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TUAnBIARNANINsIEWIZBIN LLUTNBLBNENINTInTBIYAeiYN
B ...... / la&oul
5780151l @ : Meropenem & g powder for solution for injection/infusion
muUsEnAdaninguaTystil

(Weashn avgn)

WA tuIyNT

(U9AI5INGTOL nansmil)

. YoBn Meropenem & g powder for solution for injection/infusion
. AnautAnaly
o.e. JULUY Huemsnennide vauianua dmsudadiveendend
.o, @UUTENOU  UTENaUAIEFI81 Meropenem trihydrate %38 anhydrous meropenem &
ﬂuuﬂaﬁu meropenem e ¢ Wag sodium carbonate
©.an. ANYULUTT Ui‘iﬁ]:[.uﬂ’l‘liuzU‘i‘i@Eﬂaﬂﬂi’lﬂ‘-ﬂ’}ﬂl,%a
lo.c. AAN
- UunaBIUsTY Seylievidetovnania dulssney aunALLSTREN LAY
ngifousiuen wuiindn uindauas unueeiy
- JUMYLLUIIYEN Srylieavieteomnanisdn dauusEnau YLNRRLLSIYeEN
wauiindn Yununenglidniau
. AMANUANINNATA
a.e. Finished product specification: Meropenem for injection (USP)
9o Test Specification (USP&n)
® | ldentification Meet the reguirement
& | Assay (by HPLC) 0.0 - @®0.0% labeled amount of anhydrous Meropenem
e | Bacterial endotoxins Not more than o.elo& USP endotoxin unit/me of
Meropenem
@ | Sterility test Must be sterile
& | pH gl.an — & (@ in o solution in water for injection)
b | Uniformity of dosage unit Acceptance value at Le is less than or equal to e¢
o | Loss on drying .0 - @b.o % w/w
& | Particulate matter
- 2 @0 Um Not more than ‘o,000 particles/vial
- 2 lo& pm Not more than boo particles/vial
« | Constituted solution Meet the requirement
@o | Content of sodium ab.ab to @oc be me/vial
(@o.0 - @wo.o %)
4
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@® | Organic impurities
- Meropenem open ring Not more than o.@ % w/w
- Meropenem dimer Not more than oo % w/w
- Any individual unspecified Not more than o.eo % w/w
- Total unspecified impurities Not more than e.o % w/w
- Total impurities Not more than o.o % w/w

a.la. Drug substance specification: Meropenem USP

4o Test Specification (USP&a)
® | Identification Meet the regquirements
o | Assay &e.0 — @oe.o % labeled amount of Meropenem
(On anhydrous basis)
e | Specific rotation Between -ee® and -we° (& mg/mL in water, at wo C°)
@ | Water determination ee.& % - em.c % W/w
& | Residue on ignition Not more than o.@ % w/w
o | pH &0 — .0 [in a solution (@ in ®00)]
@ | Bacterial endotoxins Not more than o.els& UPP endotoxin unit per mg of Meropenem
e | Sterility Must be sterile
& | Organic impurities
- Meropenem open ring - Not more than o.en % w/w
- Meropenem dimer - Not more than o.m % w/w
- Any individual unspecified impurity | - Not more than o.o& % w/w
- Total impurities - Not more than o.en % w/w
[excluding Meropenemoic acid
and Meropenem dimer]
NUULYR
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sreavdoaiduiuavlilulu Certificate of analysis
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Aun B A sinufiTungidey (finished product specification) wazdorimun
AnAMYBTMRAY (drug substance specification) nsdifiagsznininsiuasuwuanly
WLAudABauuulenaIsN15veun LY (8.¢) uImsiay finished product  specification
= r ’ ' as =4
kaY/138 drug substance specification Tnevawilanouiulsznedausiamvsolsenin
aBudnvseiind wagliiifiu b U o SuwlsznmeageunavieUseninsadianvseiind
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& lo.a.

albb.

nsdlowdnlulssmalneduandedionansiuseunasgunudaemumdninasiues
A8nsiislunsu@nen PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1o
MieeU PIC/S participating authorities %38 H@NA133UTBMWIATIIUNTHEANIAL
wannaT keI sialunisnane1vesdidniIuAMENTIUNITEIMISUALET ATENTI
GRLRERIGL armuatulaefinruaenadesuaiiniioufundninasiuagisnsiiaiunis
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substance) Midlun1skanesutdaduioeaiwesidneuasguaningiu

. lenansvidendngrududuauduiusseniiunisudnvesingiuvesinenddey (drug
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