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#1260 Meropenem 1 g injection

1. %981 873 Meropenem 1 ¢ injection
2. AauanURNlU

2.1 JUnuy gIHUTIFNITEYT?
2.2 @nlszneau Us¥neuniesigl meropenem trihydrate %39 anhydrous meropenem
Feauyaiiu meropenem 1 g Uag sodium carbonate
2.3 AYULUTTY UssglunuzuTIedaUsAande uasusslundenseauvienivuy
TunaionuynvIn
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3. AnanUAnIumaiia
nan1sasrainszsinanimduluniy finished product specification wag drug substance
specification fig198sanindusisuatuidieaiu FelgannzidousadinauaaenssunIsemsuase
nsENsIEIINEY Teinduihiuillidaieaduatuiiieunimielminiwnnsgrunduiiulasmi
uila AudsEniAnsENTIEsIINEY 30 sTUMsnen w2561 atiuil 6 fuanau 2561 (asUszanely
swRsnmunwiufl 12 uanius 2562) ua (e srysiisen (atufl 2) w.m.2562 agtufl 3 nsngimy
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3.1 Finished product specification: Meropenem for injection USP41

3.1.1 Identification Meet the requirement v

3.1.2 Assay 90.0-120.0% labeled amount of meropenem

3.1.3 Bacterial endotoxins Not more than 0.125 endotoxin units/mg of
meropenem

3.1.4 Sterility Meet the requirement

3.1.5 Uniformity of dosage units Meet the requirement
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3.1.6 pH ; 73-83
3.1.7 Loss on drying 9.0 - 12.0%
3.1.8 Particulate matter
- Size 210 pm Not more than 6,000 particles/container
- Size 225 pm Not more than 600 particles/container
3.1.9 Constituted solution Meet the requirement
3.1.10 Content of sodium 80.0-120% labeled amount of sodium
3.1.11 Organic impurities
- Meropenem impurity | Not more than 0.8%
- Meropenem impurity i - Not more than 0.6%
3.2 Drug substance specification: Meropenem USP41
3.2.1 Identification Meet the requirement
3.2.2 Assay v 98.0-101.0% labeled amount of Meropenem
3.2.3 Specific rotation Between -17° and -21°
3.2.4 pH 4.0-6.0
3.2.5 Water determination 11.4-13.4%
3.2.6 Residue on ignition Not more than 0.1%
3.2.7 Chromatographic purity
3.2.8 Any of two major impurities ladunnndn 0.3%
3.2.9 Any other impurity laiinnnan 0.1%
3.2.10 Sum of all other impurities Talwnnnin 0.3%
3.2.11 Limit of acetone Not more than 0.05%
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4.1.2 Tudweunsidou ve.1 v3e 0.1 veseiliaussian wenseandeathdensausunnnn
vowAnSurauitung oy (fnished product specification) LagtafiMAUARNAINYBY
ﬁfmqﬁ‘u (drug substance specification) ﬂizﬁﬁagjswiwmil,ﬂﬁ'aml,ﬂaﬂLLﬁlﬁULﬁﬂJLam SE0N
WUULENANTNNSVOLA LY (8.5) Ndeu finished product specification wag/%3e drug
substance specification lngvaudlaneuiuussmalssmanadiannsedng uagliiiu
2 ¥ a TudsgmauszninsaBidnnseiind ‘

4.2 1NN TUTBINTTIUNSHANE

4.2.1 nsdlendaludseinelng fnindesdlionatsiuseansgiunsnanenuvaninasines
Fnsiinlunisudnenlu PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tng
Mg PIC/S participating authorities 11308lona133UT0NINTFIUNSHENE IR
MENINAUTiAEIB NS TR UN AN BT NUAMLNTTINISEWTUALE NTENTN
5190 Berimuniulnefianudenndewuasiinifiontundninasiuayinsililuns
wAnen PIC/S Tuvanaeilauswes aduagamuseumsnsnaeulasinanisiuseddeiy
UYszmedszmasmdidnnsedng

4.2.2 nsfimahidnandnUsema guinfesdiienanssuseunnsgunMnanemuaninaiuae
Fnsfintunskdagn PIC/S (Pharmaceutical Inspection Co-operation Scheme) g
MU PIC/S participating authorities aduaganuseunsnsiaaeulngiinan1ssuses
feuszmadszmasaididnnsefinduiootgnaonTnudiusinsel

4.3 1INENIANNNYBITAUDTIAN

4.3.1 nan3nsadessinunmadndausierdisaguvesudn (certificate of analysis of
finished product) lugnjufidadusosng

4.3.2 wanInTiadaseiaunningauvesiiendify (certificate of analysis of drug
substance) Alflumsndnsnuitdaduiegwimesninuasinininghu

4.3.3 nasvisendngrutuduanuduiusseniigunsidavesingivvasiiendidey (drug
substance) 1o 4.3.2 fufunsHanvewdnsusierduFagy (finished product) ¥o 4.3.1

4.3.4 gansAnen long term stability maawu'aqmqmmmﬁﬁ'fuml,ﬁw"l:?ﬁ’ué’wﬁfﬂmuﬂmzﬂﬁmmi
DINIUATYT NTENTIEAITITUEY

4.3.5 ﬂiiﬁL‘ffJu&J’mEjiJ biological products 18U vaccines, blood products faellaNEIT3UTON
JUN1HEN (Lot release) INNTUIMYIMANTNTUNNENTENTIENTITOUGY

4.4 msUsziunuamenTideuey

4.4.1 Sufuenguosniidsoy
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4.4.1.2 lunsalfindnenainsnauszing engueseideoudadliifosndt 1 Yduaniui
GRHRL

4.4.2 snnaiidwey wdesddunamagluiusemanmslinssienuiidmeu
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Uszmislag doutmun nglifideuls

4.4.5 nsdduniideafiuinungamgil 2-8 esrwaidea Fesiienansuaniuazsuserinfissuu
naviusazdndesidu cold chain system fildassuntumdningst Good Storage
Practice (GSP) uag Good Distribution Practice (GDP)

4.4.6 nshfugniidosaraty warsmiedornnould dosdansfinvaruasmamwdinsazae
uaz/M30ean Tudwiazaengy asuiulavaenndesiuionansiiuen
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funedssedunesedudsnon
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1.6.1 nsdivhesismsfesniudyynsdndesuseiudmia watiufiadedeuinisguam
wagnsENTNassgY Tusenserdafeaiy

4.6.2 nsdian1sguaniiiesigiend lnensuivenmaninmsunnd visewosfiRnsale
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ansnsaugy Tvindnfilsanerurarinnue wasdulumuuszmanssnsrsansisgy Sos sey
A15187 WA 2561 Uag WA 2562 veliiudnunenasinduiiuiidtunsdeuandas mnliiy
vihgsamsnsannauiRnuiic sy

4.9 \Jundadueifindsluuszmalng

4.10 nan1sAnen risk assessment uay elemental impurity 1148’1?7%%"\}31] (finished product)
WEOULAAINANTTATITNATIZI elemental impurity 74lun1sfinw risk assessment

fana1Ieg19loy 3 Lot
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Tssnerunadogl

ASnnmginsUszfiusianusenaunasidy (Price Performance)
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1. 1NU9isIAN 30

2. Lﬂm‘ﬂﬂmﬂ’]‘w (u'muniaaa“ 70) UssnausiY
2.1 mmsmu‘umaum‘mamms (‘U']‘W‘Llﬂiaﬂau 30) Usgnaunay

2.1.1 MAsgIUndasTu 10
2.1.2 mamaﬂﬂma%ﬂmmwwammm 20

2.2 ﬁuaLauamumauﬂmasuamuaam (Whwitih¥ewag 40) Ussnaude
221 mmﬁﬂuwaaﬂgummi 10
2.2.2 ﬂmau‘ummLaaﬂiuimjumamiﬂgumm 30
529NN 100
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2.1.1 smsgunanda (hwiinfesas 10) lnefiagraddunslipeiuy fail

Fadoden (Bontolatonieiiiazuuunnniign) Avuudia 100 AZWUY
a) 97lu WHO List of Prequalified Medicinal Products 100
3) grlumedenantausionnnninuazguin (GREEN BOOK)
(1) wekwsy 2564 yiselvaini 100
(2) weuwsnou U 2564 50
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Yndette (AzuuuLiy 50)
(1) 35n13Anyduwuy Randomized controlled trial 50
(2) 38ns@nwnuwuy Non-Randomized controlled trial a5
(3) BsAnwnduLuy Compafative studies kUU cohort studies 35
(@) A8nsanwnduiuy Comparative studies WU case control %138 30
cross-sectional studies
(5) psAnwauY MAedesiumuUasadevesen way/vsernulaenievesy 15
1asuen
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(1) 35n15AnynTuwuu Randomized controlled trial 50
(2) 33n15Anwnduluu Non-Randomized controlled trial a5
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(@) B sAnwuduwuu Comparative studies HUU case control VED) 30
cross-sectional studies
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1a5uen
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(@)

(1) Assay

(2) Identification

(3) Bacterial endotoxins

(4) Sterility

(5) Uniformity of dosage units

(6) pH

(7) Loss on drying

(8) Particulate matter

(9) Constituted solution

(10) Content of sodium
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(11) Organic impurity
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