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' BDoc kit hiedng dan su dung trieée ki diing
Néwu can thém théng tin, xin hoi ¥ kién thiy thuic
Chi dang f_hm";g_ iy theo sie ké don cia thiy thube.

Thube tiém STRECOPASE 500 MG
(Meropenem 500 mg)

THANH PHAN
Moi Lo chira )
Hdn hop Meropenem véi Natri carbonat gom co

Meropenem trihydrat twong duong Meropenem....... 500 mg (hoat chér)
INAEFE CATTIAL: cosnamie s o e s s i 104 my (ta dugc)
MO TA: .
Hat mau trang hode vang lot.
DUQC LY 12
[} ()

Co ché tic diong

Meropenem ¢o hoat tinh diét khuan do (e ché sinh tong hop thanh t& bao o cdc vi khuan Gram

duong va Gram dm do lién két véi protein lién két penicilin (PBPs).

(¢ chung vi khufin thwong nhay cim

Vi khuan Gram duong hiéu khi

Enterococens faecalis, Stapinfococens anrens (nhay cam  methiciling, Sigpindococens sp. (nhay

cam methiciling bao gdm Staplviococcus epidermidis, Streptococcus agatactioe (nhom Bj, nhom
Streptococcus  milleri (S, anginosus, S, constellatus, va S inlermedius), Strepfococons (

prenmoniae, Streptococcus progenes (nhém A)

Vi khuan Gram am hiéu khi

Citrobacter  freudii,  Citrobacier  koseri,  Enterobacter  aerogenes.  Enterobacter cloacue,
Escherichia coli. Haemophitis influenzae, Kiehsiella oxvioca, Kiebsiclla ppewmoniae, Morganefla
el Nelsserfa meningitides, Proteus mirabitis, Proteus vidgaris, Sevratic marceseens

Vi khudn Gram duong ky khi p
Clostridinm perfringens, Peptoniphilus asaccharolviicus. Peptosireptococeuns sp (bao gom P
micres, P anaerobins, P.omiagnus)

Vi khuan Gram am ky khi

Bucteroides caccae, nhom Bactervides fragifis. Prevotela bivia, Prevotefla disienys

Ciac chang vi khuan ¢6 thé dé khang

Vi khuan Gram duong hiéu khi

Emterococens faecitim

Vi kbudn Gram dm higu khi

Acinetobacter species, Burkholderia cepacia, Pseudomonas aeruginosa

Cac chung vi khudn da dé khang

Vi khuéin Gram &m hiéu khi

Stenotrophomonas maltophilia, Legionella species. tat ca vi khuan Staphviococcus dé khang
methicilin

Cac vi khudn khac

Chlanndophila prewmoniae, Chlanndophila paittaed Coxiella huenetii, Alveoplasine poeamoice
Nguoi khoe manh ¢6 thoi gian ban huy trung binh trong huyeét trong khoang | gi¢: the tich phan
bé trung binh khoang 025 Ukg (11-27 1) va do thanh thai trung binh [a 287 ml/phit & liéu 250 mg
sudng con 205 ml/phat lidu 2 g. Truyén tinh machliéu 500, 1000 va 2000 mg trong 30 phit cho
gia tri Cmax trung binh khoang 23, 49 va 115 pg/ml tuong dmg. voi gia i AUC 1a 39.3, 62.3 and
133 ug.gio/m!. Sau truyen tinh mach 5 phit gia tri Cmax 1a 52 va 112 pg/mi voi liéu 300 va 1000
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mig twong Gng. Khi dung lidu lap lai m&i 8 gio ¢ nhimg nguai ¢ chie nang than binh thuone.
meropenem khang gay tich loy.

Mot nghién cw ¢ 12 bénh nhan ding meropenem 1000 mg mdi § gior sau phau thudl ddi voi
nhiém khuan trong bung cho thdy Cmax va théi glan ban huy tuong duong ngudi binh thuomg
nhung thé tich phéan bé cao 27 1.

Phin b

Meropenem lién két protein huyét tuong trung binh khoang 2 % V"I khéng phy thude vao ndng do.
Sau Kkhi dung nhanh (5 phit hode nhanh honj duge dong hoc ¢6 2 cye, nhung diéu nay khong ro
sau khi tlu)en tinh mach 30 phot. Meropenem tham 6t vao nhidéu mé va dich co thé gdm cé: phoi.
dich tiét phé quan. mat. dich ndo tay. mo phu khoa, da. mac. co, dich mang bung,

Chuyén hoa

Meropenem duge chuyén hoa bang su thiy giai vong beta-lactam tao chat chuyén hoa khong co
hoat tinh khang khuén, /7 vitro, so v&i imipenem. meropenem it nhay véi su thuy phan cua enzym
dehvdropeptidase-1 (DHP-1) cua ngudi, va do do khéng can ding ddng thai véi mot chat Ge che
DHP-1.

Thai trir

Meropenem duoe bai tiét chu yéu qua than o dang khdng bién doi: khoang 70 % (50 75 %) ficu
dung duge bai tiét o dang khong doi trong vong 12 gid. Khoang 28% duoce tim thiy o dang chil
chuyén hoa khong ¢ hoat tinh khang khuan, Thai trir qua phan chi khoang 2% lieu dung. Do
thanh thai qua than va tac dyng cua probenecid ¢ho thiy meropenem bai tiét bang ca sur loe o cau
than va bai tiét & dng théan.

Suy chire niing thin

Suy than ddn dén AUC trong huvét tuong cao hon. thoi gian ban thai dai hon. So vai ngudi binh
thudng (thanh thai creatinin > 80 mi/phot). AUC cua meropenem tang 2.4 lan o bénh nhén suy
than mac trung binh (thanh thai creatinin 33-74 ml/phit). ting 5 1an ¢ suy than nang (thanh thai
creatinin 4-23 ml/phot) va ting 10 lan o bénh nhan ¢an loc than nhin tao (thanh thai creatinin <2
ml/phat). AUC cua chat chuyén héa khong co hoat tinh khang khudn ciing tang dang ké o cic
bénh nhin suy than. Khuyén cdo giam liéu dung ¢ cac bénh nhan suy than mue d6 trung binh va
nang.

Meropenem duge thai khi loc than cao hon 4 1an so v6i bénh nhan vo niéu.

Suy gan

Mot nghién clu trén cac bénh nhan xo gan do rugu cho thdy bénh gan khéng ¢o anh huong dén
duoe dong hoe cua meropenenm khi dung nhiéu ligu lap lai.

Ngwdi lén

Cac nghién ¢ty duye ddng hoe duge thue hién trén nhiing ngudi khée manh cho thé_\ khong ¢o su
khac biét gifia nhitng ngudi co chire nang than wong dong. SO licu nghién ciru 1r 79 bénh nhan
nhiém khuan trong bung hoic viém phéi cho thay duge ddng hoc cua meropenem phu thude vao
thé tich co thé. do thanh thai creatinin va tuéi tac.

Bénh nhi

Duoc dong hoc ¢ tré nho va tré em nhiém khuan khi diing liéu 10, 20 va 40 mg/kg cho gia tri
Cmax tuong duong voi ngudi 1on dung liéu 500, 1000 va 2000 mg tuong (g, So sanh cho thay
¢O su trong dong vé lidu ding va thoi gian ban hay gifta ngudi lén va e em., nhung ¢ tré nho (<6
thang: thoi gian ban huy 14 1,6 gi¢). DJ thanh thai trung binh cua meropenem 1a 3.8 ml/phut/kg
(6-12 tudi). 6.2 ml/phat/kg {2-5 lu0|) 3.3 ml/ phulfl\g (6-23 thang) va 4.3 ml/ phut;I\g (2-35 thdnn}
Khoang 60% lidu dung duge bai tiét ra nude ticu trong 12 gio, ¢6 12% la chat chuyén hoa. Nong
d6 meropenem trong dich ndo tuy cia bénh nhi viém mang ndo bang khoang 20 % ndng dé trong
huyét twong tai cung thoi diém, ¢6 sy khac biét dang ké gita cdc ¢a thé,

Durge ddng hoe cua meropenem & tré so sinh cho thiy dd thanh thai cao hon o tré ¢6 wéi thai cao
how, thoi gian ban huy trung binh la 2.9 gio. Mé hinh nghién ¢u Monte Carlo kicu PK cho this
vai licu dung 20 mg/kg mbi 8 gio dat nong dd cao hon ndng do (e ché i thidu 1a 60% doi vai /.
ceruginosa o 95% tre sinh thiéu thang va 91% tre du thang.

Nguoi ¢ao tudi

Céc nghién ctu duge déng hoe o ngudi cao tudi khoe manh (65-80 tudl) cho thay giam thanh thai
huyét trong. lién quan dén giam thanh thai creatinin theo tudi, va giam it hon voi thanh thai khéng
gua than. Khéng cdn diéu chinh liéu dung o ngudi cao tudl. trir cdc truang hop suy thin mac dé

N
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trung binh va nang.

CHI DINIL:

Meronem duoc chi dinh diéu tri nhiém khudn & ngudi [6n va tre em trén 3 thang woi:

« Viém phoi. bao gom viém phoi lay nhiém trong cong dong va viém phoi khong do 1ay nhiém
cong dong

« Nhiém khuan phé quan-phdi o bénh xo nang

« Nhiém khuan duong tiéu c6 bién chiing

* Nhiém khuan trong bung ¢6 bién ching f ;
« Nhiém khuan trong va sau khi sinh

« Nhiém khuan da va m6 mém

« Viém mang ndo cap tinh do vi khuén

« Meronem c6 thé ding dé kiém soat bénh nhén thiéu bach cau bj st nghi ngo' do nhiém khuén.

LIEU DUNG VA CACH DUNG
Cac bang sau cung cap thong tin vé liéu diing khuyén céo.
Liéu dung. thoi gian dung meropenem nén ¢an ctr theo loai nhiém khuan. mic do nang va dap tmg
lam sang.
Licu dung én dén 2 g x 3 lan/ngay o nguoi lon va thiéu nién. 40 mg/kg x 3 lan/ngay o tre em co
thé thich hop trong diéu tri vai loai nhiém khuan do Pseudomonas aeruginosa hode Acinetobacter
( Spp- .
\ Nguwoi lom va thiéu nién

Nhiém khuan Liéu dung moi 8 gior

Viém phoi lay nhiém hoac khong lay nhiém tr 500 mg hoac | g
cong dong

Nhiém khuan phg. quan-phoi o bénh xo nang !“

Nhi_e’-’l; khuzjln_du()‘n; Iiéu c6 bién chimg - _“ra) I‘n_U@lC I_L -

Nl1|;1 khuan trong bung ¢o blen_c_l.'sﬂné | 500 mg hoac | g - N
_Nl:lt;'l‘l khuan trong va sau sinh | 500 mg hodc | ¢ -

lT\h_I-t.E-l_l‘. khuan da va mo n_wm |50E};L_E§1L_l_ o

'Viem mang nao cap unh dn vi Ishuan N - Lg

1

s

[[\u.m soat hcnh nhan thiéu ba(,h cau bi sOt I

Meropenem thuons_ duoc truyeén tinh mach trong |5 den 30 phut
Vi lleu | gtlo xubng. ¢o thé tiém tinh mach trong 5 phat.

| it o s6 liéu veé tinh an toan khi ding liéu 2 g tiém tinh mach.
Suy than
Nén diéu chinh lieu dang o nguoi lom va thiéu nién khi dé thanh thai dudi 51 ml/phat trong bang
sau, It ¢6 6 liéu vé diéu thnh lieu dung khi ding liéu 2

' Do thanh thai creatinin Liéu ding 'Tén suit ding
| (ml/phut) (dwa trén don vi liéu [a 500 mg hodc |
' ‘g hoac 2 g cua bang trén)
I — = — =
26-50 ‘Mot don vi liu [M8i 12 gio
o - ol T = 2 o
110-25 'T\:u‘a don vi liéu Mo6i 12 gio
|~'"-I(J Nira don vi lidu Mai 24 gio
Meropenem dugc thai bang su loc than hoac ioc mau. Can ding thude sau khi da két thace qua
trinh loc. .
Khong ¢6 khuyén cao liéu dung cho bénh nhan tham phéan phac mo.
Suy gan

Khong can thiét diéu chinh liéu ding o bénh nhan suy gan.
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Licu dung 0 ngudi ¢ao uoi

Khong can thidt diéu chinh Héu dimg o bénh nhan cao wéi ¢o chire nang than binh thudng hode dé
thanh thai creatinin trén 30 ml/phut.

Bénh nhi

Tre dudi 3 thang tudi

I'inh an toan va hi¢u qua cia meropenem o tre dudi 3 thang tudi chua duge thiét lap. khong co
khuvén cao lidu dimg toi ru. Tuy nhién tir cae 6 Hiéu duge dong hoe ¢o thé dé xudt lidu dung
thich hO'p la 20 mg/kg maoi 8 gio.

e tir 3 thang tudi dén | | i va can nang khdng qua 50 kg

iy dl.]_l_‘l_g._l_d"lLl_)-'t!n cao theo bang sau

Infection Liéu diing mbi 8 gidr

Viém phoi lay nhiém hodc khong tay nhiem tr | 10 holic 20 mg/kg
[cong dong

Nhiém khuan phé quan—phéi o benh xonang |40 mg/kg

Nhiém khun dugng tiéu co bién chimg : 10 hodc 20 me/kg
‘Nhiém khudn trong bune LO b1en chum_ I H) hode 20 me/kg
Nhiém I\huan da va mé mém IU hUdL "’(] me ke
Viém mang ndo cap tinh do Vi l\hu.an 4() me\L
Im_cm_soal benh nhan thiéu bach ciu bj sbt lEU mg/ky

Tre trén SO ke

Nén dung 1iéu nguoi 1on.

Khong ¢o kinh nghiém o tre suy than.

Meropenem thudmg duge truyén tinh mach trong khoang |35 dén 30 phut. (’_},
VGl ligu dimg tir 20 me/ke tro xudng., ¢6 thé dong tiém tinh mach trong khoang 5 phit.

It ¢6 b lidu vé tinh an toan khi diing liéu 40 mg/kg tiém tinh mach.

Cich dung

Tiém tinh mach

Meropenem duoc pha voi nude cat pha tiém dé tiém tinh mach.

Truyén tinh mach

Mcropenem dugce hoa vao dich truvén Natri clorid 0.9% hoac glucose 5% dé truyén tinh mach
M&i lo chi ding 1 1dn.

Nén ap dung k¥ thudt vo khudn trong pha ché va tiém truyén.

L. dung dich trude khi dung.

CHONG CHI DINH:

Man cam voi hoat chat hodic bat cir ta dugc nao.

Man cam véi cace thude khang khuan carbapenem khac

Man cam ning (nhu phan tng phan vé. phan (ng nang trén da) véi cde thude khang khuan
betalactam (nhu cac khang sinh penicilin hodc cephalosporin}.

CANH GIAC VA THAN TRONG:

Chon lua meropenem dé diéu tri cho mgt bénh nhan cn Nem Nét sy phi hop cua thude khang
khuan carbapenem dua trén cac yéu to nhu mic do nang cua nhigém khudn. sy dé khing cac thude
khang khuan khac va nguy co chon loc cde vi khuan de khang carbapenem.

Ciing nhu cac khang sinh beta-lactam, thinh thoing ¢6 cac bdo cdo vé phan img man cam gay
vang.

Cac bénh nhan co tién sir man cam vai cde thude carbapenen. penicilin hodc cdc khang sinh beta-
lactam khac cung co thé man cam véi meropenem. Trude khi bat dau diéu tri bﬁng meropengn.
cin hoi k3 bénh nhan vé cic phan Gng man cam trude das vai kKhang sinh beta-lactam.

Néu xay ra phan gng di Ung nang. nén ngung dung thude va ¢o bién phap thich hop.

Viem ruQt va viem rudt mang gia do khang sinh duge bao cdo voi hau hét khang sinh. ké ca
meropenem. co thé o muc do twr nhe dén de doa tinh mang. Vi thé, can chan doan bénh nhin bj
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tieu chay trong va sau khi didu tr] bang meropenem. Nén ¢an nhac ngung diéu tr va cé bién phap
didu tri dae hieu voi Clostridinm difficite. Khong nén dung cac thude e ché nhu dong rudt.

D1 khi €6 bdo cao vé& tinh trang déng kinh khi ding céc thude carbapenem. ké ca meropenem.
Nén theo doi chire nang gan trong khi diéu tr bang meropenem do ngus co doc tinh gan (roi loan
chire nang gan vai or mat va huy (€ bao).

Su dung o cac bénh nhén ¢6 bgnh gan: bénh nhan d& wng co bénh gan nén duge theo dbi chic
nang gan khi diéu tri bang meropenem. Khong cin thiét diéu chinh lidu dang.

Phan tng Coombs duong tinh truc tiép hay gian tiép cé the xay ra khi diéu tri bang meropenem,
Khong nén ding dong thoi meropenem va acid valproic /natri valproat.

TAC DUNG KHONG MONG MUON:

Xem Nél 4872 bénh nhén véi 5026 lan diéu ti bang meropenem. cée tac dung phy thudmg gap
nhat khi ding meropenem |a tiéu chay (2.3 %). noi man do (1.4 %). budn nén/nén mua (1.4 %) va
viem tai vi tri tiém (1.1 %). Cac bit thudng xét nghiém thudng gap khi dung meropenem 13 ting
tiéu cau (1.6 %) va ting enzym gan (1.5- 4.3 %).

Cac tac dung phu liét ké trong bang ghi tan sudt xudt hién 1a “khong biét™ duge quan st trong cac
nghién ctu lam sang ¢ 2367 bénh nhén dong meropenem tiém bap va tinh mach trude do. nhung
duoe hao cao sau khi thube da dua ra thj ruong.

Trong bang sau. c¢dc phan tng phu duge chia nhém theo co quan va tAn suat xuat hién: rat thuong
gadp (& 1/10): thuong gap (> 1/100 dén <1/ 10) it gap (= 171000 dén < 1/100): htem ¢ /10000 dén

<171000): rat h]em (= 1/10000Y va khong blLl (khong the danh gia wr cae 50 lidu san oy Trong
moi nhom tan sudt, cae tac dung phu dugc sap theo thir tr glam da dan vé mure dg nghiem tryng.
Bing 1
th‘m loai cor quan ;T?m suit Tac (lung phu
\Ihnem I\huan va ky sinh i It gdp ;Nhlem candida mleng vd am dao
RGi ]uan mau va hé bach huy el ﬂmong gap 1| Tang 11eu L,a;
[t gap mlanﬂ deh C'ILI ua eosin, lhleu tidu cdu.
thiéu bach ¢du, thiéu bach ciu trung
| tinh
Khong biét Mat bach cau hat. thiéu méau huyét giai
I_Réi loan hé mién dich -Khéng biét Phu mach. phan:e
(R6T loan hé than kinH Thuonﬂ Qap . Y\hm dau
Il yip D] cam
L IP-Ii(_%_n_"l gilp Co giat - B
RO loan tleu hoa | Thuong gap Ticu cha\ 61 mia. budn non, dau hunv
;_Kﬁfmg siet Viém 11101 do khang sinh
.Rhi logn gaﬁ ﬁuj_r = '|‘hLl'l;T‘ng ap 1 Tang 1ran‘;'1nnnase ting phosphatasc
’ Kidm. tang lactat dehydrogenase
Ut gap - Tang bilirubin mau N
R&i ]oan_dd_\ a_mo dudi da Thuong gap _ N01 méan da. ngira
l_it edp _. 1\0| mé day
khéng biét Hoai tu biéu md cao doc. hoi (.hLInL,
Stevens Johnson. ban do da hinh
RGi loan ‘[hdn va duon0 ticu it 2ap - Tang creatinin mau. t@ng uré mau
|Cae rdi toan tong quat va o td.l_ -'I'erO‘ng gap CViem. dau
vt B Leim | it gap ”Phu tinh mach huyét ]\hm

\t.‘\'ﬂ_'l
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B Khong blet B j__if)au O vj tri tiém

- - A ~ -~ - - A ¢ opra n ok . A
Thing bdo cho thay thudc nhirng tdc dung khong mong muén co lién hé dén sw su dung thuoc.

SUDUNG O PHU NU' CO THAI VA CHO CON BU:

Phu nir ¢6 thai

Co rat it 56 ligu vé sir dung meropenem ¢ thai phuy.

Cac nghién ctu trén dong vat cho thdy khong cé tic dung co hai tryc tiép hay gian tiép trén hé
sinh san.

Khong nén dung meropenem trong thai ky.

Phu nir cho con b

Khong biét 13 meropenem ¢o tiét vao stra me khong. Meropenem dugc tim thay trong stra dong

vat voi ham luong rat thap. Nén quyét dinh ngung cho con bt hodc ngung ding meropenem tiy
vao loiich cua viée diéu tr déi voi me.

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Chua co nghién ctu vé tac dong cua thudc trén kha ndng lai xe va van hanh may moc.

TUONG TAC THUOC:
Chua co nghién ctu tuong tac thude nao khac ngoai nghién clu vai probenecid.
{ Probenecid canh tranh vai meropenem trén sy bai tiét o ong than. do dé Gc ché sy bai tiet cua
: meropenem qua than. lam tang thoi gian ban thai va tang nong do huyét tuong cua meropenem.
Nén than trong khi dung probenecid dong thoi vai meropenem.
Pa ¢o bao cao vé giam néng d¢ cua acid valproic Khi ding dong thoi véi cac thude carbapenem.
lam giam 60-100 % nong d¢ cua acid valproic trong 2 ngay. Do tac dung bat dau nhanh va muc do
L';_.lam IUn nen tranh dung ElCId valpr0|c cting véi cac thude carbapenem.
[)UI"!L donnl thoi cac Ihuoc khang smh voi warfarin ¢6 thé lam gia tang tac dung chdng dong.

Khuyén cao theo dai chi sé INR trong va sau ngay khi dung khang sinh vai cac thude chong dong
mau duong uong.

p)
QUA LIEU VA PIEU TRI: 3
Co thé bi quéa liéu ¢ cac bénh nhan suy than neu khong diéu chinh liéu ding. Mot sé it kinh )ﬁ
nghiém sau khi dua thude ra thi trudng cho thay néu xay ra qua liéu. cac tac dung thuong nhe va ;§
aiam khi ngung thude hoac giam liéu ding. Nén can nhéc diéu tri triéu chimg. X
Cac bénh nhdn c6 chie niang than binh thuong. sy thai trlr qua than s€ nhanh.

Loc thin sé dao thai meropenem va cac chat chuyén hoa.

( BAO QUAN ‘ _
Bao quan dudi 30°C. tranh anh sang. Pé thuoc ngodi tam tay tré em.

HAN DUNG:

- Lo chua mo nap: 36 thang ké tir ngay san xuat.

- Dung dich pha véi Natri Clorid 0,9%: 4 gio 6 25°C, 24 gio ¢ 2-8°C
- Dung dich pha vai glucose 3%: nén dung ngay (trong vong | gio)

DONG GOI: Hop | o

Nha san xuat:
KYONGBO PHARM. CO., LTD.

Pia chi: 174, Silok-Ro. Asan-Si. Chungcheongnam-Do. 336-020. Han
Tel: 82-41-545-0456  Fax: 82-41-546-8427

TUQ.cuc TrRuING
P. TRUIBNG PHONG
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