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0. To8n Meropenem @ g powder for solution for injection/infusion
o, AuENTANIL
©.0. JULUY Wugmasimnidle Fmauinue dwsuiadmeendens
b.lo. dulsznau  Usznaumiemien Meropenem trihydrate %39 anhydrous meropenem 5'35\‘1
amuﬂaﬁ’u meropenem e g kai¢ sodium carbonate
b AWULLSTY  USTYlUMTLEUTIREndnUminide
o.. 27N
- UUNABIUTIY izq%amﬁa%mamiﬁw #1UUTENBU VUIAAITUUTIVOIE LAY
nelous$uen wadidn Juiindnuas unuaog
- UUAYUEUSSYEN Seylennviedenianisd dauusEnay TuInATIuLIIYeE
Weuiindn Tumunonylidniay
o, AuFuUANINmAln
a.e.Finished product specification: Meropenem for injection
i) Test Specification (USP&e)
® | ldentification Meet the requirement
© | Assay (by HPLC) ®o.0 — @lwo.0% labeled amount of anhydrous Meropenem
e | Bacterial endotoxins Not more than o.elb& USP endotoxin unit/mg of
Meropenem
& | Sterility test Must be sterile
& | pH oo — <. (@ in o solution in water for injection)
o | Uniformity of dosage unit Acceptance value at L is less than or equal to e¢
@ | Loss on drying &.0 - @w.0 % W/ w
« | Particulate matter
- 2 ®0 uUm Not more than 0,000 particles/vial
- 2 & pm Not more than boo particles/vial
« | Constituted solution Meet the requirement
®o | Content of sodium alo.eb to eoz.be mg/vial
(go.0 — @wo.o %)
e
89D o / ............ URSTATTANE - AT e NTTUANT ATO o ?/ ........... AIIUNT

(W9EdaFuns Wudums)
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@a | Organic impurities
- Meropenem open ring Not more than o.@ % w/w
- Meropenem dimer Not more than o.o % w/w
- Any individual unspecified Not more than oc.eo % w/w
- Total unspecified impurities Not more than @.0 % w/w
- Total impurities Not more than .o % w/w

en.la. Drug substance specification: Meropenem USP

b} Test Specification (USP&m)
® | ldentification Meet the requirements
o | Assay &=.0 — ®@oe.0 % labeled amount of Meropenem
(On anhydrous basis)
o | Specific rotation Between -e¢” and -be°® (& mg/mL in water, at wo C°)
@ | Water determination 06.€ % - em.c % w/w
& | Residue on ignition Not more than o.a % w/w
o | pH @.0 - .o [in a solution (@ in ®@00)]
¢ | Bacterial endotoxins Not more than o.elo& UPP endotoxin unit per mg of Meropenem
« | Sterility Must be sterile
« | Organic impurities
- Meropenem open ring - Not more than o.m % 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.e % w/w
[excluding Meropenemoic acid
and Meropenem dimer]
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c.6.b.
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Tufvetunsfou ve.e vse t.e ves fiduesian wiousgazidunintanismiunu
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AN MvBeTRgAU (drug substance specification) nsdifiegszwinamsiuasundasdly
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< lo. LBNENIIUTBWIATFIUNTHERE

< b.e.

cb.lb.

nstlpwdnlulssinalvegudndediienaisiusewasgiunisndneniuvdninasiay
Bnnsfialunisudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lag
w914 PIC/S participating authorities 38 H8Na155U584N1ATFIUNITHERLIAY
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substance) Aldlunsrdnensuiidadumedimisesgiineuasndningiu
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T4 il
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