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Composition:
Each vial contains
Meropenem ... -
(As Meroperhem rrihydrate]
Indications, contraindications,
precautions, adverse reactions,
dosage and

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

|

ation:

Manufactured by:

EUVIPHARM PHARMACEUTICAL J.5.C.

Binh Tien 2. Duc Hoa Ha, Duc Hoa, Lang An, VN
Distribaited by:

VIMEDIMEX PHARMACEUTICAL COMPANY
LIMITED

53 Mguyen Chi Thanh st Waed 9, Die 5, HOMO
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CARMERO 1G

Meropenem

Thuéc bét pha tiém

.M.

VEUVI_ al

GMP-WHO

Thanh phan:

Mai lo chifa:

Meropenem .. .1g
(Dudi dang Meropenem tr|hydrat]
Chi dinh, chéng chi dinh, than
trong, tac dung phu, liéu luong
va cach ding: Xem ta hudng dan
sif dung trong hop thudc.

DE XA TAM TAY TRE EM

DOCKY HUONG DAN sU DUNG
TRUGC KHI DUNG

BAO QUAN O NHIET BO PHONG
{15-30°C), NOI KHO, TRANH ANH SANG

Tiéu chudn: USP 30
SDK:

S6 16 SX:
Ngay 5X;
HD

San xudt tac

CONG TY CP DUGC PHAM EUVIPHARM

Binh Ti#n 2, B Haa Ha, Buc Haa, Long An, VN
Phan phéil béi

CONG TY TNHH MOT THANH VIEN DUTC PHAM
VIMEDIMEX

53 Nguyén Chi Thanh, 72, G5, TR HEM

Box of 1 vial

®

PRESCRIPTION DRUG

CARMERO 1G

Meropenem

Powder for injection

LV.
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TO HUONG DAN SU DUNG THUOC
Thudc bot pha tiém
CARMERO 1¢

I ® Thuéc ban theo don

| THUOC BQT PHA TIEM CARMERO 1 g

I BT TUIIL s om0 5 A A S S BB lg
(Dwai dang Meropenem trihydrat)
T4 duge: Natri carbonat

2. Cic dic tinh duge Ly:

1. Thanh phin: Cho 1 lg ,U’L =

2.1. Cde ddc tinh dirge lie hoc:

Meropenem la khang sinh thuge ca.rbapenem tic dong qua trc ché sy long hop ctia thanh véch té bio vi khuin. Téc dyng khing khudn
| cua meropenem ¢o lién quan tai sy glan két ctia thude véo cc protein gan pemcﬂm clia cde vi s1nh vt gram duong va gram am. Su dé
| khing manh cia meropenem vd&i phan ldn céc enzym beta lactamase cia vi khudin v sy thim tt cua thude ndy qua mang ngodi cia
vi khua.n ciing dong gop ¢6 ¥ nghia vio hoat tinh Lha.ng khudn,

Hau hét céc ching Gmm duong wa khi nhay cim voi meropenem bao gom chiing Streptococeus, Staplylococcus tiét hodc khéng tiét
penicillinase va mgt s6 Enterococcus.

- Mempenem ciing ¢b tic dung chéng Escherichia coli, Klebsiella spp., Citrobacter spp., Morganella morganii va Enterobacter spp.
Da so cac ching Pseudomonas aerugmma déu nhay cam.

Pa 56 cée vi khuin ky khi déu bj (rc r.he bdi meropenem, bao gdm Bacteroides spp., Fusobacterium spp., C.’omdmm spp.

Céc vi khudn nhay cim khic bao gdbm Campylobacter spp., Haemophillus influenzae, Neisseria gororrhoeae, ké ca céc ching tiét
perumllmase Yersinia enterocolitica, Nocardia asteroides va Legionella spp.

Meropenem 6n dinh véi enzym dehydropeptidase I cia thin hon imipenem va khong can sir dung chung véi chit trc ché enzym nay
nhu cilastatin.

2.2, Cdc dac tinh dupe d‘éug hoc:

- Meropenem Lhong hip thu qua dudng udng, thudng dung theo dudmg tiém tinh mach

- Sau khi tiém tinh mz;.ch 0,5 va | g meropenem 5 phul, néng do dinh trong huyét trong dat duge khoang 50 va 112 pg/mL. Lidu tucng
tur trén 30 phat thi nong do dinh trong tmg trong huyét tucrng la23-49 pgme

- Nira dai Lhal trir ciia meropenem la 1 gidy, kéo dai hon & ngu’m suy thin va tré em. Meropenem phin b réng & cdc md va dich cla co
thé bao gom dich ndo iy va mit. C6 khodng 2% thude gén vai protein huyét trong.

- Thude 6n dinh véi dehydmgenase I ctia thin h(m imipenem v van duge thii ra mmc tiéu béi s bai thl ong thin va sy loc cau than.
Khoang 70% lidu dugc tim thiy trong nude tiéu dang khong dbi sau 12 gidy va nong dé trong nude tidu trén 10 pg/mL va vin duy tri
hon 5 gio sau khi tlcm 500 mg. |

- Meropenem ¢o 1 chit chuyén héa khong hoat tinh bai tiét trong nudc tiéu. Meropenem duge loai bo bing thim tich méu.

3. Chi dinh:
- Mcropcncm khong phai 14 khang sinh lua chon hing diu mé chi ding cho nhiém khuin ning, ¢6 ich trong ¢ic trudng hop nh.lcm|
Khudn hén hcrp mic trong bénh vién:
+ Viém phm mic & bénh vién,
Nhiém khudn dudng tiét niéu.
Nhiém khuan trong bung.
Nhi&m khuin phy khoa.
Nhiém khuan da va mé da.
Viém ma.ng nio.
+ Nhiém khuén huyét
- Didu tri theo kinh nghiém bénh sét do gidm bach ciu trung tinh & ngui 16n. Khi thich hop, cén nuéi cay va lam test nhay cam dé xic
dmh su nhay cdm cta vi sinh vit g'ly bénh vai Mcropenern.
- Diéu tr bing meropenem 6 thé tién hanh trude khi biét két qua vé nghidn ctru sy nhay cam, tuy nhién mjt khi céc két qua ndy di ¢6 |
gid tri, thi nén diéu chinh khéng sinh liéu phép cho phi hop.

4. Litu luong va cach ding:

+ + + + +

- Li¢u ding:
+ Ngudi lom:
. Liéu thuong ding: 0,5 — 1 g mi 8 gics,
* Diéu tri viém ming nfio, xo hba nang: 2 g mdi & gio.

+ Tréem trén 3 thing tudi va dudi 50 kg:
* Lidu thuomg ding: 10 — 20 mg/kg mdi 8 gicr,
* Bidu trj viém mang niio: 40 mg/kg mdi 8 gid.,
* Diéu tri xo hoa nang cho tré em tir 4 — 18 tudi: 25 — 40 mg/kg mdi 8 gidr. |
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+ DA&i véi bénh nhin suy thin, cin diéu chinh liéu theo d§ thanh thai creatinin: -
D{ thanh théi creatinin (ml/phit) Lidu khuyén diing
26 - 50 Lidu thuémg ding, mdi 12 gid. N
10-25 Nira lidu thudng ding, mdi 12 gid.
<10 ml Nira liéu thuémg diing, mdi 24 gid. i;,;xk
Bénh nhén thim téch miu Liéu binh thudng sau khi thim téch. /t)'
+ Bénh nhin suy gan khong can diéu chinh liéu meropenem.
- Cach ding:

+ CARMERO 1 g duge tiém tinh m;u:h chnm tmng 3 -5 phat hodc truyén tinh mach tmng 15 - 30 phut.

+ Cin lic k¥ lo cho 161 khi tan hét thude, rdi dé nguyén 161 khi dung dich trong sudL. P& tim tinh mach, thi dung dich dd pha cin
tiém t.rong thoi gian 3 — 5 phit.

+ D@ truyén tinh mach, liy 500 mg hoic 1 gam trong lo va hoa lodn vdi dung moi truang hgp dé cudi cling cho cdc dung dich chia
2,5 — 50 mg/ml (10 - 20 ml cho 500 mg va 20 — 400 ml cho | gam) cia thuoc va ciin truyén trong thoi gian 15 — 30 phat.

+ Céc dung dich tuong hgp: nudc cat pha tiém, dung dich dextrose 5% hofic 10%, dung dich natri clorid 0,9%.

5. Chéng chi dinh:
- Bénh nhin qui mén cim véi cac penicilin, cephalosporin hodc cic khang sinh beta-lactam khic.
6. Thin trong:
- Meropcnem nén duge ding cdn thin & bénh nhin 6 tién st nhay edm vdi penicilin, cephalosporin, hojic céc khing sinh beta-lactam
khdic vi c6 kha ning gdy di img chéo.
- Cin thin kh] sir dung cho bénh nhin bi suy thin, va nén gmm liéu thich hop.
- Dic biét cén thin khi sir dung cho bénh nhin bj r6i loan hé than kinh trung wong nhu déng kinh.

7. Sir dyng cho phu nir ¢6 thal vi cho con bii:
- Chl.m ¢6 cdc nghién clu diy di va c6 kidm sodt chit vé meropenem & ngudi mang thai nén chi ding thude nay trong thai ky khi thit
cin thiét.
- Chua rd sy bai tiét meropenem qua sifa me nén can thin trong khi diing cho ngudi me trong thai ky cho con bi.
8. Tic dung dbi voi khi ndng 14i xe va vin hanh miy moc:
- Thudc khong gy dnh huong dén khd ning ldi xe va vin hanh mdy mée.

9. Tuong tic thube:
- Probenecid canh tranh véi sy dao thai tich cyre cua Meopenem qua éng t.hq.n va kéo dai thod gian ban thai cua meropenem | lén 1/3.
- Ding meropenem cho bénh nhén ding natri valproat ¢6 thé lam giam ndng d6 acid valproic trong huyét thanh, véi mdt s bénh nhin
do do ¢o the gap ndng do ctia acid vaoproic dudi nguéng diéu tri.

10.Tde dung khdng mong mubn:
- Phin Ung tai chd: viém, wem tinh mach huyct khéi, dau tai cho tiém.
- Dj ng: phét ban, ngira, mé day, hiém khi pht mach va qua mén.
- Da: Viém da troc vay, hi chung ban dd, hoi chirng Stevens-Johnson, hoai tir bidu bi hiém khi xdy ra.
% 'I;cu héa: dau bung, non, budn ndn, tiéu chiy, viém dai tring mang gia.
- Thin kinh: dau ddu, dj cdm.
- Réi loan huyét hoc.
- Chie na.ng gan: Ting ndng d§ bilirubin, transaminase, phosphatase ki¢ém & lactic dehydrogenase.
- Boi nhiém: Candida miéng vi am dgo.
THONG BAO NGAY CHO BAC ST NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUOC.

11. Twong ky:
- Céc dung dich trong hop gom glucose 5% hoic 10%; NaCl 0,9%; glucose 5% + NaCl 0,9% hoidc 0,225%; glucose 5% + KCl
0,15% ; glucose 5% + 0,02% NaHCO;3; mannitol 2,5% hodc 10%.
12.Qué lidu va cdch xir Iy:
- Chua thiy xdy ra qua lidu khi diing dudng tiém. Khuyén cdo diing cic bién phip diéu tri hd trg thich hop néu ¢6 qué lidu.
13.Bdo qudn:
- Noi khé, & nhiét dd phong tir (15-30°C), tranh anh sing.
14. Tiéu chufn: USP 30

15.Quy cach déng goi:
- Hopllo
16.11an diing: 36 thing ké tir ngdy sdn xudt

DE XA TAM TAY TRE EM

PQC KY HUONG DAN SU DUNG TRUGC KHI DUNG

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

|
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Nha sdin xuit

CﬁNG TY CO PHAN DUQC PHAM EUVIPHARM
Ap Binh Tién 2, Xi Diéc Hoa Ha, Huyén Dirc Hoa, Tinh Long An
Dién thoai: +84 (72) 377 9623 Fax: +84 (72) 377 9590

Nha phin phi
Cong ty TNHH mt thanh vién duge phém VIMED]'\"IEX

53 Nguyén Chi Thanh, Phuémg 9, Quén S, Thanh pho H6 Chi Minh
Dién thoai: +84 (8) 38 3397 63 Fax: 484 (8)393302 72 ".
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___Jn 02 ndam 2012 14, /

Long An, ngdy-28

#

Fham Fung Nghia
TONG GIAM BOC
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