Ry -Thudc bin theo don

MERUGOLD LV
(B4t pha tiém meropenem 1000 mg)

CANH BAO:

Thude chi ding theo dom ciia bac 5§,

Doc ky Ineomg déin sie dyng triecie khi diog.

Néu edn thém thong tin xin hoi § kién bdc s7.

Khing ding qud lidu di dwee chi dinh

Thing bao cho bic s nhimg tac dimg klkbng mong mudn gdp phai khi sir dung thue.
Khong sir ding thude da qud han dimg.

BDé thudc ngodi tdm vdi cua tré em.

THANH PHAN:

Mai lo bt pha tiém ¢6 chira:

Hoat chdt: Meropenem trilvdrat twong duomg mecopenem (KDan) .......vvisomisssnnsss 1000 Mg,

Ta durge: Natri carbonat 208 mg,

DUGQC LYC HQC

Meropenem 'a khang sinh nhom carbapenem ding duémg tinh mach, twong déi dn dinh véi dehydropeptidase-
| (DHP-1) & ngudi, do dd khdng cin thém chét i ché DHP-1.

Meropenem diét khudn bang cdch can trér qud trinh tong hop thanh 18 bio vi k shng. Sy thdm nhip dé
dang qua thanh & bio vi khuin cim thude, 49 bén cag ddi véi tat ¢a cac beta-lac yét thanh vi &
lire ddng ké véi cdc protein gin két vai penicillin (PBP) giai thich tic dong diét khusn manh cia meropenem
d6i voi nhiu loai vi khudn ky khi va hiéu khi. _ _
Meropenem dn dinh trong céc thir nghigm vé 6 nhay cim v 6 thé tién hinh cdc thir nghim niy bing cde
phirong phip thudémg quy. Cée thir nghiém in vitra cho thiy meropenem ¢6 tac ddng hilp Iy véi nhiéy thube
khang sinh khédc, Meropenem di duge chimg minh ¢ tic ding hitu khang sinh cd in vitra vit in wive.

Phé khang khudn in vitro ciia meropenem bao gbm phin Iém cde ching vi khudn Gram im va Gram duong,
hiéu khi va ky khi quan trong trén lim sang dudi day:

Vi khudn hiéu khi Gram duong:

Bacillus spp., Corynebacterium diphtheriae, Enterococcus faecalis, Enterococeus liguifaciens, Enterococcus
avium, Listeria monocytogenes, Lactobacillus spp., Nocardia asteroides, Staphylococcus aureus (penicillinase
duong tinh v& dm tinh), céc Staphylococcus coagulase Am tinh; bao pom, Staphylococcus epidermidis,
Staphylococeus  saprophyticus, Staphylococens capitis, Staphylococcus cohnii, Staphylococeus xylosus,
Staphylococcus warneri, Siaphylococcus hominis, Staphylococcus simulans, Staphylococcus intermedius,
Staphylococeus seiuri, Staphylococcus lugdunensis, Streplococeus prewnoniae (nhgy cam va dé khang vii
penicilling, Swreptococeus agalactioe, Streptococeus pyogenes, Sireptococcus equi, Streptococcus bovis,
Streptococcus mitis, Strepiococeus mitior, Streptococcus millers, Streptocaccus sanguis, Streptococcus
virtdans, Streptococcus salivarius, Streptococcus morbillorum, Streptococcus nhém G, Streplococcus nhém
F, Rhodacoccus equi.

Vi khudn hisu khi Gram 3m:

Achromobacter xvilosoxidans., Acinetobacter anilratus, Acinetobacter Mwoffii, Acinetobacter bawmannii,
Aeromonas  hydrophila, Aeromonas  sorbria, Aeromonas caviae, Alcaligenes faecalis, Bordetella
bronchiseptica, Brucella melitensis, Campylobacter coli, Campyvlobacter jejuni, Citrebacter freundi,
Citrobacter diversus, Citrabacter koseri, Citrobacter amalonaticus, Enterobacter aerogenes, Enterobacter
(Panteeal agglomerans, Enterobacter cloacae, Enterobacter sakazakii, Escherichia coli, Escherichia
hermannii, Gardnerella vaginalis, Haemophilus influenzae (ké ca céie ching tiét beta-lactamase va dé khang
voi ampicilling, Haemophilus parainfluenzae, Haemophilus ducreyi, Helicobacter pylori, Neisseria
meningitidis, Neisseria gonorrhoeae (ké ca céc ching tiét beta-lactamase, d& khing voi penicillin va dé khdng
vai spectinomyein), Hafnia alvei, Kiebsiella pneumoniae, Kiebsielln aerogenes, Kiebsiella ozaenae,
Kilebsiella oxyloca, Moraxella (Branhamella) catarrhalis, Morganella morganii, Proteus mirabilis, Proteus
vilgaris, Proteuws penneri, Providencia retigeri, Providencia stwartil, Providencia alcalifaciens, Pasteurella
multocida, Plesiomonas shigelloides, Psendomonas aeruginosa, Pseudomenas putida, Psewdomonas
alealigenes, Burkholderia (Psewdomonas) cepocia, Pseudomongs fluorescens, Pseuwdomonas  stuizerd,
Psendomonas pseudomallei, Pseudomonas acidovorans, Salmenella spp ké ci Safmonella enteritidis/typhi,
Serratia marcescens, Serratia liguefaciens, Serratia rubidaeq, Shigella sonnei, Shigella flexneri, Shigella
bowdii, Shigella dvsenteriae, Vibrio cholerae, Vibrio parahaemolyricus, Vibrio vulnificus, Yersinia
enterocolitica.




Vi khuan ky khi:

Actinomyces odontolyticus, Actinomyces meyeri, Bacteroides Prevotella Porphyromonas spp.. Bacteroides
fragilis, Bactercides vulgatus, Bacteroides variabilis, Bacteroides pnewnosintes, Bacferoides coagulans,
Bacierpides uniformis, Bacteroides disiasonis, Bacteroides pvatus, Bacteroides thetatotaoniicron, Baciergides
cggerthii, Bacteroides capsillosis, Prevatella buccalis, Prevotella corporis, Bacteroides gratilis, Prevotella
melaninngenica, FPrevotella intermedia, FPrevotella bivia, Prevotella splanchnicus, Prevoréila oralis,
Prevotella diviens, Prevotella rimenicola, Bocteroides wreolvticus, Prevotella oris, Prévetelladuccae,
Prevotella denticola, Bacteroides levii, Porphyromonas asaccharofytica, Bifidobacterium spp., Bilophila
wadsworthia, Clostridium perfringens, Clostridium  bifermentans. Clostridium ramosum, Clostriditm
sporogenes, Clostridium  cadaveris, Clostridium  sordellii, Clostridiim  butyricum,  Clostridium
clostriditformis, Clostridium innocuwn, Clostridium subterminale, Clostridion tertium, Euhacterivm lentum,
Eubacterim  aerofaciens, Fusobacterium mortiferum, Fusobacteriwm necropharum, Fusebacterinm
nucleaivm, Fusobacrerium varium, Mobiluncus curtisii, Mobiluneus mulieris, Peptostreptocoveus angerobius,
Peplostreptococecus  micres,  Pepltostreptococens saccharolytivus,  Peprococcus  sacchavolyticus,
Peptostreptococens  asaccharolyticus,  Peptostreplococcus  magnus,  Peptostreptocaccus  prevotil,
Propionibacteriuum acnes, Propiomibacterium avidwm, Propionibacterium granulosum.

Stenotrophomonas maltophilia, Enterococcus faecium va cic Staphylococcus dé khang véi methicillin d2
duge ghi nhdn d& khang véi meropenem.

DUQC BONG HQC ) )

Khi truyén tinh mach mat liéu dom meropenem trong vong 30 phit & ngardri tinh nguyén khde manh ning 4o
dinh ciia thube trong huyét tuong vio khoang 11 pg/ml d6i véi lidu 250 mg, 23 pg/ml doi véi lidu S00 mg va
49 pg/ml ddi véi ligu | g. _

Tuy nhién, khng ¢6 moi tuomg quan tuyét d6i vé duge dong hoc gifta Crge va AUC véi liéu dimg. Hem nira,
sy giam d9 thanh thai trong huyét twomg tir 287 xudng 205 mi/phat khi st dung fiéu tir 250 mg dén 2 g da
durgre ghi nhén.

Khi 1iém tinh mach mdt lugng Iém meropenem trong § phit & ngubi tinh nguyén khoe manh, ndng do dinh
cia thude trong huyét twong vao khoang 52 pg/ml Khi sir dung lidu 500 me va 112 pg/m] khi sir dyng ligu 1 g.
Truyén tinh mach | g trong vong 2 phit, 3 phit va 5 phit duge so sanh trong mt thir nghiém bt chéo ba
chicu (three-way crossover stucy). Ngng dd dinh ciia thudc trong huyét twong twong (mg 14n lugt véi thai gian
truyén ndy 14 110, 91 va 94 pg /ml.

6 gicr sau khi tiém tinh mach ligu 500 mg, ndng 46 meropenem trong huyét tuong giam con S 1 pg/ml.

Khi st dung nhiéu lidu cach khodng mbi 8 gi®r cho ngudri ¢o chite ning thin binh thuomg, khéng cd sy tich oy
meropenem.

(3 ngurii ¢6 chire néing thin binh thudng, thisi gian bén thai ciz meropenem khoang | gid.

TY 1& géin két véi protein huyét twrong cia meropenem khodng 2%. -

Khoing 70% liéu meropenem st dung duoc tim théy trong nude tidu dudi dang khang ¢6i trong 12 gi, sau
do chi c6 mdt lugng nﬁe nhé duge bai tiér thém vilo nude tidu. Nong do meropenem trong nudc ticu > 10
pg/ml duy tri dén § gitr sau khi sir dyng liéu 500 mg. Khong co sir tich ty mer trong nude tigu hay
huyét twomg duge ghi nhin véi phic do ligu 500 mg mbi 8 gio hay 1 g mdi 6 gidr i tinh nguyén khoe
manh co chirc ndng thin binh thisimg, )

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

Meropenem xém nhdp 10t vao hau hét cic mé va dich cia co the ké ca dich ndo tiy & bénh nhin viém méang
niio nhim khudn, dat dén ndng ¢o cao hon ning ¢ can thiét dé (e ché hiu hét vi khudn,

Cic nghién ciny trén tré em chimg 10 duge dong hoc cia meropenem & tré em twomg te o ngwdi 1dn. Thi gian
ban thai cia meropenem viao khoang 1,5-2,3 gio & twré em dudi 2 tudi va duge dong hoe tuyén tinh v&i ligu
ding trong khoang 10-40 mg/kg. 1

Céc nghién ciru vé duge dong hoc & bénh nhén suy thén cho thiy @) thanh thai clia meropenem trong huyél
tuemg tang quan véi dd thanh thai creatinin, Cén didu chinh ligu cho bénh nhin suy thin.

Céc nghién ciu vé dirge ding hoe & ngudi cao twéi cho thiy d thanh thai cia meropenem trong huyét trong
gidm twong img vai sy giam do thanh thai creatinin theo woi. )

Cic nghién ciru v& duge ddng hoe & bénh nhin suy gan cho thdy bénh gan khéng anh hudmg dén duge ddng
hoe cta meropenem.

CHI DINH:

Meropenem ding dudmg tinh mach, duge chi dinh trong diéu trj cc nhifm khudn & nguen 1én va tré em gly ra
bai mot hay nhidu vi khodn nhay cam véi meropenem trong céc trudmg hop sau;

- Vigm phéi va viém phdi bénh vién.

- Nhiém khuéin dudng niéu.

- Nhiém khuén trong 6 byng.

- Nhigm khufin phu khoa, nhur viém ngi mac tr cung va cic bénh 1y viém viing chau.

- Nhiém khuén da va ciu tric da.

- Viém miing niio,
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- Nhiém khudn huyét, ) )

- Didu trj theo kinh nghiém cdc nghi ngé nhiém khulin & ngirdi 16m bj s61 gidm bach chu'theo dom trj lidu hay
phi hop véi cde thude khing virus hofic thude khing nim. '

Meropenem don lrgnliéu hay phdi hop voi eac thube khing khudn Khic di duge chimg minf /& hidu qua trong
diéu tr nhigm khudn hén hop. :

Meropenem diing duomg tinh mach d& cho thy hiéu qua trén bénh nhin xo héa nang va nhidm khidn dutmg
hé hap dudi man tinh khi sir dyng nhu don tri liéu holic phéi hop voi cac thude khang khudn khic. YA khudn
khiing phai ludn ludn duge tiét 1l hodn todn,

Chura 6 kinh nghiém sir dyng thude & tré em gidm bach ciu hay suy gidm mién djch nguyén phat hodc thiy
phat

LIEU LUQNG VA CACH DUNG:

Burdmg diing: tiém / truyén tinh mach.

Ding theo sir chi ddn cia bae s§ diéu tri.

Li¢u théng thuimg:

Moudri 1dm: ) .

Liéu lugng vi thii gian diéu trj ty thude mire 4§ va loai nhiém khudn ciing nhu tinh trang bénh nhan,

Lidu khuyén cdo moi ngdy nhir sau: ‘

500 mg meropenem ding dutmg tinh mach (I'V) moi § gitr trong qiEu tri viém phdi, nhiém khufin dutmg nigu,
cie nhiém khudn phu khoa nher vigm ndi mac ur cung, nhiém khudn dis va cdu trie da

| g merapenem dﬁn%ndutmg tinh mach (V) mdi 8 gidr trong diéu tri viém phéi bénh vién, viém phiic mac, céc
nghi ngé nhim khudn & bénh nhin gidm bach ciu, nhim khudn huyét.

Trong bénh xo hda nang, viém mang nio, lidu khuyén cdo 1a 2 g mbi 8 gid.

Ciing nhur cdc thude khang sinh khéc, clin diic hiét thin trong khi sit dung meropenem dom tri ligu trong trudmg
hop nhiém khuén hay nghi ng nhiém khuéin Pseudomonas aeruginosa dutmg hd hdp dudi trim trong,
Khl:-yén cdo nén thuémg xayén thir nghiém dd nhay cim cia th‘:g: khi didu tef nhiBm khudn do Pseudomonas

aeruginesa,
ak C .
Nén giam liéu cho bénh nhan cé 6 thanh thai creatinin < 51 ml/phit theo hudng dan dudi day:
Thanh thai creatinin Liea ding
(mLiphiit) (tinh theo don v liéu S00mg, 1g, 2g) Tin xuit ding
26— 50 Mat ligu M&éi 12 gier
1025 Nira liéu Mai 12 gitr
<10 Nita licu Mbi 24 picr

Merapenem dugc thai trir qua thim phan mau; néu can tiép tuc diéu tri voi meropenem, sau khi hoan tit tham
phin mdu, khuyén cdo sir dung mdt don vj lidu (500mg, g hodie 2g) (1dy theo loai va mirc di nhiem khuiin)
¢ dam bio néng do diéu 1ri higa qua trong huyét twomg. _

Chua cd kinh nghiém sir dyng meropenem cho bénh nhén dang tham phén phiic mac.

Ligu dimg cho bénh nhéin suy gan:

Khéng cdn dieu chinh liéu.

Bénh nhin cag tuoi: y . h
Khong can didu chinh liéu cho bénh nhin eao tudi cé chire ndng thin binh thudmg hay hii creatinin
> 50 ml/phat.

D8i véi bénh nhiin cao twdi co dd thanh thii creatinin < 50 mi/phit, cin gidm liéu tiy thude vao mirc 45 gidm
@5 thanh thai creatinin theo bang hudmg dan litu dimg cho bénh nhan suy chic nang than.

Tréem;

- Tré em 1ir 3 théng dén 12 tudi: fiéu khuyén cdo 13 10-20 mg/kg mBi 8 gidr tiry thude mire dd vi loai nhigm
Khudn, dd nhay cdm cia tic nhin gay bénh va tinh trang bénh nhan.

- Tré em cén ndng trén 50 kg: khuyén cdo sir dung Jidu nhu & ngudi 1on,

Ligu khuyén cdo cho viém mang ndo Ja 40 mg/kg méi § gidy.

Khong khuyén cdo sir dung meropenem cho tré dudi 3 thang tudi,

Chua o kinh nghidm st dung thudc cho tré em suy thin,

Cich str dung: 2

Ttém tinh mach: Meropénem ding tiém tinh mach nén duge pha vai mnde vi khuan hodc natri clorid 0,9%
pha tiém (5 ml cho mdi 250 mg meropenem) cho dung dich ¢é ndng 46 khodng 50 mg/ml. Dung dich sau khi
pha trong sudt, khdng mau hodc mau ving nhat, Tigm tinh mach chdm trong khodng 5 phit,

Truyén finh manh: Meropenem truyén tinh mach ¢6 thé pha mdi 250 mg meropenem véi 50 — 200 ml dung
mdi pha tiém natri clorid 0,9% hode glucose 5%, dé tao dung dich c6 ndng &9 thube twong (mg 5 - 1,25
mg/ml. Thye hién viée truyen truyén tinh mach trong khodng 15-30 philt.

Meropenem ciing ¢6 the tuong thich véi cic dung moi sau: Glucose 10%, glucose 5% va natri bicarbonal
0,02%, natei ¢lorid 0,9% vii glucose 5%, glucose 5% vil natri clorid 0,225%, glucose 5% vi kali clorid 0,1%,
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mannitol 2,53% hogc 10%

Eﬁhan% c6 céc nghién ciru chuyén bit, khong duge trén chung vai cac thude khac trong cing dng tiém hay
Ich truyen.

Lac k¥ dung dich thude da pha truée khi st dung. Cdn kiém tra biing mét céc dung dich thufc trudge khi tiém.

Khdng ding céc dung dich sau khi pha c6 vin duc. '

Tét ca cic lg thude chi sir dung 1 lin.

Khuyén cio dung dich meropenem diing tiém hodic tiém truyén finh mach phai duge diing ngay sswkhi pha.

Dung dich meropenem sau khi pha véi nudc pha tiém hogc dung dich pha tiém natri clorid 0,9% e thé én

dinh trong vbng 8 gi¢r & nhiét d§ phong (15°C — 30°C) va trong vong 48 givr khi duge bao quan lanh (2°C dén

8°C). Dung dich meropenem sau khi pha v&i dung dich glucose 5% co lhg on dinh trong vong 3 giér & nhiét d9

phong (15°C — 30°C) va trong vong 14 gitr khi dwge béo quan lanh (2°C dén 8°C).

CHONG CHI PINH:

Meropenem chong chi dinh cho bénh nhin quad man vdi thube.

KHUYEN CAO VA THAN TRONG :

C6 mit s6 biing chimg I4m sang va cin lam sang vé dj (mg chéo mdt phin giita cae khéng sinh carbapenem

khic véi cdc khang sinh hg beta-lactam, penicillin va cephalosporin. Ciing nhu tat ¢ cdc khang sinh ho beta-

lactam, cdc phan img qua mdn hiém xdy ra. Trude khi b ddu didu tri voi meropenem, nén hoi k§ bénl nhn

vé tién sir cdc phan (mg qua min véi cde khéng sinh ho beta-lactam. Nén st dung thiin trong meropenem cho

bénh nhdn co tien sir qua mdn nay. Néu phan (mg dj img vai meropenem xay ra, nén ngung thube va c6 bién

phép xi ly thich hop.

Khi sir dung meropenem cho bénh nhin bj bénh gan cin theo ddi k¥ nong do transaminase va bilirubin.

Ciing nhu céc khing sinh khdc, tang sinh cic vi khuin khéng nhay cam véi thube c6 thé xay ra va do do, ciin

phai theo d&i bénh nhan lién tye.

Khéng khuyén cdo sir dung thube trong trisbmg hgp nhiém tring do cic Staphylococeus dé khing véi

methicillin.

Trén thye hanh 1dm sing, cing nhir tat ca cdc khing sinh khdc, viém dai trang gid mac hiém khi xay ra khi sir

dung meropenem v 6 thé & mirc ¢9 tir nhe dén de doa tinh mang. VI vy, cin thiin trong khi ké toa cie thude

khing sinh cho bénh nhin c6 tién sir bénh 1y duimg tiéu hoa, dic biét viém dai trang. Diéu quan trong 12 can

xem X6t chin dodn viém dai trang gid mac khi bénh rhin bj tidu chay lién quan dén sir dyung thude

meropenem. Mic dit céc nghién ciru cho thdy dbe t6 do Clostridium diffizile sinh ra 1a mt trong nhimg

nguyén nhin chinh gy viém dai tring lién quan dén sir dung cde khéng sinh, ciing cdn xem xét dén cic

nguyén nhin khac,

Nén than trong khi sir dung dﬁng thési meropenem véi cic thube c6 kha niing gay dic trén thin.

Meropenem c6 thé lam giam ndng db acid valproic huyét thanl. O mét sh bénh nhan, ndng dé acid valproic

huyét thanh ¢ thé thip hon nong do diéu i, _

Sir dung cho tré em: Higu qui va sir dung nap abi voi tré dudi 3 thing tudi chira duge xdc 1dp; do do, khong

khuyén cdo sir dung meropenem cho tré dudi 3 thing tudi. Chira o kinh nghiém sir dung thube cho tré em bj

roi loan chirc ning gan hay thén.

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

Khong cé nghién clru ndo vé &nh hudng cia thude trén kha ning ldi xe va vin hinh may méc. Nhung ngudi ta

khong cho ring meropenem sé anh huong 1én kha ning 14i xe va vin hinh mdy méc.

SU DUNG O PHU NU MANG THAL; CHO CON BU.
Phu nir mang thai:
i

Tinh an todn cia meropenem d6i véi phy nir mang thai chua duge danh gid. Céc n
khéng ghi nhin tac déng ngoai ¥ nio trén sy phat trién cda bao thai. Tde ding ngogi ¥ duy nhét quan sét d
qua cde thir nghiém vEé kha ndng sinh san ¢ dong vat 13 ting 18n sult sdy thai & khi & nbng 40 tiép xic cao
13 lén ning dd tiép_xili: & ngudi. Khdng nén sir dung meropenem cho phu nir mang thai trir phi lgi ich v
trbi cdic ril ro c6 thé xay ra cho bao thai. Nén c6 bac 5§ gidm sal tryc 1iép cho moi trudng hop sir dyng thde
cho phy nir mang thai.

Phy nir cho con bi: .

Meropenem duge tim thiy trong sita dong vil & ndng d6 rét thip. Khéng nén sir dung meropenem & phy nir
cho con bi trir phi lgi ich vugt wdi cde rii ro ¢6 thé xiy ra cho tré.

TUONG TAC THUOC:

Probenecid canh tranh véi meropenem trong bai tiét chil ddng qua 6ng thin va vi vy (e ché sy bai tidt
meropenem qua thiin, gy tang thasi gian bén thai va ndng d§ meropenem trong huyét tuong, Khi khing ding
chung vai probenecid, meropenem di ¢6 hoyt tinh thich hgp va théi gian tde ddng da do dai nén Khong
khuyén cdo sir dung dong thii probenecid va meropenem.

Tiém nang téc djng cia meropenem trin sy giin két véi protein holic chuyén héa clia cic thudc khic chua
duoc nghién ciru. Meropenem gén ket vdi protein thip (khodng 2%), do d6 twomy tic véi nhimg hop chét khdc
do sy phiin téch khéi protein trong huyét tuomg khong dir kién xéy ra.




Meropenem cd thé lam giam néng do acid valproic huyét thanh. O mdt s6 bénh han, néng dd acid valproic
huyét thanh c6 thé thép hon néng 49 diéu tri,

Meropenem di duge sir dung déng thési véi cde thube khac ma khdng eb cic trong tae bitlgi vé duge 1y, Tuy
nhién, khdng c6 dir liéu dac tnmg ndo vé cic kha nang twong téc véi che thude (ngoai trir probenecid nhu néu
& trén),

TAC DUNG KHONG MONG MUON:

Hiém khi c6 cdc tac dung phu nghiém trong. Céc tic dung phy sau da duge béo cdo:

Cédc phdn tmg tai nai tidm: viém, viém tinh mach huj,rét i, dau tai noi tiém.

Cde phan tmg dj img fodn than: cée phan img dj (mg todn thin (qud mfn) hiém xdy ra khi st dimng
meropenem. Cdc phan img ndy bao gdm phit mach v cdc biéu hign phan vé.

Cdc phan img da: phét ban, ngira, mé day. Céc phan img da nghiém trong nhu hdng ban da dang, hdi chimg
Stevens-Johnson va hogi tir da nhigém ddc hiém khi ghi nhin,

Tiéu héa: dau bung, budn ndn, nén, tiéu chay. Viém dai u&ncgugiﬂ mac 42 duge bdo cdo.

Huyét hoc: 1ang tiéu cdu, ting bach cdu &i toan, gidm tiéu cdu, gidm bach cdu va bach céu da nhin trung tinh
(ké ci mit bach cdu hat riit hiém xay ra) 6 thé hoi phuc. Thiéu mau tén huyét hiém khi xdy ra. Phin img
Coombs duomg tinh trige tiép hay gidn tiép co thé xdy ra & mdt s6 bénh nhan; d& 6 ghi nhin vé gidm théi gian
thromboplastin mdt phén.

Chire ndng gan: tang ndng dj bilirubin, transaminase, phosphatase kiém va lactic dehydrogenase huyét thanh
don thudn hay phéi hgp da duge bio céo.

HE thdn kinh trung wemg: nhire diu, dj cam, co gidt.

Tdc dung ngoai ¥ khdc: nhiém Candida miéng va dm dao.

QUA LIEU:

Qui ligu khong chil ¥ cd thé xay ra trong qua trinh diéu trj, ddc biét rén bénh nhén su thin. Cac trigu chimg
qua lidu co thé xdy ra: dau dau, buon non, ndn, hong ban da dang, co gidt, viém gan cap. Diéu tri qua liéu nén
la diéu trj tridu chimg. O ngudi binh thutmeg, thude s& duge nhanh chong théi trir qua thin; & cic bénh nhin
suy thin, thim phén mau s& logi trir meropenem va cdc chit chuyén héa.

TIEU CHUAN CHAT LUQNG: Nha san xuit

HAN DUNG:

36 thiing ké tir ngdy san xuét,

S6 16 san xudt (Baich No.), ngdy sin xudt (Mfg. date), hgn ding (Exp. date): xin xem trén nhin hop va lo.
Dung dich meropenem ding tiém hodic truyén tinh mach phii dirge diing ngay sau khi pha.

Dung dich meropenem sau khi pha véi nuéc pha tiém holic dung dich pha tiém natri clorid 0,9% c6 thé én

dinh trong vong 8 gidr & nhiét dd phang (15°C — 30°C) va trong vong 48 gir khi duge bgo quan lanh (2°C dén
8°C). Dung djch meropenem sau khi pha véi dung djch glucose 5% c6 thé on dinhﬁ‘ﬁy@h o nhiét di
phéng (15°C ~ 30°C) va trong vong 14 gi& khi dirge bio quén lanh (2°C dén 8°C).

BAO QUAN:

Bao quan & nhiét d phong (dudi 30°C), trong bao bi kin.

DANG BAO CHE VA QUY CACH PONG GOI:
Hop chira 10 lg bot pha tiém.

P

Co s san xudt ban thanh phim (sin xudt hén hgp bt v khuidn meropenem trihydray natrjgarbonat):
ACS DOBFAR S.P.A.

Viale Addetta, 4/12 -20067 Tribiano, Milan, Italia

Cor 5¢ san xudt thinh phiim va xudt xudng;
FACTA FARMACEUTICI S,P.A

Nucleo Industriale 8. Atto - 64020, 5. Nicold a Tordino, Teramo, Italia
PHO CUE TRUONG

Ngay xem Xét lai 1o hieomg din sir dung: 25/04/2014 W Y @’)@,.,,



