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Rx Prescription Drug

Meropenem

Powder for Solution
for Injection or Infusion
Intravenous use
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DEMO S.A.
PHARMACEUTICAL INDUSTRY
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MHON Each vial contains 1140 mg
to 1000 mg

Merapensm.
Excipients: sodium carbonate anhydrous.

STORAGE: Do not stare abave 30°C

Indications, comtra-indications, dosage and
administration, sde-effects: Please see package insert.
Read the padage leaflet before use. Keep out of
reach and sight of childeen. For single use only.
Discard amy unused product. For hospial use only.
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Each vial contains 1140 mg meropenem trihydrate equivalent to 1000 mg meropenem.
Excipients: sodium carbonate anhydrous.
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Rx Thudc ban theo don
Doc kj huémg ddn sir dung trude khi ding
Néu cdn thém thong tin, xin héi y kién bdc sy

PIZULEN
Thudc bjt pha tiém hoic tiém truyén
Meropenem 500 mg/ lg
Meropenem 1000 mg/ lg

Tén thude: PIZULEN 500 mg/ lo & PIZULEN lg/ lo
Hoat chét: Meropenem trihydrate
Thanh phén va ham lweng

PIZULEN 500mg PIZULEN 1000mg
Meropenem trihydrate 570,0 mg 1140,0 mg
Tuong duong véi Meropenem khan 500,0 mg 1000,0 mg
Ta duoc:
' DE

Natri carbonate khan

) 215t KM NATION
Dang bao ché y 145 6
TEL: 3021

Thudc bot pha tiém hodc tiém truyén e-mail: demophar@otenet.gr

Céc dic tinh lim sing % |

Chi dinh diéu tri

PIZULEN duogc chi dinh diéu tri & ngudi 16n va tré em céc nhiém khudn sau gy ra boi mot hodc nhiéu

loai vi khuin nhay cam véi Meropenem.
—  Viém phdi bénh vién, viém phéi do suy giam mién dich, viém phdi khong dép tng véi viée
diéu tri bing cac khang sinh khac giy ra do vi khuin nhay cam vd&i meropenem theo khéng
sinh dd.
— Nhiém khuin dudmg niéu (cé bién chimg hoic khéng bién ching)
— Nhiém khuén 6 bung
~ Nhiém khuin phu khoa, nhu viém mang trong da con, bénh ly viém ving chéu.

— Nhiém khuan da va mé mém

— Viém mang nédo

— Nhiém khuan huyét

— Diéu tri theo kinh nghiém d8i vdi trudng hop nghi ngd nhiém khuin & ngudi 16n bi sét do
giam bach céu.



Meropenem tiém tinh mach dugc sir dung hiéu qua & bénh nhén xo nang va nhiém khuan dudng ho
hép dudi man tinh, khi sir dung don déc hodc két hop véi cac thude khang khuan khéc. Vi khuén
khéng phai ludn luén duge tiét trir hoan toan. Thudc ciing duge chi dinh & tré em hon 3 thang tudi, dé
diéu tri cdc nhiém khudn nhu trén ngoai trir nhiém khuan phu khoa, nhim khuan da va mé mém va
nhiém khuin dudng niéu khdng c6 bién chimg. PIZULEN da dugc chirg minh c6 hiéu qua khi ding
don ddc hoic phdi hop véi cac thude khang khuin khéc trong diéu tri nhiém khuin hdn hop.

Liéu lwong va cach dung

Nguedi lén: Liéu lugng va thoi gian diéu tri phai dugc thiét 14p tiy vao phén loai, mirc d6 nhiém khuin
va tinh trang cta timg bénh nhén. Liéu khuyén cdo hang ngay nhu sau:

500 mg dung duong tinh mach (IV) mdi 8 gio trong diéu tri viém phdi, nhiém khudn dudng niéu,
nhigm khuan phu khoa nhu viém mang trong da con va bénh 1y viém ving chéu, nhidm khuén da va
cu tric da.

I g ding dudong tinh mach (IV) m&i 8 gi¢r khi diéu tri viém phdi bénh vién, viém phiic mac, nghi ngds
nhiém khuén & bénh nhén giam bach ciu va nhim khuin huyét.

O bénh nhin xo nang bi viém mang nio va nhiém khuén phdi, liéu 2 g mdi 8 gi&r duge khuyén cdo.
Twong tu nhur cac khang sinh khac, can lru y dic biét khi sir dung Meropenem don ddc & nhitng bénh
nhén méc bénh trdm trong da biét hodc nghi ngd nhiém khuén dudng hd hap dudi boi Pseudomonas
Aeruginosa.

Khuyén cdo nén thir nghiém d6 nhay cam cia thudc thudng xuyén khi didu tri nhiém khudn
Pseudomonas Aeruginosa.

Nén tiém tinh mach mét lwgng I6n PIZULEN (bolus) trong hon 5 phut hoic truyén tinh mach khoang
hon 15 — 30 phat (Xem muc Hwéng din sir dung).

Nguoi I6n suy chiee ndng thdn: Nén giam liéu & bénh nhén ¢6 do thanh thai creatinine nhd hon 51
ml/phit, theo huéng dan sau:

Do thanh thai Creatinine Liéu diung Tan so sir
(ml/phut) (dva trén don vij lidu 500mg, 1g, 2g) dung f
26-50 1 don vi liéu Mai 12 gios :
10-25 Y don vi liéu Méi 12 gidy
<10 Y2 don vi lidu Mai 24 gity

Meropenem dugc thai trir khi thim tdch mau. Néu cn thiét phai tiép tuc diéu tri véi PIZULEN, sau
khi két thiic qua trinh thAm tach mau, khuyén cdo str dung 1 don vi lidu (tuy theo phan loai va mirc d
nhiém khuan) dé duy tri ndng d6 diéu tri hiéu qua trong huyét twong. Chua c¢6 kinh nghiém st dung
Meropenem & bénh nhan dang tham tach mang bung.

Nguoi I6n suy gan: khong can diéu chinh liéu & bénh nhén suy gan (xem muc Canh bdo dic biét va
than trong khi diung)

Nguoi cao tudi: Khong can diéu chinh liéu cho ngudi gia ¢6 chirc ning than binh thuong hoic do
thanh thai creatinine cao hon 50 ml/phut.

O s o= FDr o~



Tré em: DSi voi tré em tir 3 thang tudi dén 12 tudi, liéu khuyén cdo 1a 10 — 40 mg/kg mdi 8 gid tly
phén loai va mirc d6 nghiém trong ciia nhim khudn, mirc d6 nhay cam véi thudc ctia vi khuin va tinh
trang cua bénh nhan. Tré em ¢ trong lugng hon 50 kg, nén dung lidu cua ngudi 16n. O bénh nhan bi
sét do giam bach cau hat, liéu khuyén cdo 12 40 mg/kg mdi 8 gid. Nén tiém tinh mach mot lwgng 16n
(bolus) PIZULEN trong khoang hon 5 phiit hodc truyén tinh mach hon 15-30 phut. Chua c6 kinh
nghién str dung thubc & tré em suy thén.

Huwéng din cich pha dung dich, twong thich va én dinh: nén hoda tan Meropenem trong nudc pha
tiém (5 ml cho m&i 250 mg Meropenem) tao dung dich c6 ndng dé khoang 50 mg/ml dé tiém bolus
tinh mach. Dung dich sau khi pha trong sudt, khéng mau hoic c6 mau vang nhat. Dung dich
Meropenem dé truyén tinh mach ¢6 thé dugc pha véi 50 — 200 ml Natri chloride 0,9% w/v hoic bat ky
dich truyén twong thich nao (xem muc Thén trong dic biét trong bao quan). Khuyén cdo nén ding
ngay dung dich mdi pha, tuy nhién c6 thé bao quan dung dich PIZULEN da pha tai nhiét d6 phong (<
25°C) hodc bao quan trong tu lanh (<4°C) (xem muc Thén trong dic biét trong bdo quan).
PIZULEN khong nén tron hodc thém vao cac thudc khac. Dung dich PIZULEN khéng dugc dong
lanh.

Chdng chi dinh

PIZULEN chéng chi dinh & bénh nhan qua min v&i meropenem hoic carbapenem, penicillins hoic
cac khang sinh beta-lactam khac. g

Canh bao dic biét va thian trong khi diung

Bénh nhén c6 tidn sir qua man véi carbapenem, penicillins hodc cac khang sinh beta-lactam khac ¢6 thé
cling ¢6 phan (ng qua man véi meropenem. Tuong tu nhu cac khang sinh beta-lactam khac, phan ting
qué man hiém khi xay ra (Xem muc Téac dung khong mong muén). Ciing nhwr cac khang sinh khac,
ting qua mirc cac vi khuan khong nhay cam c6 thé xay ra va do d6 can phai theo ddi bénh nhan lién
tuc.

Khong khuyén cdo sir dung thudc & bénh nhin nhim vi khudn Staphylococci dé khang véi
methicilline.

Hiém thiy viém rudt két mang gia dugc bao cdo & bénh nhin ding Meropenem nhu khi dung céc
khang sinh khac. Diéu quan trong 13 cin xem xét chin doan viém rudt két mang gia trong truong hop
bénh nhan bj tiéu chay do sir dung PIZULEN.

Nén thén trong cén nhic khi sir dung PIZULEN cung véi thude ¢ kha ning gy ddc than.

V& lidu lrgng xem muc “Liéu hrgng va cich ding”

Tré em: Hi¢u qua va su dung nap & tré em dudi 3 thang tudi chua duge thiét lap. Do d6, PIZULEN
khéng duge khuyén céo sir dung cho tré dudi 3 thang tudi.

Tuwong tic véi cac thude khac va cic dang tuong tic khéc
Probenecid canh tranh v&i meropenem trong bai tiét chii dong trén 6ng than va do d6 wrc ché bai tiét
qua than, din dén lam ting thoi gian ban thai va ndng d¢ trong huyét tuong clia meropenem. Vi



meropenem da co hoat tinh thich hgp va thoi gian tdic ddng da du dai khi khong c6 mit probenecid,
khong khuyén cdo ding ddng thoi Meropenem va probenecid.

Chura ¢6 nghién ciru vé kha nang anh hudng ciia meropenem dén cac thude két hop véi protein hodc su
chuyén hoa. Protein két hop véi meropenem thép va do d6 khong c6 tuong tic vdi cac thude khéc da
trén su thay thé vi tri két hop vdi protein huyét twong. Meropenem d dugc dung ddng thoi véi céc
thudc khac ma khong gay tuong tic bét loi vé dugc 1y hoc. Meropenem c6 thé 1am giam ndng do acid
valproic trong huyét thanh va do d6 ndng do c6 thé thip hon ndng d6 diéu tri &@ mot s6 bénh nhén. Tuy
nhién, khong c6 dit liéu cu thé vé kha nang tuong tic vdi cac thude khac trir probenecid.

Phu nik ¢6 thai va cho con bu

Phu nit ¢ thai: Sy an toan ciia PIZULEN déi véi phu nit mang thai chua dugc danh gia. Nghién ctru
& ddng vat khong cho thdy tac dung phu trén sy phat trién cua bao thai. Khéng nén ding PIZULEN
cho phu nir ¢é thai trir khi kha nang lgi ich dat duge vuot trdi rai ro ¢6 thé xay ra cho bao thai. Trong
moi trudmng hop, nén ding thudc dudi su giam sat truc tiép cuia béc si.

Phu ni¥ cho con bi: Meropenem duoc phat hién & nng dd thip trong sira dong vat. Khong nén ding
PIZULEN cho phu nir cho con b trir khi lgi ich dat dugce vugt trdi rii ro ¢6 thé xay ra cho tré so sinh.

Anh huéng dén kha ning ldi xe va vin hanh may méc

Khéng c6 dir lidu thich hop, nhung ngudi ta khong cho ring PIZULEN sé anh hudng dén kha ning 14i
xe va vin hanh may méc.

PIZULEN néi chung duge dung nap t&t va hiém khi gay cac tic dung phu dén mirc phai ngung diéu

Tiéc dung khéng mong mudn

tri.
Céc téc dung phu nghiém trong hiém khi xay ra. Hau hét cdc tic dung phu duoc bdo cdo la dudi 1%
tong s6 bénh nhan:

—  Phdn teng tai vi tri tiém: viém, viém tinh mach huyét khéi, dau tai vi tri tiém.

— Phdn ieng di teng toan thdn: hiém khi, phan tmg di Ging toan than (qua min) c6 thé xay ra sau
khi ding PIZULEN. Nhitng phén g niy bao gdm phii mach va c6 biéu hién s6c phan vé.

— Phdn teng trén da: phét ban, ngira, may day. Hiém khi xay ra phan tmg trén da ning nhu héng
ban da dang, hoi chiing Steven Johnson va nhiém ng da gay hoai tir.

— Duong tiéu hoa: dau bung, non, budn ndn, tidu chay.

-  Mdu: tang tao tidu cau, tang bach cau ua acid, giam tidu cau, giam bach cau, va giam bach cau
da nhan trung tinh (ké ca mot s trudng hop hiém gip vé mét bach cau hat). Duong tinh truc
tiép hay gian tiép vdi thir nghiém Coombs c6 thé xay ra & mdt vai bénh nhan, C6 bio céo vé sy
giam thdi gian thromboplastin mét phan.

—  Chikc ning gan: ting ndng do bilirubin, transaminase, phosphate kém va lacticdehydrogenase
trong huyét thanh don thuan hoic phdi hop di duoc bao cdo.



— H¢ thin kinh trung wong: dau diu, di cam. Co giat hiém khi x4y ra nhung chua thiét 1ap dwoc
mbi quan hé nhan qua giy ra co giat.

— Cdc tdc dung khéng mong muén khde: nhidm candida 4m dao va miéng.

Qui lidu

Qué lidu do ngiu nhién c6 thé xay ra trong khi diéu tri, dic biét & bénh nhén suy than. C6 thé diéu tri
qua lidu bing céch diéu tri triéu ching. O ngudi binh thudng, thudc c6 thé thai trir nhanh chong qua
than. O bénh nhan suy than, thdm tich mau c6 thé thai trir meropenem va céc chét chuyén hoa.

Cac ddc tinh duoc ly

Duwoe luc hoe

Meropenem 12 1 khang sinh acarbapenem dung dé tiém, 6n dinh véi dehydropeptidase-1 (DHP-1) &
ngudi. Meropenem c6 hoat tinh khang khudn bing cdch can thiép vao su tdng hop thanh té bao vi
khuin séng. Kha niing xam nhép dé dang vao thanh té bao vi khuin, dd bén cao vdi tit ca serine
betalactamase va c6 4i luc rd rét véi protein gén két penicillin (PBPs) giai thich hoat tinh diét khudn
phd rong ctia meropenem ddi véi vi khuan hiéu khi va ki khi. Ty sb giita ndng d6 diét khuén t6i thiéu
(MBC) va ndng d6 trc ché vi khuén tdi thidu (MIC) 12 nhd hon hodc bang 2. Meropenem 6n dinh trong
céc thir nghiém d6 nhay cam va céc thir nghiém nay c6 thé tién hanh bing céch sir dung cac phuong
phép thudng quy. Thir nghiém in vitro cho thdy meropenem hiép luc véi cac khang sinh khic.
Meropenem di dugc chitng minh 12 ¢6 hiéu qua hau khang sinh trén vi khuin Gram duong va Gram
am ca in vitro va in vivo.

Cic tiéu chi vé do nhay cam véi Meropenem duoc khuyén cdo dua trén dugce dong hoc va tuong quan
gitra két qua 1am sang va vi sinh v6i dudng kinh khang khuin va ndng do e ché téi thiéu (MIC) trén
vi khuan gay bénh.

Phwong phap danh gia
Phan loai Puong kinh khang khuén Nong dd e ché vi khuén tdi thiéu g
(mm) (mg/l)
Nhay cam > 14 <4
Trung gian 12-13 8
Dé khang <1l > 16

Phd khang khuan ciia Meropenem in vitro bao gdm phdn 16n cac vi khudn gram dwong va gram 4m, ki
khi va hiéu khi quan trong vé 14m sang duéi day:

Vi khuén hiéu khi Gram dwong: Bacillus spp., Corynebacterium diphtheriae, Enterococcus faecalis,
Enterococcus liquifaciens, Enterococcus avium, Erysipelothix rhysiopathiae, Listeria monocytogenes,
Lactobacillus spp., Nocardia asteroides, Staphylococcus aureus (penicillinase 4m tinh va duong tinh),
Staphylococci- 4m tinh véi phan Ung tin huyét; bao gdm  Staphylococcus epidermidis,
Staphylococcuss aprophyticus, Staphylococcus capitis, Staphylococcus cohnii, Staphylococcus
xylosus, Staphylococcus warneri, Staphylococcus hominis, Staphylococcus simulans, Staphylococcus
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intermedius, Staphylococcus sciuri, Staphylococcus lugdunensis, Sireptococcus preumoniae (nhay
cam va d& khang penicillin), Streptococcus agalactiae, Streptococcus pyogenes, Streptococcus equi,
Streptococcus bovis, Streptococcus mitis, Streptococcus mitior, Streptococcus milleri, Streptococcus
sanguis, Streptococcus viridans, Streptococcus salivarius, Streptococcus morbillorum, Streptococcus
cremoris, Streptococcus nhém G, Streptococcus nhdm F, Rhodococcusequi.

Vi khuin Gram-am hiéu khi: Achromobacter xylosoxidans, Acinetobacter anitratus, Acinetobacter
Iwoffii, Acinetobacter bauwmannii, Acinetobacter junii, Acinetobacter haemolyticus, Aeromonas
hydrophila, Aeromon assorbria, Aeromon ascaviae, Alcaligenes faecalis, Bordatella bronchiseptica,
Brucella melitensis, Campylobacter coli, Campylobacter jejuni, Citrobacter freundii, Citrobacter
diversus, Citrobacter koseri, Citrobacter amalonaticus, Enterobacter aerogenes, Enterobacter
agglomerans, Enterobacter cloacae, Enterobacter sakazakii, Escherichia coli, Escherichia hermannii,
Gardnerella vaginalis, Haemophilus influenza (bao gém chiing d& khang ampicillin va duong tinh
beta-lactamase), Haemophilus parainfluenzae, Haemophilus ducreyi, Helicobacter pylori, Neisseria
meningitidis, Neisseria gonorrhoeae (bao gdm duomg tinh beta-lactamase, ching d& khang penicillin
va spectinomycin), Hafniaalvei, Klebsiella pneumoniae, Klebsiella aerogenes, Klebsiella ozaenae,
Klebsiella oxytoca, Moraxella (Branhamella) catarrhalis, Morganella morganil, Proteus mirabilis,
Proteus vulgaris, Proteus penneri, Providen ciarettgeri, Frovidencia stuartii, Providencia
alcalifaciens, Pasteurella multocida, Plesiomonas shigelloides, Pseudomonas aeruginosa,
Pseudomonas putida, Pseudomonas alcaligenes, Pseudomonas cepacia, Pseudomonas fluorescens,
Pseudomonas  stutzeri, Pseudomonas pickettii, Pseudomonas pseudomallei, Pseudomonas
acidovorans, Salmonella spp. Including Salmonella enteritidis/typhi, Serratia marcescens, Serratia
liqguefaciens, Serratia rubidaea, Shigella sonnei, Shigella flexneri, Shigella boydii, Shigella
dysenteriae, Vibrio cholerae, Vibrio parahaemolyticus, Vibrio vulnificus, Yersinia enterocolitica.

Vi khuin ky khi: Actinomyces odontolyticus, Actinomyces meyeri, Actinomyces israelii, Bacteroides-
Prevotella-Porphyromanas spp., Bacteroides fragilis, Bacteroides vulgatus, Bacteroides variabilis,
Bacteroides pneumosintes, Bacteroides coagulans, Bacteroides uniformis, Bacteroides distasonis,
Bacteroides ovatus, Bacteroides thetaiotaomicron, Bacteroides eggerthii, Bacteroides capsillosis,
Bacteroides gracilis, Bacteroides levii, Bacteroides caccae, Bacteroides ureolyticus, Prevotella
buccalis, Prevotella melaninogenica, Prevotella intermedia, Prevotella bivia, Prevotell acorporis,
Prevotella splanchnicus, Prevotella oralis, Prevotella disiens, Prevotella rumenicola, Prevotella oris,
Prevotella buccae, Prevotella denticola, Porphyromonas asaccharolyticus, Porphyromonas gingivalis,
Bifidobacterium spp., Bilophila wadsworthia, Clostridium perfringens, Clostridium bifermentans,
Clostridium ramosum, Clostridium sporogenes, Clostridium cadaveris, Clostridium difficile,
Clostridium sordellii, Clostridium butyricum, Clostridium clostridiiformis, Clostridium innocuum,
Clostridium subterminale, Clostridium tertium, Eubacterium lentum, Eubacterium aerofaciens,
Fusobacterium mortiferum, Fusobacterium necrophorum, Fusobacterium nucleatum, Fusobacterium
varium, Mobiluncus  curtisii, Mobiluncus  mulieris, Peptostreptococcus  anaerodius,
Peptostreptococcus micros, Peptostreptococcus saccharolyticus, Peptococcus saccharolyticus,

Peptostreptococcus  saccharolyticus, Peptostreptococcus magnus, Peptostreptococcus prevotii,
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Propionibacterium acnes, Propionibacterium avidium, Propionibacterium granulosum, Veillonella
parvula, Wolinella recta. Stenotrophomonas (Xanthomonas) maltophilia, Enterococcus faecium va
Staphyloccoci dé khang véi methicillin d3 duoc ghi nhan ciing dé khang v&i meropenem.

Duge dong hoc

Khi truyén tinh mach mét liéu don Meropenem & ngudi tinh nguyén khoe manh trong vong 30 phat,
ndng do dinh cia thude trong huyét trong vao khoang 11 meg/ml dbi véi lidu 250 mg, 23 mcg/ml déi
vai liéu 500 mg va 49 meg/ml déi véi lidu 1 g.

Tuy nhién, khong c¢6 méi twong quan tuyét dbi vé dugc dong hoc gitra Cmax va AUC vdi liéu dung.
Hon nira, su giam d6 thanh thai trong huyét twong tir 287 xudng 205 ml/phut khi str dung liéu tir 250
mg dén 2 g da dugc ghi nhan.

Khi tiém tinh mach m6t lugng 16n Meropenem trong 5 phit & ngudi tinh nguyén khoe manh, ndng do
dinh ctia thudc trong huyét tuong vao khoang 52 mcg/ml khi sir dung liéu 500 mg va 112 mcg/ml khi
str dung lidu 1 g.

Truyén tinh mach 1 g trong vong 2 phit, 3 phut va 5 phut duoc so sanh trong mot thir nghiém bét chéo
ba chiéu (three-way crossover trial). Nong d dinh cua thudc trong huyét tuong twong tng lan luot véi
thoi gian truyén nay 1a 110, 91 va 94 microgram/ml.

Sau khi tiém tinh mach liéu 500 mg 6 gid, ndng do meropenem trong huyét tuong giam con < |
mcg/ml.

Khi sir dung nhiéu liéu cach khoang mdi 8 gi&r cho ngudi ¢6 chirc niang than binh thudng, khong c6 su
tich liy meropenem.

O ngudi ¢ chirc nang than binh thudng, thoi gian ban thai cia meropenem khoang 1 gio. 2

Ty 18 gén két vi protein huyét twong ciia meropenem khoang 2%.

Khoang 70% liéu meropenem str dung duge tim théy trong nudc tidu dudi dang khong dbi trong 12
gid, sau d6 chi c6 mot luong rit nho duge bai tiét thém vao nude tiéu. Nong dd meropenem trong
nude tidu > 10 meg/ml duy tri dén 5 gios sau khi st dung liéu 500 mg. Khdng c6 sur tich tu meropenem
trong nudc tiéu hay huyét tuong dugc ghi nhn véi phac dd liéu 500 mg méi 8 gio hay 1 g mdi 6 gio &
nguoi tinh nguyén khde manh ¢6 chirc ndng than binh thudong.

Chét chuyén hoa duy nhét ctia meropenem khéng c6 hoat tinh khang khuén. Meropenem x4m nhap t6t
vao hau hét cac md va dich cua co thé ké ca dich ndo tiy & bénh nhan viém mang ndo nhiém khuan,
dat dén nc“mg d6 cao hon némg do can thiét dé e ché hau hét vi khuan.

Céc nghién ciru trén tré em ching to duge dong hoc cia Meropenem & tré em tuong tu & nguoi 1on.
Th&i gian ban thai cia meropenem vao khoang 1,5-2,3 gi& & tré em duéi 2 tudi va duge dong hoc
tuyén tinh véi lidu ding trong khoang 10-40 mg/kg.

Céc nghién ciru vé duge ddng hoc & bénh nhan suy than cho théy d6 thanh thai cia meropenem trong
huyét trong tuong quan véi do thanh thai creatinine. Cén diéu chinh liéu cho bénh nhén suy than. Cac
nghién ciru vé duoc déng hoc & ngudi cao tudi cho thiy do thanh thai cia meropenem trong huyét
twong giam twong Gmg véi su giam do thanh thai creatinine theo tudi.



Cac nghién ciru vé duge dong hoc & bénh nhan suy gan cho théy bénh gan khong anh hudng dén duge
dong hoc cua meropenem.

An toan tién lim sang

Nghién ciru & dong vat cho thiy meropenem dugc dung nap tét qua than. Nghién ciru & dong vit,
meropenem chi cho thdy kha niang gy doc than khi ding lidu cao (500 mg/kg). Anh hudng trén hé
thin kinh trung wong nhur co giat & chudt va ndn & ché, chi thdy khi dung ligu cao (> 2000 mg/kg). Déi
véi lidu tiém tinh mach, lidu gy chét 50% & loai gam nhim 14 cao hon 2000 mg/kg. Khi nghién ctru
l4p lai lidu (dén 6 thang) chi ghi nhan cac tac dong nhod nhu giam nhe cic thong s6 hdng cu va tang
trong lwgng gan & ché ding liéu 500 mg/kg.

Khéng c6 bang ching vé kha ning gy dot bién trén 5 thir nghiém va khong c6 bang ching vé doc
tinh sinh san va gdy quai thai khi nghién ciru liéu cao nhét c6 thé cho chudt va khi. Liéu khong gay tac
dong dén su giam nhe trong lugng chudt thé hé F1 1a 120 mg/kg.

Cé s ting ti 1é sdy thai khi ding liéu 500 mg/kg trong nghién ciru so bd & khi. Chura c6 bing ching
vé viéc ting nhay cam véi meropenem & ddng vat con non so véi con dé trudng thanh.

Thudc sir dung dudng tinh mach duoc dung nap tdt trong nghién ctru & dong vat. Chat chuyén héa duy
nhét ciia meropenem cé ddc tinh tuong tu trong cac nghién clru trén ddng vat.

Pic tinh dwge hoc

Twong ky

PIZULEN tuong thich véi dich truyén tham khao & muc Thén trong dic biét trong bao quan.
Khéng nén tron hodc thém vao céc thude khac. g

Han dung
36 thang ké tir ngay san xuét, ngay hét han dugc ghi trén bao bi gdc va trén lo thude. Khong diing
thudc nay sau nay hét han.

Than trong dic biét trong bao quan

Khéng bao quan trén 30°C. Dung dich vira pha xong nén duge dung ngay, tuy nhién dung dich
PIZULEN c¢6 thé bao quan & nhiét d6 phong (<25°C) hoic trong tii lanh (4°C). Thoi gian 6n dinh cia
dung dich PIZULEN cho trong bang sau:

o . Thoi gian on dinh
Dung méi dé pha dung dich
25°C 4°C

Nudce pha tiém 2 gi¢ 12 gi&
Dung dich (1 dén 20 mg/ml)

Pha véi:

Natri chloride 0,9% 4 gio 24 gio
Glucose 5% 1 gioy 4 gid
Glucose 5% va natri chloride 0,225% 2 gio 4 gio
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Glucose 5% va natri chloride 0,9% 1 gior 4 gio
Glucose 5% va kali chloride 0,15% . »
1 giov 6 gio
Mannitol 2,5% tiém truyén tinh mach 2 gio 16 gio
Mannitol 10% tiém truyén tinh mach 1 gior 8 giv
Normosol-M trong Glucose 5% tiém . N
S g 1 gior 8 gio
truyén tinh mach
Glucose 10% 1 gior 2 gio
Glucose 5% va natri bicarbonate 0,02% . i
" 0 1 gio 6 gio
tiém truyén tinh mach

Quy cach dong goi
Thuéc dwoc dung trong lo thiy tinh, nit cao su va han kin bing nip nhém.
Hop I hodc 10 lg. /

Huwéng din si dung va xix 1y thube
Tham khao muc “Lidu lwong va ciach diing”. Nén ap dung k¥ thuat vd tring chuén trong khi pha
loding. Lic dung dich lién tuc trwdc khi ding. Tét ca lo thudc chi dwoc dung 1 l4n.

A A a 1 ~
Tiéu chuan: Nha san xuat

Théng bdo cho bac sy vé cdc téc dung khong mong muon gdp phai khi str dung thudc
Dé xa tam tay tré em!

Nha san xuit va Chii sé hitu gidy phép lru hanh
DEMO S.A. pharmaceutical industry
21 km National Road Athens-Lamia, 14568 Krioneri, Hy Lap
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