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Merofen &l

Meropenem
Powder for injection

Merofen
Meropenem
Powder for injection
Specification ; USP
Stom balow 30
ON MEDICAL PRESCRIPTION OdLY

Rag. No. - DELDB04425244B1
Contant VN Reg. No.:
7 vial {3 1000 mg
BN
MD {dd/mmiyy]

ED {ddfmmiyy}
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Produk :MERQFEN 1 g injaksi exp. VTN
- kode bahan ¢ ...
= ukuran 36 x 36 % 84 mm
= bahan :ar caron 270 g
- letler : hehy, anal
Wama
domar * putih, om. ruster 105 hitam
= huruf TEn293C
-tine bawah  :pin203 G -
-teks, logo * hitam
Dibuat oleh : tdw
- tanggal 1 22/08M0
Calatan ;

- prernbsgtens warna kol fenys sebagal prnt out,
- coating - waler base
- C.Box, M-16 = {7x5x2) = 70 dos

& Prescription Drug

Merofen i}  Merofen'dd

Meropenem

Powder for injection
Spacification : USP

Far LV use

JL Fmws il Bk 11l 5, Kaw 3728
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PT DANKOS FARMA

Meropenem
Powder for Injection

Composition @

Each vial contains @

Murcpronem IHAD equivident 1o
Anhydmus Mempanem 1000 mg
Alsa containg Sodum Carbonils

Indications, Precautions,
Imteractions, Dosage and
Administration =
Read andosed packags imsert
carafully before usa

Date: September 29, 2010
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NHAN PHU

Rx Thudc ké don
MEROFEN 1

Thanh phan: Maéi lo chira:
Meropenem SHZO tugng duong vdi 1000mg Anhydrous Meropenem |
Dang bao ché: Bot pha tiém |
Bwéng dung: Tinh mach .[
Chi dinh, liéu diing va cach dung, chéng chi dinh va cdc théng tin

Bao quan: Bao quan & nhiét o dudi 30°C.

BPéng gdi: Hop 1 lo 1000mg

SBK s aamamis

S8 16 SX, NSX, HD: xem “BN", "MD", “ED" trén vd hép

San xuit bdi: PT. DANKOS FARMA - JI. Rawa Gatel Blok 11l S, Kav
37-38 Kawasan Industri Pulo Gadung, Jakarta 13930 - Indonesia
Nhap khau bdi: .....ceeeene

DE XA TAM TAY TRE EM
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG

Manufacturer,

f T o e
':i L&”utu Candra Astiti

\__ Business Development Senior Manager

)/

khac: Dé nghi xem td hudng din sir dung bén trong hdp thudc. pl’

L -y 4

| B



https://trungtamthuoc.com/

Rx Thuoc ké don
Poc ky huong din sir dung truce khi ding
Néu can thém thong tin, xin hdi y kién bdc sy

MEROFEN

Meropenem

MEROFEN (Meropenem) |3 mot khing sinh carbapenem tuang d6i bén vimg déi véi
dehydropeptidase — 1 (DHP-1) 6 ngudi va khong cén ding két hop véi chat Ge ch€ DHP-1.
Meropenem c6 phé tic dung réng d6i véi cdc vi khudn gram am va gram duong, thuéc cé tac
dung diét khuan va bén viing d6i véi enzym [-lactamase cia hu hét cac lodi vi khudn.

-
THANH PHAN &"‘
Merofen 0.5: Méi lo chita:
- Hoat chét: Meropenem 3H,0 (dudi dang hén hgp Meropenem 3H,O va Natri carbonat)
tong duong véi Anhydrous Meropenem............... 500 mg
- Td duge: Khéng cé
Merofen 1: Méi lo chira:
- Hoat chat: Meropenem 3H,O (dudi dang hén hop Meropenem 3H,0O va Natri carbonat)
twong duong va1 Anhydrous Meropenem................ 1000 mg
- Ta dugc: Khéng cé

DUQC LUC HOC

Tac dung khang khuin

Meropenem cé phd tdc dung réng déi véi cdc vi khudn gram am va gram duong. Dic biét
thuéc ¢é hoat luc manh chéng lai cdc vi khuan gram duong nhu Staphylococcus,
Streptococcus (bao gém ci Streptococcus pneumoniae) vi cdc vi khudn gram im nhu
Escherichia  coli, Klebsiella pneumonia, Pseudomonas aeruginosa, Bacteroides,
Haemophilus influenzae va Neisseria meningitidis. Thuc cé tac dung diét khudn.

Co ché tac dung

Téc dung diét khuin ctia Meropenem 1 do tdc dong dén su téng hgp ming € bao vi khudn.
Thudc tham nhap qua mang t&€ bao vi khudn va cé 4i luc manh véi cic protein gin két véi
penicillin (PBP).

DUGC PONG HOC

Sau khi két thiic 30 phiit truyén tinh mach liéu don Meropenem, nong dé dinh trong huyét
thanh dat duge xap xi 23 pg/mL (trong khoang 14-26 pug/mL) khi ding liéu 500 mg va xap xi
49 pg/mL (trong khoang 39-58 pg/mL) khi ding liéu 1 g. Khi tiém tinh mach trong thoi gian
5 phiit, néng dé dinh cla thude dat duge x4p xi 45 pg/mL (trong khodng 18-65 pg/mL) khi
dung liéu 500 mg va 112 pg/mL (trong khoadng 83-140 pg/ml.) khi diing lidu 1 g.

Sau khi dung liéu don theo dudmg tinh mach, néng d6 dinh cia Meropenem dat dugc trong
cdc mo va dich sau 1 gi& (trong khodng 0,5-1,5 gid) ké tir khi bét ddu truyén.,

Théi gian ban thai cua Meropenem khodng 1 gid. Ty 1& gin két vé6i protein huyét thanh
khoing 2%. C6 khoang 70% liéu ding Meropenem duge dao théi trong mude tiéu dudi dang
khong bién déi trong vong 12 gid. Meropenem khéng tich [u§ trong mau hodc nudc ti€u.

Céc nghién citu trén tré em cho thdy duoc déng hoc clia thude trén co thé tré em tuong ty trén
o thé ngudi 1n. O ré dudi 2 wdi, thdi gian bén thai cia Meropenem xap xi 1,5-2,3 git va
thudc ¢é duge dong hoc tuyén tinh trong khoang liéu 10-40 mg/kg.

Cic nghién ciu vé€ duge déng hoc & bénh nhén suy than cho thdy dé thanh thai huyét twong
clia Meropenem tuong quan vdi thanh thai creatinin. Can diéu chinh liéu cho bénh nhan suy
than.
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Meropenem tham nhap t8t vio hiu hét cdc mo va dich co thé bao gém ca dich nio wy. G
ngudi gia, thanh thai huyét tuong cia Meropenem giam di tuong ting véi su gidm thanh thai
creatinin do tudi tdc.

CHI PINH

Meropenem duoc chi dinh ding cho cic nhiém khuin sau do mot hoic nhiéu loai vi khuan
nhay cam v&i Meropenem:

Viém phoi bao gém ca viém phéi bénh vién; nhi&ém khudn dudng ti€t niéu; nhiém khudn phiic
mac; nhiém khuan sinh duc; nhiém khuén da va céu tric da, viém mang ndo va nhiém tring
midu,

Biéu tri theo kinh nghiém, diing cho nhiém triing co hdi & ngudt 16n bi st gidm bach cfu
trung tinh, ¢6 thé diing don doc hodc két hop vdi cde thudc khang virus hoic khdng nim

6 i Wi
CHONG CHI PINH n’“L /

Bénh nhan dugc biét mén cam véi Meropenem.

LIEU DUNG VA CACH DUNG
Liéu diing va th&i gian dilng thude cén duge xac dinh tuy theo loai, mic dé nhiém khuin va
tinh trang cta bénh nhan.
Ngudi lon: Liéu khuyén diing hang ngay:
- 500 mg diing dudmg finh mach mbi 8 gi& trong diéu tri viem phéi, nhiém khuén
dudng tiét niéu, nhiém khudn sinh duc, nhiém khudn da va cdu tric da.
- 1000 mg ding dudng tinh mach méi 8 gi® trong diéu tri viém phéi bénh vién,
nhiém khudn phidc mac, nhiém triing co hoi & nhimg bénh nhan mat bach cAu hat va
nhiém tring méu. Trong viém mang nio, liéu khuyén diing 1a 2000 mg méi 8 gid.

Liéu ditng cho bénh nhdn suy thén:

Cin phai giam li€u cho nhitng bénh nhan cé thanh thai creatinin < 51 mL/phdt (xem béng
liéu dudi day). Meropenem duoc loai bd bdi quéd trinh loc mdu; néu can thiét phai tiép tuc
diéu tri bing Meropenem, nén ding mét liéu (tuy theo loai v mic dé nhiém khuan) khi két
thic qua trinh loc mdu dé duy tri néng do thudc cé tic dung diéu tri trong mau. Chua c6 kinh
nghiém sir dung Meropenem cho bénh nhén tham phan phic mac.

Thanh thai creatinin Liéu (Tinh theo don vi Khoang céch giita
(mL/phit) liéu 500 mg, 1 g) cdc lan ding
26-50 1 don vi liéu Mai 12 gitr
10-25 1/2 don vi liéu Mai 12 gier
<10 1/2 don vi liéu Méi 24 pit

Liéu ding cho bénh nhdn suy gan:

Khéng cdn diéu chinh liéu cho bénh nhan suy gan. Ciing nhu cdc khéng sinh khéc, phai dic
biét than trong khi diing Mcropenem don doc di€u trj cho cdc bénh nhan ning di duge biét
hoac nghi ngd nhiém khudn duéng hé hip dudi do Pseudomonas aeruginosa. Nén dinh ky
thir do nhay cam khi diéu trj nhiém khuin do Pseudomonas areuginosa.

Tré em tic 3 thdng dén 12 tudi:
Liéu khuyén dimg la 10-20 mg/kg thé trong mdi 8 gids tuy theo loai va mic do nhiém khudn,
loai vi khuan nghi ngd méc phai va tinh trang clia bénh nhan.

Tré em cd thé trong > 50 kg:
Diing liéu clia ngudi Lén.

Viém mang ndo:
Liéu khuyén ding 12 40 mg/kg thé trong/ méi 8 gid.
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THAN TRONG

1. Than trong khi sir dung:

- Trong thir nghiém va lam sang diéu tri ¢d bang chimg cho thdy ¢6 phan img di img chéo
gita cdc khidng sinh Carbapenem khdc va cdc khdng sinh f-lactam, penicillin va
cephalosporin. Ciing nhu véi tdt ca cdc khdng sinh B-lactam khdc, hi€m khi xdy ra phan
tng man cam khi diéu tri bing Meropenem. Than trong khi ding thuéc cho cdc bénh
nhan cé tién sir xay ra phan ing min cam vdi cdc khdng sinh P-lactam. N&u xay ra phén
tmg dj iing khi diing Meropenem, cdn phai ngimg thudc va dp dung cac bién phép diéu tri
thich hop.

- Khi ding Meropenem cho bénh nhian mic bénh gan, cdn phai theo ddi néng do
transaminase va bilirubin cdn than.

- Ciing nhu cdc khing sinh khic, c¢é thé xdy ra su phét tri€n qua mic cla céc ching Vﬂ" [,1/
khuan khéng nhay cam do dé can phai thudng xuyén theo di timg bénh nhan. W

- Hiém khi xay ra viém dai trang gia mac khi sir dung Meropenem nhu thuc 1€ xdy ra véi
hdu hél cdc khang sinh vi c6 thé & cdc mitc d6 khdc nhau tr nhe dén de doa tinh mang.
Do dé can than treng khi ke don khang sinh cho bénh nhan c6 tién sit mdc bénh dudng
tiéu hda, dac biét 14 viém dai trang. Can nhic trong chudn dodn viém dai tring gid mac
khi xudt hién tiéu chdy & bénh nhan diing Meropenem la rat quan trong.

- Mac dit cdc nghién ctfu cho thdy doc t6 san sinh boi Clostridium difficile 13 mot trong
nhitng nguyén nhan chinh gay viém ruét két do khang sinh nhung ciing can phai xem xét
dén nhitng nguyén nhan khéc.

- Than trong khi sit dung déng thii Meropenemn véi céc thudc 6 thé gay doc cho than.
2. Sir dung cho tré em:
Hiéu qua va kha nang dung nap thudc & tré < 3 thdng chua duge nghién ctiu do dé khong nén
diung Meropenem cho tré dudi 3 thing,
Chua cé kinh nghiém vé viéc sir dung thudc cho tré em suy gidm chife nang gan hodc than.
3. Than trong trong khi tiéem:
Meropenem ding tiém tinh mach cdn dugc pha bang nuéc cét pha tiém vé khudn (5 mL/250
mg Meropenem). Dung dich sau khi pha cé néng do x&p xi 50 mg/mL. Dung dich thudc da
pha trong, khéng mau hodc mau vang nhat. Meropenem ding truyén tinh mach cé thé dugc
pha tne ti€p vdi cdc dich truyén twong hop (50-200 mL). Nén dung dung dich Meropenem
ngay sau khi pha khi cé thé. Cac dung dich Meropenem khéng nén dé déng lanh. Léc dung
dich thu6c da pha trude khi diing. Méi lo thude chi dung 1 lan.

TAC DUNG KHONG MONG MUON

Hiém khi xdy ra phan img phu nghiém trong. Trong cdc thir nghiém lam séng, céc tic dung

khong mong muén sau di duge bio céo:

Phan (g tai ché : Viém, viém tinh mach, viém tinh mach huyét khdi, phu.

Toan than ¢ Tiéu chdy, tio bon, viém dai trang gid mac, dau bung, budn nén/
non, dau dau, ngita, phat ban.

He thin kinh trung vong : mat ngy, lo 4u, dau ddu, mé sang, 14n 6n, chéng mit, bdn chén, di
cam, a0 gidc, ngu ga, trdm cdm. Hiém khi c¢é bdo cdo x4y ra co giat
méc dit méi quan hé nhin qua véi Meropenem chua duoc xdc dinh.

Tim mach . suy tim, ngimg tim, nhip tim nhanh ngli€n tach phéi, tang huyét p,
nhip tim cham, ha huyét 4p, ngat.
Da : phét ban, ngta, ndi may day, todt mé hei.

Hi€m khi xay ra phan immg nang trén da nhu ban d6 nhiéu dang. Hoi
chiing Stevens Johnson va heai tir da nhiém doc da dugc bao cdo.

Hoé hap : Réi loan ho hap, khé thd.

Chifc nang gan : Tang néng dé bilirubin. transaminases, alkaline phosphatase va
lactic dehydrogenase trong huyét thanh, cé thé xdy ra don I& hoac
dong thén,

Miu : Téng ti€u cdu, tang bach cu va eosin, gidm tiéu cdu, giam bach cau,

va giam bach cdu trung tinh cé héi phuc (rat hi€m khi xdy ra mat
3
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bach cdu hat). Két qua duong tinh véi test Coombs truc tiép hoac
gidn ti€p c6 thé xuat hién & mot s bénh nhan
Cic phan img khdc  : Nhiém nidm candida & miéng va am dao.

TUONG TAC THUOC

Probenecid 1am tang néng d6 Meropenem trong mdu. Khong nén tréon hoac thém Meropenem
vao cic thuéc khic. Thude khong cé tuong tac véi thifc an. Meropenem c6 thé lam giam néng
dé acid valproic trong huyét thanh. Néng do6 acid valproic cé thé giam xuéng dudi néng do
diéu tri & mot s6 bénh nhéan. Tuy nhién chua cé dir liéu vé cdc twong tac thude cé thé xay ra.

SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU f}’hﬂl/
1. Phu nir ¢6 thai:

D¢ an toan cha thudc khi sir dung cho phu nir ¢é thai chua duge xdc dinh do dé chi diing

thuéc nay cho phu nif cé thai hodac c6 kha nang c6 thai khi d@ can nhéc lgi ich clia viéc diéu

tri va nguy co c6 thé xay ra déi vdi thai nhi. Meropenem phai dugc sir dung duéi su gidm st

clia béc s7.

2. Phu nir cho con bii:

Meropenem dugc ti€t vio sita me v6i néng dé rat thdp. Chi ding Meropenem cho phu nir

dang cho con b khi di can nhic loi ich clia viéc diéu tri va nguy co c6 thé xdy ra déi vai tré

bi me.

ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC
Chua c6 cédc nghién cifu vé anh hudng clia thuéc dén kha nang ldi xe va van hanh mdy méc.

QUA LIEU

V6 tinh sir dung qud liéu cé thé xdy ra trong quaé trinh diéu tri, dac biét & cdc bénh nhan suy
than. Diéu tri qué liéu bao gém diéu tri triéu ching. O nhitng bénh nhan c6 chic nang than
binh thudmg, thudc dugce thai trir nhanh chong qua than; déi véi bénh nhan suy than, loc méau
c6 téc dung dao thdi Meropenem va cdc chat chuyén hod clia né.

BAO QUAN VA PO ON DINH
Bédo quan & nhiét dé duéi 30°C.
D6 6n dinh cha cdc dung dich Meropenem da pha & nhiét d6 phong (dén 25°C) hoac trong ti

lanh (4°C):
. ” Thai gian on dinh ¢ | Thoi gian én dinh ¢
Rupg mal phis thiuoc nhiét d6 15-25°C (ziv) | nhiet do 4°C (giv)

Pha véi nuéc cat pha tiém dé tiém tinh 3

48
mach
Dung dich (1-20 mg/ml) duogc pha véi:
Natri clorid 0,9% N 8 48
Glucose 5% 3 14
Glucose 5% vi Natri clorid 0,225% 3 14
Glucose 5% va Natri clorid 0,9% 3 14
Glucose 5% va Kali clorid 0,15% 3 14
Dich truyén Mannitol 2,5% hoac 10% 3 14
Glucose 10% 2 8
Dich truyén Glucose 5% va Natri 9 8
bicarbonat 0,02%

PONG GOI
Merofen 0.5: Hop 1 lo 500mg
Merofen 1: Hop 1 lo 1000 mg
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HAN DUNG

2 nam ké tir ngay sén xuat

Cha y:
- Khéng diing qua liéu chi dinh

- Khong ding thudc hét han sir dung

- Doc k¥ hudng dan sir dung trude khi ding
- Dé xa tam tay tré em

THUOC NAY CHI DUNG THEO SU KE PON CUA THAY THUOC }L [ /
[

Sdn xudt hoi:

PT. DANKOS FARMA

JI. Rawa Gatel Blok III §, Kav 37-38
Kawasan Industri Pulo Gadung
Jakarta 13930 - Indonesia

Manufacturer,

DL~ |1~ Tl A 1~
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