. date): xin xem trén nhan hdp va lo.
Dung dich meropenem dung tiém hodc truyén tinh mach phai dugc dung ngay sau khi pha.

Dung dich meropenem sau khi pha vgi nudc pha tiém hodc dung dich pha tiém natri clorid 0,9% cé thé 6n
dinh trong vong 8 gio ¢ nhiét dd phong (15°C —30°C) va trong vong 48 lb khi duge bao quan lanh (2°C dén
8°C). Dung dich meropenem sau khi pha véi dung dich glucose 5% c6 thé én dinh tropgbqong 3 gi0 & nhiét d§
phong (15°C — 30°C) va trong vong 14 gid khi dugc bao quan lanh (2°C dén 8°C). \/ {/Em

BAO QUAN:

Bao quan & nhiét do phong (dI.IO'i 30°C), trong bao bi kin.

DANG BAO CHE VA QUY CACH PONG GOI:

Hdp chira 10 lo bt pha tiém. s’

ACS DOBFAR S.P.A.
Viale Addetta, 4/12 -20067 Tribiano, Milan, Italia

Co s& san xuat thanh pham va xuat xudéng;
FACTA FARMACEUTICIS.P.A
Nucleo Industriale S. Atto - 64020, S. Nicolo a Tordino, Teramo, Italia

PHO CUC TRUONG

Ngay xem xét lai t& huéng dan sir dung: 25/04/2014 ¥y Cag
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