x\f\...r. S
m S B

i =N AT .
HL_..LM.;..N g iy vaeq B
= ThebN 0 N B

_ 39200438 KTIN4340 3dvd L3N 03
j NIHTTHO 40 HOVZ 30 10 d33)

e PBsU) S| 508 UORELUDII 000 10 ]
ILOE e senpeiadussg

WHIGU 8 JBUIELDD SSULEY B Ul 20S
[afeimg]

0F 3 [uogesyoads Ayjenp)]

“saded posu) o 295 8sesg
[5,uapewroyu; aaow 104 'SUIREIPUIEIIGY
‘uafensiu|wpy § fesog ‘suoneapul]
‘el jualRdsUe

Ay u sopmad ysimoEas s s p ey
[uonduasag]

1 wisusdoiapy

of b3 By ) seipiyu | wauadaiap
‘sulEU0D e yorg [uspsoduwon]

NN

X0g / S[einDL

Rx Prescription Drug

Cabapenem
For LV. Infusion

NEWMETFO

(Meropenem 1g)

ez 'op-Bunis unB-nloay) unfw-weues u-unBlues' ||,

ain“od> wavHdariomds 8

A paunoegep

(B wauadoiapy)

04LIWMAN

uoisnjuj ‘A’j 104
wauadeqen

Brug uonduosaly Xy

10Vials / Box

DONKE

:Jiun Buiyoed jsajjews ayj uo jage ‘|



{H LASN
bR fai HEE

NI M SNAL INR (15 NYQ SHONH AX D08 |
_. [CECRUTLTE

‘oAl Wiy BuAp s uep

Eigny o7 Bucd wex ey ) ncas ey
"L OE 12NR 0P AU g Uy & Huo) uenb oeg
[uenb oeg

‘G s uep Buony ) 20p uy

[eyy un Bugu 23 eA YUIP o Buoys
“fiunp yoes e Bugny nan “yulp o)
“1ens Guon, yuy Anyy o Gusl enys

18U Buga ugp Bues new wan eyd 19y
(&1 ol

iwuauedoaapw 6] Guonp Bupn|)

B e BpRIRALL ] WAy
BN 00 8 194y fugyd yueyp]

ey ‘up-1BBunAgy unB-nloa,, undis-we uesy -unfues |

aI"o>WiavHdaTIoMOd 8D

085 20N UEH 18] 180K LS

(61 wauadoiapy)

JWMAN

yoew yup uafng wai|

weauadeqen

doH / 6701 Uep vaU u2q 200l | Xy




2. Intermediate label :

| [Thanh phain] M Ig 6 chiia, |

TV Mercpeiem Tnnydrale — - 141mg
HH Thaze oz thaa o1 (Tuong duang 1g Marapesnem)
[éi ]
B4t pha fidm mau [réng déa varg nhat chida trrang |
Tlém mn finh I'I'lEEh iz By link rom g sudt,

[Chi dnh, Lidu lugng v Céch ding,

Chéing chi dinh va céc thiing tin khac] |
| X dg g Fudng 220 si dyng,
L'_"L Tiéiu chudn chdt lugng] USS 30

(Meropenem 1g) ) I [Béo quén] _ |
323 gudr trong lo Kin, & niiél $4 gudi 30T
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I, TGO KE DN
NEWMETFORN Inj. 1g

Meropenem trihydrat.dried sodium carbonat
Bloe ki g dén ste dung trmeoe ki dime

Néw can thém thong tin xin hot v kién bedc sv, dieee sV,

[Tén thude] NEWMETFORN Inj. 1g

[Thanh phiin] M&i lo cluia :

Hour ehit- Meropenem trihydrate { tuong dirong [ Meropenem ).

T aheoe: Sodium carbonate

[Dang bio ché] Bt pha tidm.

[Quy cach ding goi] 10 lo/hap

|Cha dinh|

DE gigm s khang thude va duy tri iy qua did tri eia Meropenem tiém tinh mach, Meropenem chi nén duge s dung

dé dity trj nhiém khidn njng dige nghi ngd 18 do vi khudn nhay cam, Khi da eb thang tin vé vi khudn nhay cdm e

san, cin edn nhac dé lya chon khang sinh cho phi hep.

Meropenem tiém truyen tinh mach duge chi dinh don 17 liéu dé diéu tri cde benh nhiém khuan saw:

- Nhiém khuin da va & chie dudi da ; Nhidm trimg da va & chire dudi da do Staphylococeus aureny (sinh heta-
lactamase, khong sinh bela-lactamase, nhay cam voi Methicillin, Streprococens pyogenes, Streptococens agalactian,
Streplococeus nhom  viridan, Enferococeus faecalis ( khong bao gom chung phan lap khing Vancomyem),
Poewdomonay ceruginose . Excherichio eoll, Protens mivabilis, Bacterandes fraeilis, va Peptostreptocace s

- Nhiém trimg & bung: Bai nhiém trong viém rudt thia, viém phic mac do nhom Streptococcus viridans, Excherichia
coli,  Klebsiclla  pnewmentae.  Psewdomonas  aeruginosa,  Bacteroides  fragilis, B thetaioraomicran,
Peplostreptococcus.

- Viém mang ndo do vi khuan (chi dinh véi wé =3 tdiy Do che vi khuan Streprococeus prewnniae, Haemephilis
inflienzae (e sinh hode khong sinh beta-lactamase), Neisseria meningitidis. Meropenem tiém tinh mach dugue ching
minh ¢d hi¢u qua trong viée loai bo nhiém Kkhuéin déng thai két hop didu te bénh viém mang ndo do vi khuén,

- Viem phéli mic phii tai cong déng va viém phoi mae phai tai bénh vién.

- Nhiém tring dudmg niéu,

- Nhiém tring phy khoa: Nhu nhiém trimg ndi mac tir cung vi bgnh viém xuwomg chiu,

- Nhigm trimg miu,

[Liéu lwong vi cach ding)

|iéu diing cho ngwdi 16n hing thdng 1a 500mg mdi &h ddi voi nhim tring da va cdu tric da, g mii 8h doi vos

nhiém trimg & bung, Thai gian truyén tinh mach tr 15-30 phit. Lieu 1g ¢d thé tiém bolus (trong 5-20ml) trong 3-5

phut. Liéu lugng chinh xac va dudmg dimg phu thuge tinh trang beénh nhan, mire dé nghiém trong ¢iia nhiém trimg, vi

tinh nhay cim cia cae sinh vat gdy bénh.

Lidu cho tré em - DO vii bénh nhi tie 3 thang i teé 1én, Ticu thirong dimg 13 10, 20, 40 mg/ke moi & ( i da 2z moi

8h), toy thude loai nhiém trimg ( hoi ahidm da va tb chire dudi da, nhidm trimg 6 bung. viém ming ndo. .. ). Boi v tre

trén 50kg, lidu kKhuyén cdo li 500mg méi 8h cho whidm tring da vi ma mén. 1g méi 8h cho nhiém tring & bung wi: :i#;"'q!

mai 8k cho viém mang ndo. Thai glan truyén tinh mach tir 15-30 phit hodc co thé tiém bolus (rong 5-20ml) t% &

J:"Il wrlls ':":.':I_
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Vi benh nhi nha hom 3 thang twoi: B an todn vi higu qua chua duge thiét 1§p nhimg cie 56 liéu duge ding hoe cho
thiy lieu 20me'ke mdi 8h co thé phi hip.
Bénh whin cuo tuii: khing can chinh liéu véi ngudi cao tudi o di thanh thai Creatinin trén 50 ml/ph.

Bénh nhin suy thin

Can higu chinh Licu v@i bénh nhan suy than. giam lién & bénh nhin e6 dd thanh thai Creatinin dudi §1mlph. Liéu

lwgng cia Meropenem ¢o the tinh theo dd thanh that creatinin huvet thanh,

Pj thanh Litu ( phu thudc logi | Liéu trong |

thiii ohiém khuin) kliodng théi
Creatinin gian
(ml/ph)
=51 |500mg (véi nhiém khu_'ﬁEJ:MGi 8h

da va md mém) vi la

(nhiém khuian & bung)

26-50) Ligu khuyén cio Mai (2h
10-25 1/2 liéu khuyén cao Mai 12k
<10 1/2 liéu khuyén cho | Méi 24

Lhmg thire 1inh 8 thanh thai reatinin {Cockerolt and Gaul £y

Nz Cong thoe tinh

Cler = Can nang (kg) x (140— wdi); (72 x craatinipe huvét weang)

Nz Vai nir thi ket qua & cang thire nhin véd 0,85

Ciach tiém

Vidi tiém fink mach 1102 tan trong nude cdl pha tiém, Lic ki. D& vel Ong 1e hoa tan trong 20ml. ndng d6 dung dich
sau pha la SOmg/ml. Tiém e iép trong 3-3 phit.

Vi trapén tinh mach

6 thé pha lodng trong cac dich truvén khic nhau,Co the truyén ngat quing hoac lién tuc. Meropenem duwe pha o néng
did 1-20 mg/ml trong mét trong eae dung dich sap: Dung dich NaCl ding trromg . Duny dich Dextrose 5% hode 10%,
Mextrose 594 va NaCl 0.9%, 0,45%, hodc 0.2% . Mannitol 2,5%, Dung djch Ringer. Dung dich Lactated Ringer, Natri
bicarbonate 3%

Dung dich sau Khi hoa tan khéng duge chira di vatco thé quan sit duec bing mitt thirdme.

Thuoe chi dimg ki o6 s ké don ciin Bdu st

|Chéng chi dinh]

Chong chi dinh véi cae uéme hop man cam vai bat ky thanh phin ndo cia thude hode ¢b tién s di (g vai nhom
khang sinh penicillin v cephalosporin,

[Thin trong]

Phan itng séc phan vé hiém xay ra nhung doi khi rét nghiém trong, dac bigt trén cor dia bénh nhan ¢é tién su min cam

veri nhism khang sinh beta-lactan.

| . . =N
Tim hiéu ky tién sir di (mg va kiém tra phan (mg di (ng trude khi bt diu didu trj bang Meropenem, Ncu bi d]&fﬁ' _E;If -:
Meropenem tiém tinh mach, ngimg ngay thudic. \ :, #,



Xue tri sbc phan vé: Truomg hop gip phin (mg ning ¢d thé ding ngay Idp e Epinephrin | corticoid anh mach. Thi

oxy , théng didme thé, ké ca dat ndi khi quan. 6 thé phéi hop thém cac bién phap hd g chite nang séng khac néu
can.

Cin than trong Khi sir dyng Newmetforn ¢ bénh nhan suy gan nén duoe thue hign véi s gidm sat ¢in thin ndng 4
Trunsammase vi bilirubin,

Cin thin trong vi giam sat chire nang than khi sir dung ddng théd Newmetforn véi cie thude gay doc cho than,

Khong nén sir dyng Newmetforn cho bénh nhan nhidgm Staphvlococeus khang methicillin,

Cén xem xét viée chin dodn viém k1 wéing pia trong trudng hop bénh nhén bj tiéu chiy.

[Tac dung phu|

Meropenem duge dung nap tot. Cc tae dung phu nguy hiem hiu nhur it hiém giip.

Cac tac dung phu thuomg gip (= 1% <10%)

- Hé mau: Tang tiéu cin.

- Hé thin kinly: Pau déu.

- Da diy-ruit: Buén [l'f‘l'lll. non, tiéw chay, dau bung.

- Gan-mat: Tang ndng d6 Transaminases, Phosphatase kiém, Lactic Dehydrogenase,

- D v el tetie dudn das N, ndi mian,

- Kich {mg tai cho: Dau nhire, sumg thy ¢ho tiém

Cie the dung khéng thong gap (2 0.1% va <1%): Tang bach ciu wa eosin, giam tidu cdu, ting ndng 46 Bilirubin.

Tae dung phy higm gap (=0.01% vi <0.1%): Co i,

Thing bio cho bdc 57 nhimg e dung kivieg mong muon gip phii kivi sur ding thde

| Tuomg tae thudc|

Probenecid canh tranh thai wir qua dng thin, do do (e ché sy bai tiét qua than cia Meropenem lam ting dang ké ndng
dd thude trong mau. Khong khuyen khich ding dong thai véi Probeneeid vi kho kiem sodt nong dé thudc,

Meropenem Jam giam ndng dé coa Acid Valproic trong huyét thanh, do dé lim mét hi¢u qua kigm soft con dong kinh
eaa thude, Co ché b thé 14 do Merapenem tre ché thity phin phire Glucuronide ciia acid Valproic. Kidm soar nong d
cia acid Valproic khi didu tri bang Meropenem, C6 thé thay thé khang sinh hedc e bién phip chéng co giit thich hop
néu g 99 weid Valproie giam nhidu.

|Sir dung thude cho phu nir ¢6 thai va cho con bii]

Phu nir ¢6 thai

Chua et di pghién cia vE tinh an win cda Meropenem khi ding cho phu nir ¢o tha, do do cin than trong khi dimg cho
phu ntt e thai. Tham khao ¥ kién bic s§ tude khi dimg.

Phu nit ¢ho con b

Merapenem chua dudge biét ¢6 thai trir qua stra me hay khng. Poi v dang vilt the nghiém da phit hign mat nong A6
réit thap trong sira, Thin rong khi dang cho phy nir cho con bia. Chn nhac gt ich nguy eor khi s dung tren déi tiemg
nay.

| Auh hudng dén khi ning i xe va vin hanh may mic]

Chuea e6 nghin ey vé anh hudng cla thude 1én kha bing 1 xe va van hanh may mae.

[Dae tinh dwege hre hoef

Meropenen la mot khang sinh co tie dung e ché qua trinh sinh 1WOng hop vich € bao vi khuiin. Meropenem dé dang

' T
thém nhap vao vach té bio, dat ndng do cao va on dinh; e i lue cao véi Protein mang Penicillin. Mempmaulw'z_;-:
3 MSp &

g



dung vl ca vi khudn hidu kKhi va ky khi, Néng da diét khudn nho nhat (MBC) trong duong véi ndng do e ché nha
nhat {MIC). Véi hau hét che vi khudn thir nghiém, ti 1¢ MBC/MIC khoang 2 hode nhd hon.

Cae thir nghigm invitro da cho thiy Meropenem ca tac dung hiép dong v cac khang sinh khic,

Cacching vi kivdn Gram dwong hidu ki nlay cam véi Meropenem:

Bacillus spp, Corymebacterinm diphiherice, Emerococons spp, Listeria mene Wegenes, Lactobacillny spp, Nocardia
tstereides, Stepldococoys spp., Streprococeus spp,

Ciie ching Gram dm hicu ki nhay cims vii Meropenem:

Achromobacter xplosoXidans. Acimetobacter spp... Aevomionas spp., Alcafigenes faecalts, Bordeteiis fironchisepitea,
Brucella melitensis, Campylobacter coll, Camplobacter jejuni, Citrobacter spp., Enterobacter spp., Escherichia coll,
Escherichia hermannti, Gardnerella vaginalis, Haemophitus spp., Helicobacter pylori, Neisseria spp.. Hafnia alvei
Kichsiella spp., Moraxella (Branhamella) catarrfalis, Moveemella morganii, Pseudomonas spp.. Satmonella spp.,
Serratia spp, Shigella spp.

Cde ching vi klman ky ki nhay cam vai Meropenem.

Acttmomyces spp., Bucteroides spp. Prevotella buccalis, Prevotella corparts, Prevorelly spp.,  Porphvromonis
asaccharolviiea, Bifidobacrerivm spp., Bilophila wadsworthia, Clostridium spp,

| Dargre déng hoe]

San khi truvén tinh mach | liéu duy nhit Meropenem & ngudi tinh nguyén khoe manh két qua cho thay nane do dinh
kheang | Imeg/ml {(véi mire ligu 250mg), 23meg/ml (lidu S00mg) vi A9meg'ml (véi mire liéo 1g).

Néu tigm tinh mach trong khoang 5 phit cho két qui ||ﬁng diy dinh dat 45mg /ml ( tr [8-63) wai leu S00myg va 112
mg/ml { khodang 83-140) cho ligu |y,

Khi dung licu ap lai sau khodng thiri gian § gity & newéi tinh nguyén ¢é chire nanyg thén binh thudme, khong thiy co sy
tich liy Meropenem.

Meropetiem lién két voi protein khoing 2%.

Meropenen xuat hién trong nuée teu sau khoang 12 gily. Khang thiy cd surtich Iy Merapenem trong huyét thanh hay
puce tieu dirge quan sat khi dang liey lg khoang cich thér gian la 6 gifr,

Meropenem tham nhip tdt vao dich cor thé nhdt la cac md bao gbm ca dich nio Wy cua Banh iihan bi viem e nio,
dat adng 4 didu tri.

Nahién i & tré em da chi ra cac dae diém duge dong hoe & tré em 1A trong tir so véi ngui lon,

Ihivi gian ban thai cua Meropenem 1a khoang |.5-2.3 gid & tre em dudn 2 (i,

|Qué liéu]

Céc trudme hop qua ligy cb the xudt hién rong qua rinh diéu i, dae bigt la & binh nhin suy thin. Céc hiéu hign cia
qua lieu furomg fur la biéu hién coa tac dung phy. Xir trl khi qué liéu: Biéu tri theo triéu chimg va co thé loai ra mot nﬁng
A 1om Meropenem bang cich thim phan mau.

|Bao quin| Bao quan trong bao bi kin, & nhiét do dut 30°C,

[Han dimg) 24 thang ké tir ngay sin xuft. Dung dich sau khi pha chi nen ditng trong vong 24 gid.
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