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. Rx Thubc bdn theo don

Dé xa tam tay tré em
ch ky huwéng din sir dung trude khi ding
Néu cin thém théng tin, xin héi y kién bdc st

PHILONEM
L ——

THANH PHAN: Mbi lo chira:
Hon hop vo trung cua Meropenem trihydrate va Sodium carbonate tuong duong véi:

Hoat chat:  Meropenem ..........c....o.ovee lg
Ta dwoc: Sodium.........coovvevennnns 130 mg
DANG BAO CHE: Bot pha tiém il-“
M
DUQC LUC HQC

Meropenem la mot khang smh carbapenem tuong d6i bén vimg ddi véi dehydropeptidase — 1
(DHP-1) & ngudi va khong can dung ket horp v6i chat trc ché DHP-1.

Meropenem cod pho tac dung rong ddi véi cac vi khudn gram am va gram ducmg, thude c6 tac dung
diét khudn va bén vimg dbi voi enzym B-lactamase cuia hau hét cac loai vi khuén.

Meropenem c6 tac dung diét khuan Ciing glong nhu céc khang sinh B-lactam khac, tac dung cua
Meropencm 14 do trc ché su tdng hop thanh té bao vi khuan. Meropenem c6 pho tac dung rong dbi
véi cac vi khudn gram 4m va gram duong. Déc biét thuoc ¢6 hoat lyc manh chdng lai céc vi khuén
gram dwong nhu Staphylococcus, Streptococcus (bao gbm ca Streptococcus pneumoniae) va cac vi
khuin gram &m nhu Escherichia coli, Klebsiella pneumoniae, Pseudomonas aeruginosa,
Bacteroides, Haemophilus influenzae va Neisseria meningitidis.

DUQC PONG HQC

Sau khl két thic 30 phut truyén tinh mach liéu don Meropenem, nong do dinh trong huyét thanh dat
dwoc xdp xi 23 pg/mL (trong khoang 14-26) khi dung liéu 500 mg va xap xi 49 pg/mL (trong
khoang 39- 58) khi ding lidu 1 g. Khi tiém tinh mach trong thoi gian 5 phit, nong d6 dinh cua thude
dat duoc xéap xi 45 pug/mL (trong khoang 18-65) khi ding liéu 500 mg va 112 pg/mL (trong khoang
83-140) khi dung lleu 1g.

Sau khi dung liéu don theo dudng tinh mach, nong d9 dinh ctia Meropenem dat dugc trong cdc md
va dich sau 1 gi¢ (trong khoang 0,5-1,5 gio) ké tir khi bat dau truyen

Thoi gian béan thai cia Meropenem khoang 1 gio. Ty 1€ gén két voi protein huyét thanh khoang 2%.
C6 khoang 70% liéu ding Meropenem dugc dao thai trong nuée ti€u dudi dang khong bién doi
trong vong 12 gid. Meropenem khong tich luy trong huyét tuong hodc nudc tiéu.

Céc nghién ciru trén tré em cho thdy dugc dong hoc cua thudc trén co thé tré em > 2 tudi tuong tu
trén co thé nguoi 1on. O tré tir 3 théng - 2 tudi, thoi gian ban thai cua Meropenem xap xi 1,5-2,3 gio
va thude ¢6 dugce dong hoc tuyén tinh trong khoang liéu 10-40 mg/kg.

Céc nghién ciru vé duge dong hoc & bénh nhén suy than cho thay d6 thanh thai huyét twong cta
Meropenem tuong quan véi thanh thai creatinin. Cén diéu chinh lieu cho bénh nhan suy than.
Meropenem thim nhap t6t vao hau hét cdc mé va dich co thé bao gdm ca dich ndo tuy. O ngudi gia,
thanh thai huyét twong ctia Meropenem giam di twong (mg v6i sy giam thanh thai creatinin do tudi
tac.

CHI PINH

Meropenem dugc chi dinh diéu tri nhi®m khuan trong 6 bung, viém mang ndo, nhiém khuan da va
cau tric da gy nén bdi cac vi khuén nhay cam. Meropenem ciling dugc dung diéu tri nhiém khuan

duong hd hap, nhiém tmng méu, nhiém khuan duorng tiét niéu gdy nén bai cac vi khuan nhay cam,
va duge dung chong nhiém trung cho bénh nhan bi sot giam bach cau trung tinh.
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"LIEU DUNG VA CACH DUNG

Liéu dung:

"Hoat lyc va lidu ding cua thude duge tinh theo Meropenem khan.

Ngm lon:

Nhiém khuén trong 6 bung, nhiém trung mau, nhiém khuin dudng ho hép (bao gbm ca nhxem
khuin bénh vién) va du phong nhiém khuin cho bénh nhén sét giam bach céu trung tinh: Liéu
thuong ding 1a 1 g mdi 8 gio.

Viém mang ndo: Lleu dung didu tri viém mang néo cho ngudi 16n 1a 6 g/ngay. Liéu dung han
ngay 40 mgfkg mdi 8 gitr (t6i da 6 g/ngay) dugc dung két hop véi Ceftriaxon hogc Cefotaxim deé
diéu tri viém mang ndo ¢ ngudi lon.

Nhiém khuin da va cAu tric da, nhiém khun duong tiét nidu: Liéu thuong ding 1a 500 mg mdi 8
gio.

Tré em: ‘
Tré em cén nang 16 hon 50 kg: Ding lidu ciia ngudi lén. T
Tré em dudi 3 théng tu01 Khong dung ik

Tré em trén 3 thang tudi va cén nang dudi 50 kg:

- Nhiém khuén trong & bung: Dung lidu 20 mg/kg thé trong (t01 da 1 g) mdi 8 gio.

- Viém mang ndo: Dung lidu 40 mg/kg thé trong (tdi da 2 g) mdi 8 gio.

- Nhidm khuin da va cau truc da: Dung liéu 10 mg/kg thé trong (t6i da 500 mg) mdi 8 gio.
Chua c6 kinh nghiém vé sir dung Meropenem cho tré em b suy than.

Nguwoi gm
Khéng can diéu chinh liéu cho nguoi gia c6 thanh thai creatinin trén 50 ml/pht.
Nguwoi lon bj suy than:
Cén giam liéu cho bénh nhan suy than c6 thanh thai creatinin dudi 51 ml/phit (xem bang sau)
Thanh thai creatinin Liéu (tuy thude vao loai Khoang cach gitta
(mL/phnt) phiém khuan) cac lieu
26-50 Liéu thong thuong Moi 12 gid
10-25 Y2 Liéu thong thuomg Moi 12 gidy
<10 % Liéu thong thuong Moi 24 gid

Khi chi do dugc gia tri creatinin huyét thanh, c6 thé dung cong thirc sau dé tinh toan thanh thai
creatinin: ,
Nam: Thanh thai creatinin (mL/phut)= Céin nang (k) x (140 — two1)

72 x creatinin huyét thanh (mg/dL)

Nir: 0,85 x gid tri trén

Meropenem dugc loai bé boi qud trinh loc mau; néu can thiét phai tlep tuc diéu tri bing
Meropenem, nén dung mot lleu (tuy theo loai va mirc ¢ nhiém khuén) khi két thic qué trinh lgc
méau dé duy tri nong do thudc c6 tac dung diéu tri trong mau. Chua c6 kinh nghiém sir dung
Meropenem cho bénh nhan thdm phén phiic mac.

Bénh nhén suy gan:
Khéng can diéu chinh liéu cho bénh nhan suy gan.

Cach dung: i
Meropenem dugc ding theo dudng tiém tinh mach hogc truyeén tinh mach.

Hoa tan va pha lodng thuoc:
Dé tiém tinh mach: Thém 20 ml nu6c cat pha tiém vo khuén vao lo chira 1 g meropenem dé dugc
dung dich c¢6 nong d6 xap xi 50 mg/mL. Lic lo thudc dé hoa tan hoan toan bot thudc, dé yén dén
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- khi dung dich trong. Nén dung thudc ngay sau khi pha, tuy nhién dung dich thu6c da pha c6 thé on

dinh trong vong 2 gi¢ ¢ nhiét do 15-25 C va trong vong 12 gits khi bao quan ¢ nhiét do 4°C.

-Pé truyen tinh mach: Hoa tan lo chtra 1 g meropenem trong dich truyén tinh mach thich hgp. Cling

¢6 thé hoa tan thube theo cach chuén bi dung dich tiém tinh mach va tiép tuc pha loang dung dich
nay voi mt dich truyén thich hop.

Dung dich truyén tinh mach Meropenem pha trong dung dich Natri Clorid 0,9% @ 6n dinh trong 2 gid
0 nhi¢t do phong (15 -25°C) va 18 gio khi bao quan trong ti lanh (4°C).

Dung dich truyén tinh mach Mero Openem pha trong dung dich Dextrose 5% ¢ 6n dinh trong 1 gid khi
bao quan & nhiét do phong (15-25"C) va trong 8 gid khi bao quan trong tu lanh (4°C).

Toc dj tiém, truyén:
Tiém tinh mach: Tiém trong vong 3 - 5 phut.
Truyén tinh mach: Truyén trong khoang 15-30 phit.

CHONG CHI PINH
Bénh nhan dugc biét min cam véi Meropenem hodc cac carbapenem.
Bénh nhén c6 tién st phan tmg phan vé voi khang sinh B-lactam.

THAN TRONG

1. Thén trong khi sir dung:

- Trong thir nghiém va 1am sang diéu trj c6 bang chimg cho thdy c6 phan (mg di ing chéo giita
cac khang sinh Carbapenem khdc va cac khang sinh p-lactam, penicillin va cephalosporin.
Cung nhu véi tAt ca cac khang sinh p-lactam khéc, hiém khi xay ra phan ng man cam khi diéu
tri béng Meropenem. Thén trong khi dung thudc cho cac bénh nhan c6 tién st xay ra phan mg
man cam vdi cac khang sinh B-lactam. Néu xay ra phan tng di tmg khi dung Meropenem, can
phai ngimg thudc va ap dung cac bién phap diéu tri thich hop.

- Khi dung Meropenem cho bénh nhén méc bénh gan, can phai theo doi ndng do transaminase va
bilirubin can than.

- Ciing nhu cdc khang sinh khac, c6 thé xay ra su phat trién qu mirc cla céc chung vi khuén
khong nhay cam do d6 can phai thudng xuyén theo ddi timg bénh nhan.

- Hiém khi xay ra viém dai trang gia mac khi sir dung Meropenem nhu thyc té xay ra voi hau hét
cac khang sinh va ¢6 thé & cac mic do khac nhau tir nhe den de doa tinh mang. Do d6 can than
trong khi ké don khang sinh cho ben.h nhan c6 tién sir mic bénh duong ti€u hoa, dac biét la
viém dai trang. Can nhéc trong chuan dodn viém dai trang gia mac khi xuat hién tiéu chay &
bénh nhan dung Meropenem la rit quan trong

- Mic di céc nghién ciru cho thiy doc t san sinh boi Clostridium difficile 1a mot trong nhimg
nguyén nhén chinh gy viém rudt két do khang sinh nhung ciing can phai xem xét dén nhimg
nguyén nhan khac.

- Thén trong khi sir dung ddng thdi Meropenem véi cac thube c6 thé giy doc cho than.

,L..Ltl

2. Sw dung cho tré em:

Hiéu qua va kha ning dung nap thubc & tré < 3 thang chua dugc nghién ctru do d6 khong nén ding
Meropenem cho tré dudi 3 thang.

Chura c6 kinh nghiém vé viéc str dung thudc cho tré em suy giam chirc nang gan hozc than.

TUONG TAC THUOC

Probenecid lam tang nong do Meropenem trong mau. Khong nén tron hogc thém Meropenem vao
céc thude khac. Meropenem c6 thé lam giam nong d6 acid valproic trong huyét thanh. Nong do
acid valproic c6 thé giam xudng duéi ndng do diéu tri & mot sO bénh nhan.

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

1. Phu nir c6 thai:

D6 an toan cua thude khi sir dung cho phu nit ¢6 thai chua dugc xéc dinh do d6 chi dung thubc nay
cho phu nit ¢6 thai hodc c6 kha ning c6 thai khi da can nhéc loi ich cua viéc diéu tri va nguy co ¢6
thé xay ra ddi vdi thai nhi. Meropenem phai dugc sir dung dudi sy gidm sat cua béc sy.
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2. Phu nir cho con bu
Meropenem dugc tiét vao sira me véi nong do rat thap. Chi dung Meropenem cho phu nir dang cho
con bu khi di cin nhic lgi ich cia viée diéu trj va nguy co c6 thé xay ra ddi véi tré b me.

ANH HUONG PEN KHA NANG LAI XE \{A VAN HANH MAY MOC

Chua ¢6 céc nghién ciru vé anh hudng cuia thude dén kha nang 1ai xe va van hanh may moc.

TAC DUNG KHONG MONG MUON

Hiém khi xay ra phan g phu nghiém trong. Trong cac thir nghiém lam sang, cac tac dung khong
mong mudn sau di dugc béo cdo:

Phan tmg tai chd  : Viém, viém tinh mach, viém tinh mach huyet khdi, dau, phu.
Toan than . Tiéu chay, tdo bon, viém dai trang gia mac, dau bung, budn noén/ non, dau
) dau, ngua, phat ban.

H¢ than kinh : Mt ngu, lo 4u, dau diu, mé sang, 1an 16n, chong mat, bdn chén, di cam, do
gidc, ngl ga, tram cam.

Tim mach : Suy tim, ngimg tim, nhip tim nhanh, nghén mach phdi, thiéu mau co tim,
tang huyét ap, nhip tim chdm, ha huyet ap, ngat

Da : Phét ban, ngira, n6i may day, toat mo hoi. Hiém khi xay ra phan ung nang

trén da nhu ban do nhiéu dang. Hoi chimg Stevens Johnson va hoai tir da
nhiém ddc da duge bao cdo.

Hb hap : Réi loan hé hép, kho tha.

Chirc nang gan : Tang néng do bilirubin, transaminases, alkaline phosphatase va lactic
dehydrogenase trong huyet thanh, ¢6 thé xay ra don l¢ hoac dong thoi.

Méu . Tang tleu cau, tang bach cau ua eosin, giam tiéu cau, giam bach cau va giam

x\ , bach cau trung tinh c¢6 hdi phuc (rat hlem khi xay ra mat bach cdu hat). Két
}V / qua duong tinh véi test Coombs truc tiép hodc gian tiép c6 thé xuét hién &
mot so bénh nhan.
Céac phan img khac : Nhiém ndm candida & miéng va &m dao.

Théng bdo cho bdc sy cdc tac dung khong mong mubn gdp phai trong qud trinh sir dung th ubc

QUA LIEU

V6 tinh str dung qua heu c6 thé xay ra trong qua trinh diéu tri, dic biét & cac bénh nhén suy thén.
Piéu tri qua liéu bao gdom diéu trj triéu chung. O nhimg bénh nhan c6 chirc ning than binh thuong,
thuc dugc thai trir nhanh chong qua thén; dbi v&i bénh nhan suy thén, loc mau c6 tac dung dao
thai Meropenem va céac cht chuyén hoé ctia né.

BAO QUAN: Bao quan trong hop kin, & nhiét 46 dui 30°C. Tranh énh sang.

HAN DUNG: 36 thang ké tir ngay san Xudt

Dung dich tiém tinh mach Meropenem (pha véi nuée cét pha tlem) 6n dinh trong vong 2 gio &
nhiét d¢ 15- 2S°C va trong vong 12 gio khi bao quan & nhiét d6 4 ’c.

Dung dich truyén tinh mach Meropenem pha trong dung dich Natri Clorid 0,9% 6 6n dinh trong 2 gid
& nhié¢t do phong (15- -25°C) va 18 gio khi bao quan trong ti lanh (4°C).

Dung dich truyén tinh mach Mero Upenem pha trong dung dich Dextrose 5% @ 6n dinh trong 1 gid khi
bao quan & nhiét dd phong (15-25"C) va trong 8 gio khi bao quan trong tu lanh (4°C).

QUY CACH PONG GOI: 1 g/lo x 1 lo/hdp.
San xudt boi:

CONG TY TNHH PHIL INTER PHARMA
S6 20, Pai 16 Hitu Nghi, Khu cong nghi¢ "‘tNam Smgapore Thuin An, Binh Duong
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Rx Prescription drug
' Keep out of reach of children.
Read the package insert carefully before using.
For any more information, please consult your doctor.

PHILONEM

COMPOSITION: Each vial contains:

Sterile mixture of Meropenem trihydrate and Sodium carbonate equivalent to:

Active ingredient: Meropenem ...........c.ees lg

Inactive ingredient: Sodium ........ovvennns 130 mg
PHARMACEUTICAL FORM: Powder for injection
PHARMACODYNAMICS

Meropenem is a carbapenem antibiotic which is relatively stable to human dehydropeptidase — 1
(DHP-1) and does not require the addition of an inhibitor of DHP-1.

It has a broad spectrum activity against gram positive and gram negative microorganisms, having
bactericidal activity and it also has significant stability to hydrolysis by B-lactamase of most
categories.

Meropenem usually is bactericidal in action. Like other B-lactam antibiotics, the antibacterial activity
of meropenem results from the inhibition of bacterial cell wall synthesis. Meropenem has a broad
spectrum of antibacterial activity and is active against many gram-positive and gram-negative
bacterials. In particular, it has potent activity against gram positive, such as Staphylococcus,
Streptococcus (including Streptococcus pneumoniae) and gram negative, such as Escherichia coli,
Klebsiella pneumoniae, Pseudomonas aeruginosa, Bacteroides, Haemophilus influenzae and
Neisseria meningitidis.

PHARMACOKINETICS

At the end of a 30-minute intravenous infusion of a single dose of Meropenem mean peak plasma
concentrations are approximately 23 pg/mL (range 14-26) for the 500-mg dose and 49 pg/mL (range
39-58) for the 1-g dose. A 5-minute intravenous bolus injection results in mean peak plasma
concentrations of approximately 45 pg/mL (range 18-65) for the 500-mg dose and 112 pg/mL (range
83-140) for the 1-g dose.

After a single intravenous dose, the highest mean concentrations of Meropenem were found in
tissues and fluids at 1 hour (0.5-1.5 hours) after the start of infusion.

Meropenem elimination half-life is approximately 1 hour. Plasma protein-binding is approximately
2%. Approximately 70% of the administered dose is recovered as unchanged Meropenem in the
urine over 12 hours. No accumulation of Meropenem in plasma or urine was observed.

Studies in children have shown that the pharmacokinetics of Meropenem in pediatric patients 2 years
of age and older are similar to those in adults. The elimination half-life for Meropenem was
approximately 1.5-2.3 hours in pediatric patients of age 3 months to 2 years, and the
pharmacokinetics are linear over the dose range from 10-40 mg/kg.

Pharmacokinetics studies in patients with renal insufficiency have shown that the plasma clearance
of Meropenem correlates with creatinine clearance. Dosage adjustments are necessary in subjects
with renal impairment.

Meropenem penetrates well into most body fluids and tissues including cerebrospinal fluids. In the
elderly, a reduction in plasma clearance of Meropenem is correlated with age-associated reduction in
creatinine clearance.

INDICATIONS
Meropenem is indicated for the treatment of intra-abdominal infections, meningitis, skin and skin
structure infections caused by susceptible bacteria. The drug also is used for the treatment of
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" respiratory-tract infection, septicaemia, and urinary-tract infections caused by susceptible bacteria
~ and for empiric anti-infective therapy in febrile neutropenic patients.

- DOSAGE & ADMINISTRATION

Dosage:
Potency and dosage of Meropenem are expressed on the anhydrous basis.

Adults:

Intra-abdominal infections, septicemia, respiratory tract infections (including hospital-acquired
infections), and infection prevention in febrile neutropenic patients: The usual adult dosage is 1 g
every 8 hours.

Meningitis: For the treatment of meningitis in adults, the recommended dosage is 6 g daily. A dosage
of 40 mg/kg every 8 hours daily (up to 6 g daily) has been used in conjunction with Ceftriaxone or
Cefotaxime in adults with meningitis.

Skin and skin structure infections, and urinary tract infections: The usual adult dosage is 500 mg
every 8 hours.

Children:
Children weighing > 50 kg: Should receive the usually recommended adult dosage of meropenem.
Chidren < 3 months of age: Do not use.
Children > 3 months of age and weighing < 50 kg:

- Intra-abdominal infections: Should receive 20 mg/kg (up to 1 g) every 8 hours.

- Meningitis: Should receive 40 mg/kg (up to 2 g) every 8 hours.

- Skin and skin structure infections: Should receive 10 mg/kg (up to 500 mg) every 8 hours.
There is no experience with the use of Meropenem in children with renal impairment.

Elderly Patients
No dosage adjustment is required for elderly patients with creatinine clearance values above 50
mL/min.

Adults with Renal Impairment
Dosage should be reduced in patients with creatinine clearance less than 51 mL/min (see dosing table
below).

Creatinine Clearance Dose (depending on type s
(mL/min) ofli)nfectic%n) Dosing interval
26-50 Recommended dose Every 12 hours
10-25 Y, recommended dose Every 12 hours
<10 ', recommended dose Every 24 hours

When only serum creatinine is available, the following formula may be used to estimate creatinine
clearance:

Weight (kg) x (140 - age)
72 x serum creatinine (mg/dL)

Males: Creatinine Clearance (mL/min)=

Females: 0.85 x above value

Meropenem is cleared by haemodialysis; if continued treatment with Meropenem is necessary, it is
recommended that the unit dose (based on type and severity of infection) is administered at the
completion of the haemodialysis procedure to restore therapeutically effective plasma concentration.
There is no experience with the use of Meropenem in patients under peritoneal dialysis.

Adults with hepatic insufficiency:
No dosage adjustment is necessary in patients with hepatic insufficiency.

Administration:

Meropenem is administered by IV injection or IV infusion.
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" Reconstitution and dilution:

For direct intermittent IV injection: 20 ml of sterile Water for Injection should be added to a vial
~ containing 1 g of meropenem to provide a solution containing approximately 50 mg/mL. The vial
should be shaken until dissolution occurs and then allowed to stand until the solution is clear.
Reconstituted solution should be used promptly, but may be stored for up to 2 hours at 15-25°C or
for up to 12 hours at 4°C.

For IV infusion: Vial containing 1 g of meropenem should be diluted in compatible IV solution.
Alternatively, vial containing 1 g of meropenem may be reconstituted as directed for direct
intermittent IV injection and the resulting solution added to an IV container and further diluted with
a compatible IV solution.

Meropenem infusion vials constituted with Sodium Chloride Injection 0.9% are stable for up to 2
hours at controlled room temperature (15-25°C) or for up to 18 hours at 4°C.

Infusion vials of meropenem constituted with Dextrose Injection 5% are stable for up to 1 hour at
controlled room temperature (15-25°C) or for up to 8 hours at 4°C.

Rate of administration:
IV injection of meropenem should be given over a 3- to- 5 - minute period.
IV infusion of meropenem should be given over approximately 15-30 minutes.

CONTRAINDICATIONS
Patients who have been known hypersensitivity to Meropenem, or other carbapenems.

History of anaphylactic reaction to B-lactam antibiotics.
PRECAUTIONS

1. Careful administration:

- There is some clinical and lab evidence of cross allergy between other carbapenems and pB-lactam
antibiotics, penicillins and cephalosporins. As with all B-lactam antibiotics, rare hypersensitivity
reactions have been reported when initiating therapy with Meropenem. Careful inquiry should be
made concerning previous hypersensitivity reaction to B-lactam antibiotics. If an allergic reaction
to Meropenem occurs, the drug should be discontinued and appropriate measures taken.

- Use of Meropenem in patients with hepatic disease should be made with careful monitoring of
transaminase and bilirubin levels.

- As with other antibiotics, overgrowth of non-susceptible organisms may occur and therefore
continuous monitoring each patient is necessary.

- Rarely: Pseudomembranous colitis has been reported on Meropenem as with practically all
antibiotics and may vary from slight to life-threatening. Therefore, antibiotics should be
prescribed with care for individuals with a history of gastrointestinal complaints, particularly
colitis. It is important to consider the diagnostic of pseudomembranous colitis in the case of
patients who develop diarrhea in association with the use of Meropenem.

- Although studies indicate that a toxin produced by Clostridium difficile is one of main cause of
antibiotic associated colitis, other causes should be considered.

- The coadministration of Meropenem with potentially nephrotoxic drugs should be considered
with caution.

2. Use in children:

Efficacy and tolerability in infants < 3 months have not been established; therefore, Meropenem is
not recommended for use below this age.

There is no experience in children with impaired hepatic or renal function.

DRUG INTERACTIONS
Probenecid increases the levels of Meropenem in the blood. Meropenem should not be mixed with or
added to other drugs. Meropenem may reduce serum valproic acid levels. Subtherapeutic levels may
be reached in some patients.
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PREGNANCY AND LACTATION
1. Use during pregnancy:
- Safety during pregnancy has not been established; therefore, the drug should be administered to

patients who are or may become pregnant only if the expected therapeutic benefit is thought to \4 \
outweigh any possible risk. Meropenem should be used under the direct supervision of physician. |

2. Use during lactation:
Meropenem is detectable at very low concentration in animal breast milk. Meropenem should not be
used in breast feeding women unless the potential benefit justifies the potential risk to the baby.

EFFECT TO THE ABILITY OF DRIVING CAR AND OPERATING MACHINE
No studies on the effect on the ability to drive and use machines have been performed.

ADVERSE REACTIONS
Serious adverse events are rare. During clinical trials, the following adverse events were reported:

Local . Inflammation, phlebitis, thrombophlebitis, pain, edema.

Body as a whole : Diarrhea, constipation, pseudomembranous ~ colitis, abdominal pain,
nausea/vomiting, headache, pruritus, rash apnea.

Nervous System :  Insomnia, agitation, headache, delirium, confusion, dizziness, nervousness,
paresthesia, hallucinations, somnolence, depression.

Cardiovascular . Heart failure, cardiac arrest, , tachycardia, pulmonary embolus, myocardial
infarction, hypertension, bradycardia, hypotension, syncope.

Skin . Rash, pruritus, urticaria, sweating. Rarely severe skin reaction, such as

erythema multiforme. Stevens Johnson syndrome and toxic epidermal
necrolysis, have been observed.

Respiratory . Respiratory disorder, dyspnea.

Liver function . Increases in serum concentrations of bilirubin, transaminases, alkaline
phosphatase and lactic dehydrogenase alone or in combination have been
reported.

Blood . Reversible thrombocythaemia, eosinophilia, thrombocytopenia, leucopenia

and neutropenia (including very rare cases of agranulocytosis). A positive
direct or indirect Coombs test may develop in some subjects.

Others : Oral and vaginal candidiasis.
Inform your doctor or pharmacist in case of any adverse reactions related to drug use.
OVERDOSE

Accidental overdosage could occur during therapy, particularly in patients with renal impairment.
Treatment of overdosage should be symptomatic. In normal individuals, rapid renal elimination will
occur; in subjects with renal impairment haemodialysis will remove Meropenem and its metabolite.

STORAGE: In a hermetic container, below 30°C, protect from light.

SHELF-LIFE: 36 months from manufacturing date.

Reconstituted solution for direct intermittent IV injection (constituted with water for injections) may
be stored for up to 2 hours at 15-25°C or for up to 12 hours at e,

Meropenem infusion vials constituted with Sodium Chloride Injection 0.9% are stable for up to 2
hours at controlled room temperature (15-25°C) or for up to 18 hours at 4°C

Infusion vials of meropenem constituted with Dextrose Injection 5% are stable for up to 1 hour at
controlled room temperature (15-25°C) or for up to 8 hours at 4°C.

PACKAGE: 1 g/vial x 1 vial/box.
Manufactured by

PHIL INTER PHARMA CO., LTD. _
No.20, Huu Nghi Bld., Vietnam- Singapore Industrial Park, Thuan A




