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Tai li u théng tin thu ¢



MERONEM 500mg, 1g Meropenem.

THANH PH N: Cha 500 mg ho¢ 1 g meropenem d i d ng trihydrate trn

vi carbonate natri khan. D NG BAO CH: B t pha dung d ch tiém/ruy n tnh

mch.CH NH IUTR: MERONEM IVdung ngtnhmch(lV) cch
nh ng ilnvatr emte 3thang tuei tr I€ntrong iutr nhism khu n gay

rabimthay nhiuvikhunnhycmvimeropenemtrongtr nghpnh

sau: Viéem phei va viém phei bnh vin; nhiem khun ng niu c6 bin

chng; nhism khu n trong b ng 6 bi n ch ng; nhiem khu n ph khoa, nh

vimnimct cung vacac bnh ly viém vung ch u; nhiem khun davacu

triic da ¢6 bin chng; viém mang néo cp do vi khu n; nhism khun huyt.
iutr theo kinh nghim cactr nghp nghing nhiemkhun ngilnb

stgimbchcutheo ntr liuhay phihp vicéacthuckhangvirushoc

thu c khang nm. MERONEM IV ntr liu hay phihp vicac thuc khang

khun khdc & cchng minhlahiu qu trong 1u tr nhiem khun hen

hp. Meropenemdung ngtnhmch achothyhiuqu trénbnhnhan

x héanangvanhiemkhun nghbhpd imntinhkhis dngnh n

tr liuho ¢ phihpvicac thu c khang khu nkhac. Vikhu nkhong philudn

lubn ctittrehoantoan.Chacokinhnghims dngthuc tr emgim

b ch c u hay suy gim mien d ch nguyén phat hoc th phét. LIU L NG VA

CACHS DNG: Ng iln:Liul ngvathigian iutr tythucme va

loi nhism khun ceng nh tinh trng b nh nhan. Liu khuy n cdo mei ngay

nh sau: 500 mg Meronem dung ngtnhmch (IV) mei8 gi trong iutr

viém phei, nhiem khun  ng niu, cac nhism khu n ph khoa nh viém ni

mc t cung, nhism khun da va cu triic da. 1g Meronem dung ng tnh

mch (IV) mei 8 gi trong iutr viém phei b nh vin, viém phtc mc, cac nghi

ng nhismkhun b nhnh&n gimb ch cu, nhiem khu n huy t. Trong b nh

X héanang,liulén n2gm«i8gi & cs dng; as bnhnhan ¢

iutr viliu2gmei 8 gi. Trong viem mang néo c p do vi khu n, liu khuy n

cdola2gmei 8 gi.Khi iutr nhism khunhay nghing nhism khu n Pseudo-

monas aeruginosa, liukhuyncao ng itr ngthanhlaitnhtlgmei8gi

(iuti acho phép la6g meingay chialam 31n)valiukhuyncao tr emla

itnht20 mgkg mei8gi (iuti acho phépla 120 mg/kg mei ngay chialam

31n). Khuyn cao nén th ng xuyén th nghim nhycm cathuc khi
iutr nhism khu n do Pseudomonas aeruginosa. De liu an toan s d ng khi

dungliutémtnhmch2gconhnch. Liudungchobnhnhanng iln

suychcnngthn. Néngimliuchobnhnhancé thanh thicreatinine

<51 mlphittheoh ngdnd i ay.

Li u dung (tinh theo€n | Tfn susts dng thu,c
v,li u500 mg, 1 g,2 Q)

- thanh th i creatinine

(ml/phat)

26 - 50 mt nv liu mei 12 gi
10-25 na nv liu mei 12 gi
<10 na nv liu mei 24 gi

Meropenem thi tre qua thm phan mauvalcmau; nucntiptc iutr vi
MERONEM IV, sau khi hoan tt thm phén mau, khuyncaos dngmt nv
liu (500mg, 19, 29) (tly theoloivamc nhism khun) - mbonng

iutr hiuqu trong huytt ng. Chaco kinh nghims dng MERONEM IV
cho bnh nhan ang thm phén phiic mc. Liu dung cho bnh nhan ng i

In suy gan. Khong cn iu chnh liu cho bnh nhan suy gan (Xem Lu Y va
ThnTrng c BitKhi Dung). Bnh nhén cao tui. Khdng cn iuchnhliu
cho bnh nhan cao tuei c6 chc nng thn binh th ng hay thanh thi
creatinine > 50 mlphdt. Tr em. Tr emte3thdng n1ltusivatrngl ngc
th-t» 50kg tr xu ng: liu khuy n cao la 10-20 mgkg mei 8 gi tiy thucmc
valoinhiemkhun, nhycmcatacnhangaybnhvatinhtngbnhnhan.

Tr emcannngtrén 50 kg: khuyncaos dngliunh ngiln.Liukhuyn

cao cho viém mang nao cp do vi khun la 40 mgkg mei 8 gi. Cha c6 kinh
nghims dngthuc chotr emsuy thn. Cach s dng. Nén tiémtnh mch
MERONEM IV trong kho ng 5 phtit hay tiém truyntnhmch te 15 n 30 phit.
D liuantoan s dng khi dung liu tiém tnh mch 40 mgkg va liu tiém tnh

phn ng qua mn (nghiém trng va 6i khit vong) him xy ra. Tr ckhib...t

u iutr vimeropenem, nén htikt bnhnhanv tins cac phn ng qua
mn vi c&c khang sinh h betadactam. Nén s dng thn tr ng MERONEM IV
chobnhnhancdtins quamnnay. Nuphn ngd ngvimeropenemxy
ra, nén ng ng thu c va co bin phap x ly thich hp. Cac phn ng c6 hitrén da
nghiém trng (SCAR), nh la hi chng Stenvens-Johnson (SJS), hoi t bi-u bi
nhiem ¢ (TEN), hichng phétban dothucvitngbchcuaitoanvanhiu
triu chng toan than (DRESS), hng ban a dng (EM) va hi chng ngoi ban
mn m toan than cp tinh (AGEP) & c¢ bao cao trén nheng bnh nhéan s
dng MERONEM IV (xem mc Tac d ng khéng mong mun). Trongtr nghp
phat hinranhengduhiuvatiuchnggiycacphn ngbtlitrén,dengs
dng meronem ngay Iptcvaxem xét ncacliuphap iutr thay th khéc.
Khis dng MERONEM IV cho bnh nhédn b bnh gan cntheo d&i ki nng
transaminase va bilirubin. Ceng nh cac khang sinh khac, tng sinh cac vi khun
khong nhycmvithuccoth-xyravado 6, cnphitheo dbibnhnhénlién
tc. Khong khuyn cao s dng thuc trong tr ng hp nhism tring do cac
Staphylococcus  khang vimethicilin. Trén th'c hanh lam sang, csng nh ttc
cac khéng sinh khac, viém itrang gi mc him khi xy ra khis d ng MERO-
NEMIVvacoth- mc tenh%o. n edatinhmng.Vivy,cnthntrngkhi
ké toa cac thuckhang sinhchobnhnhancotins bnhly ngtéuhoa, c
bitviém itrang. iu quan trngla cnxemxétchn odnviém itrang gi
mc khibnh nhén b tiéu chyliénquan ns dngthuc MERONEM V. Mc
du cac nghién cu cho thy ct do Clostridium diScile sinh ra la mt trong

nheng nguyén nhén chinh gay viém itrang ién quan n's dng cac khang
sinh, cong cn xem xét n cac nguyén nhan khac. Him gp bao céo co git
trong qua trinh iu tr vi carbapenem, bao g m meropenem. Nén thn tr ng
khis dng ngthiMERONEM IV vicacthuccokh nnggédy ctrénthn
(XemLiuL ngvaCéch S Dng - bitliudung). Khong khuyncéos dng

ng thi acid valproic/natri valproate vi MERONEM IV. MERONEM IV ¢4 th- lam
gimnng acid valproic huyt thanh. < mt s bnh nhan, nng acid
valproic huyt thanh c6 th-thp hnnng iur (xem phn T ng tac
thuc). S dngchotr em: Hiuqu vas™dungnp ivitr end i3 thang
tuicha cxaclp;do 6, khdng khuyn cdos dng MERONEM IV cho tr
emd i 3thang tus. Chacokinhnghims dngthucchotr emb rilon
chcnng gan hay thn. -thuc ngoai tm tay tr em. PH N CO THAI VA
CHO CON BU: : Ph ne mang thai: Tinh an toan ca MERONEM IV iviph ne
mangthaicha c¢ anhga Cacnghiéncutrén ngvtkhong ghinhntac

ng ngoiy nao trén s” phét tri-n ca bao thai. Khdng nén's d ng MERONEM
IV cho ph ne mang thai tre philiich v ttricacriro co th- xy ra cho bao thai.
Néncobacs gamsattrctipchomitr nghps dngthuc cho ph ne
mang thai. Ph ne cho con b: Meropenem ¢ bai it qua sea m%.. Khdng nén
s dng MERONEM IV ph necho conbutrephilijchv ttricacriro coth-
xyrachotr. NHH NG LEN KH N NG LAI XE VAVNHANHMAY: Cha
conghiéncu.Luycactiuchngnhc u,d cm,cogita cghinhn
khi dung thu c. T *NG TAC THU C: Probenecid ¢ ch s”bai tit meropenem
quathn, gaytngthigianbanthivanng meropenem trong huytt ng.
Khong khuyn cao s dng ng thi probenecid va MERONEM IV. Thuc g...n
ktviproteinth p (khong 2%), do 6t ngtacvinhenghpchtkhacdos
phén tach khti protein rong huy tt ng khéng d” kin xy ra. MERONEM IV ¢
th-lamgimnng acid valproic huy tthanh, cé th-thphnnng iutr
vavi th nén trdnh phihp. MERONEM IV & c¢s dng ng thivicac
thu c khacmakhéngcd cact ngtacbtliv d cly. S dng ngthikhang
sinh viwarfarin ¢6 th- ldm tng tac ng ching éng ca thuc. Nén theo doi
th ng xuyén ch s INR trong sutqua tinh's dng ng thi khang sinh vi
thuc chng dng dng ung va mtkhong thi gian ng...n sau khi s dng.
TAC DNG NGO Y: Him c6 cac phn ng ngoiy trm trng. Phan nhém
theotnsut Th nggp (/200 n<V/10):tngt-ucu,nhc u, tiéuchy, 6i
ma, bun ndn, au bng, tng men ALT, AST, GGT, alkalin phosphatase, lactat

mch 2 g con hn ch. MERONEM IV vi c&c d ng trinh bay c6 s€n ¢6 th- dungdehydrogenase trong méu, phat ban, nga, viem, au; it gp (1/1.000 n

tiém tnh mch trong khong 5 phdt hay truy n tnh m ch trong khong 15-30
phit. MERONEM IV dung tiém tnh mchnén cphavin cvo khun -
tiém (5ml cho mei 250 mg Meropenem) cho dungdchcdnng khong 50

mg/ml. Dung dch sau khi pha trong sut, khéng mau hoc mau vang nht.

MERONEM IV duing truy n tnh mch ¢é th- pha vi cac d ch truy n t ng thich
(50 n200ml)(xem T ngK,vaThnTrng cBitTrongBoQun). CHNG
CH NH:Mncmvihotchthaybtkf thanhphntad c.Mncmvibt
kf thuc khang khun nhém carbapenem khéac. Mncm trm trng (nh la
phn ng phnv, phn ng da nghiém trng) vi bt kf thuc khéng khun

<1/100)nhiem nm Candida ming va @m o, tng bch cu & toan, gim t-u
cu,gimbchcu, bchcu anhantung tinh, d ¢m, tng bilirubin trong mau,

m ay,viémtnhmchhuytkhi;Himgp (1/10.0000 n1<1.000):cogit,mt
bch cu ht, mé sng; Rthim gp (<1/20.000): thiu mau tan huyt, pht mch,
bi-uhincascphnv,viém itrang gi mc, hoit bi-u bi gay nhiem c,
hichng Stevens-Johnson, hng ban adng. Khéngrétnsut. Phn ngca
thucvibchcuaitoanvatiuchngtoanthan (Hichng DRESS), Hichng
ngoibanmnm toan than c p tinh (AGEP). S n xuet ts ACS Dobfar SP.AV.le
Addetta 2a/12- 3/5- 20067 Tribiano (MI), Y. éng géiva xuet X sng bei: Zambon

nhom betaactam khac (nh la nhom penicilin hay cephalosporin). THN Switzerland Ltd. Via Industria N.13, Cadempino, 6814, Thy St. Ce se gie giey

TRNG: Comts bng chng lam sang vacnlamsangv d ng chéo mt

phép lu hanh sn phm: Zuellig Pharma Pte. Ltd.,, ¢ y quyn bi Sumito-

phn giea cac khang sinh carbapenem khéc vi cac khang sinh h beta-lactam,mo Dainippon Pharma Co., Ltd Théng tin lién h:Vn phong i din Zuelig
penicilin va cephalosporin. Ceng nh tt ¢ cac khang sinh h betalactam, cac Pharma Pte. Ltd ti: 180-192 Nguyen Cong Tr, Qun 1, TP. H Chi Minh, Vit Nam
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