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Composition:

Each vial contains
METOPENem ....coourmiaisnaniiannses
(As Meropenem trihydrate)
Indications, contraindications,
precautions, adverse reactions,
dosage and administration:
Please refer to package insert.

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY INSTRUCTIONS
BEFORE USE

STORE AT ROOM TEMPERATURE
(15-30°C), DRY PLACE, AVOID DIRECT
SUNLIGHT

~1g

Manufactured by

EUVIPHARM PHARMACEUTICAL 1.5.C.

Binh Tien 2, Duc Hoa Ha, Duc Hoa, Long An VN
Distribisted by:

VIMEDIMEX PHARMACEUTICAL COMPANY
LIMITED

53 Nguyen Chi Thanh st., Wal., Dist 5 HOMC
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@ THUOC BAN THEQ BON

ARESONEM 1 G

Meropenem

Thuéc bot pha tiém
T.M.

GMP-WHO

veu\n.

Thanh phén:

Méi le chia:

MEFOPERRM, i.uidiomnmnissmiiasmssiian 10
(Dugi dang Meropenem trihydrat)
Chi dinh, chéng chi dinh, than
trong, tac dung phu, liéu lugng
va cach ding: Xem t& hudng dan
str dung trong hop thudc

DE XA TAM TAY TRE EM

DOC KY HUGNG DAN SUF DUNG
TRUGC KHI DUNG

BAD QUAN O NHIET DO PHONG
[15-30°C), NOI KHO, TRANH ANH SANG

Tiéu chudn: USP 30
SPK:

S8 16 5X:
Mgay SX;
HD

Shn Kubt tah

CONG TY CP DUGC PHAM EUVIPHARM

Binh Tién 2, Ourc Hoa Ha, e Haa, Long An, VN
Phin phi bigi

CONG TY TNHH MOT THANH VIEN DUGC PHAM
VIMEDIMEX,

53 Nguydn ChiThanh, P9, 35, TP HCM

Box of 1 vial
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@ PRESCRIPTION DRUG

ARESONEM 1 G

Meropenem

Powder for injection

LV.
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TO HUONG DAN SU DUNG THUOC
Thuoc bot pha tiém
ARESONEM 1 ¢

® Thudc ban theo don

THUOC BOT PHA TIEM ARESONEM 1 g

Nl A~
1. Thanh phin: Cho 119 y—{,

(Duedi dang Meropenem trihydrat)
Ta duge: Natri carbonat
2. Cic dic tinh duge ly:

l 2.1. Cde dic tinh dwge lic hoc:

| - Meropenem ld khéng sinh thude carbapenem tic dgng qua (re ché syr long hop cta thanh vich 1é bio vi khuan. Tac dung khéng khudn

| cua meropenem ¢6 lién quan téi sy gén két ctia thude vio céc protein gan pemcﬂm cua cic v1 mnh vt gram duong va gram am. Sy dé

[ khéing manh ciia meropenem véi phan 16n cic enzym beta lactamase ciia vi khudn va sy thdm tot ca thude ndy qua ming ngoii clia

vi khua.n ciing déng g6p c6 ¥ nghia vio hoat tinh khéng khudn.

Hau hét cic ching Grarn duong wa khi nhay cim v&i meropenem bao gom chung Streptococcus, Staplylococcus tiét hodic khong tiét

penicillinase va mét s6 Enterococcus.

Meropenem ciing ¢b tdc dung chong Escherichia coli, Klebsiella spp., Citrobacter spp., Morganella morganii va Enterobacter spp.

Da so cic ch.ung Pseudomonas aerugmosa déu nhay cam.

- Pasb céc vi khudn ky khi déu bj e che bdi meropenem, bao gbm Bacteroides spp., Fusebacterium spp., Clotridium spp.

Céc vi khun nhay cim khic bao gbm Campylobacter spp., Haemophillus influenzae, Neisseria gororrhoeae, ké ca céic ching tiét

penicillinase, Yersinia enterocolitica, Nocardia asteroides vi L egmne!fa spp.

- Meropenem 6n dinh véi enzym dehydropeptidase I ciia thin hom imipenem va khong cin str dung chung vai chét tre ché enzym niy
nhu cilastatin. |

2.2, Cdc dac tinh dwge dpug hoe:

- Meropenem khong hdp thu qua duémg udng, thudng dung theo dudmg tiém finh mach

- Sau khi tiém tinh mach 0,5 va 1 g meropenem 5 phut ndng do dinh trong huyét tuong dat duge khoang 50 va 112 pg/mL. Lidu tuong
| tur trén 30 phiit thi ndng d6 dinh twong (g trong huyét tueng la 23 - 49 pg/mlL.
Nira dai ﬂlal trir ctia meropenem la 1 gid, kéo dai hon & ngudi suy thin v tré em. Meropenem phén b réng & che md va dich cia co
thé bao gom dich nio tiy va mat. Co khoang 2% thude gén vai pmtcln huyét trong, i
Thude én dinh vai dehydmgenase I ctia thin hon imipenem va viin duge thai ra nucc tiéu boi sir bai 1|et ng thin vé sy loc cau ﬂmn |
Khodng 70% liéu duoe tim thay trong nuéc tiéu dang khong ddi sau 12 gidrva nong do trong nuée tidu trén 10 pg/mL va vin duy ti
hon 5 gid sau khi tiém 500 mg.
- Meropenem ¢6 1 chét chuyén hoa khong hogt tinh bai tiét trong nudc tiéu. Meropenem duge loai bo bing thim tach méu.

3. Chidinh:
- Mcropencm Lhong phai 14 khing sinh lua chon hing diu ma chi diing cho nhiém khuin niing, ¢6 ich trong cic truémg hop nhiém
Kkhudn hén hop mic trong bénh vién:
Viém phol mic & bénh vién.
Nhiém khudn dudng tiét niéu.
Nhiém khuén trong bung.
Nhiém khuén phuy khoa.
Nhiém khuan da va mé da.
Viém ma.ng nio.
+ Nhiém khuan huycL
Didu tri theo kinh nghiém bénh sét do giam bach cau trung tinh & ngudi lén. Khi thich hep, cin nudi cdy va lam test nhay cam dé xdc
dinh sy nhay cam cta vi sinh vgt gay bénh vai Mempcncm
Diéu tri bing meropenem 6 thé tién hanh trude khi biét két qua vé nghién ciru sy nhay cam, tuy nhién mot khi cde két qua niy di c6 ]
gié tri, thi nén didu chinh khéng sinh liéu phap cho phii hgp. |

4. Lidu luwgng va cdch ding:

+ o+ + + + +

- Liéu ding:
+ Nguai lon:
* Liéu thuéng ding: 0,5 — 1 g mdi 8 gid.
* Diéu trj viém ma‘mg nilo, xo hoa nang: 2 g mdi 8 gio.

+ Tréem trén 3 théng tudi va dudi 50 kg:
* Lleu I.hmkng dung 10 - 20 mg/kg m0| 8 gid.
g Diéu tri viém mang nio: 40 mg/kg mdi 8 gu&
* Diéu trj xo hda nang cho tré em tir 4 — 18 tudi: 25 — 40 mg/kg mdi 8 gicn
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+ Dbi véi bénh nhin suy thin, cin diéu chinh lidu theo d thanh thai creatinin:
D thanh thai creatinin (ml/phit) Lidu khuyén ding
26-50 Lidu thudng ding, mdi 12 gidn.
10 -25 Nira li¢u thuémg ding, mdi 12 gid. |
<10 ml | Nira liéu thuéng dung, méi 24 gid, | [ ﬂ(k
Bénh nhin thim tich méu E Liéu binh thurimg sau khi thim tich. J J/ |
+ Bénh nhin suy gan khéng cin diéu chinh licu meropenem. - ﬂ
- Cich ding:

+ ARESONEM 1 g duge tiém tinh mach chim trong 3 — 5 phitt hofic truyén tinh mach trong 15 - 30 phit.
+ Cin lic k¥ lo cho t6i khi tan hét thuéc, rdi dé nguyén t6i khi dung dich trong suét. P& tim tinh mach, thi dung dich da pha ciin
tiém trong thoi gian 3 — 5 phat.
+ Dé truyén tinh mach, liy 500 mg hofic 1 gam trong lo va hoa lodn véi dun% moi truong hqp dé cudi cu.ng cho céc dung dich chira
2,5 — 50 mg/ml (10 - 20 ml cho 500 mg va 20 — 400 ml cho 1 gam) cta thuce va ¢in truyén trong théi gian 15 — 30 phut.
+ Céc dung djch tuong hop: nudc ciit pha tiém, dung dich dextrose 5% hoiic 10%, dung dich natri clorid 0,9%.
5. Chbng chi dinh:
- Bénh nhin qua min cim véi céc penicilin, cephalosporin hodc cic khing sinh beta-lactam khéc.
6. Thiin trong:
- Meropenem nén duce ding cin thin & bénh nhin cé tidn sir nhay cam vdi penicilin, cephalosporin, hodc cdc khing sinh beta-lactam
khdc vi co kha niing giy di img chéo. .
- Cén thin khi sir dung cho bénh nhin bj suy thin, va nén giam liéu thich hgp.
- Dic biét céin thin khi str dung cho bénh nhin bj r6i loan hé thin kinh trung wong nhu déng kinh.
7. Sirdung cho phu nir ¢6 thnl va cho con bi:
- Chma ¢6 céc nghién ciu ddy du va cé kiém sodt chit vé meropenem & ngudi mang thai nén chi ding thude nay trong thai ky khi thit
can thiét.
- Chua r5 sy bai tiét meropenem qua sita me nén cin thin trong khi diing cho ngudi me trong théi ky cho con bi.

p— ]

8. Tidc dung dbi véi khi ning lii xe va vin hinh miy méc: f_‘ilii
- Thude khéng gay anh huong dén kha ning 14i xe va vin hinh miy méc.

9. Tuong tic thube: ING T

- Probenecid canh tranh véi sir dio théi tich cyc cua Meopencm qua ong lha.n va kéo dai thai gian ban thzu cua meropenem | lén 1/3. sy PHA

- Ding meropenem cho bénh nhin ding natri valproat cé thé lam giim néng d6 acid valproic trong huyet thanh, véi mdt s6 bénh nhén 'C PH
do do ¢o the gip nong do cua acid vaoproic dudi ngudng didu tr. e

10.Tsie dung khéng mong mudn: ?{IFHM
- Phén img tai chd: viém, viém tinh mach huyét khoi, dau tai chd tiém. ——
- Dj tmg: phét ban, ngira, mé day, hiém khi phit mach vi qua man. OA -T.
- Da: Viém da troc vy, hoi chimg ban do, hoi chimg Stevens-Johnson, hoai tir biéu bi hiém khi xdy ra. ——

- Tiéu hoa: dau bung, non, budn non, tiéu chiy, viém dai tring mang gid.
- Thin kinh: dau dau, di cim.
- Réi loan huyét hoc.
- Chifc ning gan: Tang ndng dd bilirubin, transaminase, phosphatase kiém & lactic dehydrogenase.
- Bi nhiém: Candida miéng va Am dao.
THONG BAO NGAY CHO BAC SINHONG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU' DUNG THUOC.
11. Tuong ky:
- Céc dung dich trong hop gdm: glucose 5% hodic 10%; NaCl 0,9%; glucose 5% + NaCl 0,9% hodc 0,225%; glucose 5% + KClI
0,15% ; glucose 5% + 0,02% NaHCOs; mannitol 2,5% hodc 10%.
12.Qui lidu va céch xir Iy:
- Chua thiy xdy ra qué lidu khi ding dudng tiém. Khuyén céo ding céc bién phép diéu tri hd trg thich hop néu cé qué liéu.

13.Bdo quin:
- Noi kho, ¢ nhiét do phong tir (15-30°C), trinh dnh séng.
14. Tiéu chufin: USP 30
15.Quy cich dong goi:
- Hop1lo
16.Han diing: 36 thing ké tir ngiy sin xuit

Dt XA TAM TAY TRE EM

POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA BAC SI
KHONG SU DUNG THUOC QUA HAN DUNG GHI TREN NHAN |
THUOC NAY CHI SU DUNG THEO DON BAC SI

Nha sén xuiit Nha phén phéi
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CONG TY CO PHAN DUQC PHAM EUVIPHARM Cong ty TNHH m{t thanh vién dwge phim VIMEDIMEX. '
Ap Binh Tién 2, Xi Dt Hod Ha, Huyén Birc Hoa, Tinh Long An 53 Nguyén Chi Thanh, Phudng 9, Quin 5, Thinh phé Hé Chi Minh
Dién thogi: +84 (72) 377 9623 Fax: +84 (72) 377 9590 Di¢n thogi: +84 (8) 38 33 97 63 Fax: +84 (8) 39339272
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