Qmé’ﬂwmztaww’umm
Meropenem e gm for Injection
I59WETUIAATENNTAYHE BILNDATSAISHYNE mwmauaswsm

2D

o. e Meropenem e gm for Injection
. AnautRnaly
.o JULUY

bl d@ulsznoy e wmwssmm% U3enaumesig) Meropenem

Wuneeusimnniieduntsivies damsuin

.o AMTUSUTIY Ui'ﬁfﬂuﬂ”l"lmu‘iﬁﬁf\]Uﬁﬂﬂﬁi’mﬁl”lﬂlﬂ]@

b.& RAN

Usuam drulsenauiedIfylazANuLse Tundn i’uﬁuma BINHAR WAL

wunzileumiuen uag 'JﬁmﬁmusﬂmmhamwmLau‘uumiaﬂm%
“UUNUrUTIRen egalieedesssyden wiedenismsdn duustneuuazaung
ANULTIVDIEN lavTinGn TuFueglitaiay

. AuaNlAnavaia

wamsnsalasevigunwluluang Finished product specification wae Drug substance
specification #191989nL0dvisuatulieaty Faldaanedourodinyunnenssunisemisuasen
NINTNAITUGY vmummmﬁumﬂjmaaqmamuauwmemmefﬂwmmwmmmummmsﬂmmiu

‘vmq mmiummmvmwmmmam

a.e Finish product specification

ﬂmﬁNUﬂWﬂQLWQUﬂ

USP &

[

o. USuummediegy

[

«o.0 - @o.o% of the LA. of Meropenem

b, Identification ATITAIY —
a. Content of Sodium @o% ~ e@bo% of the L.A. of Sodium
Uniformity of dosage units AT
& Impurities Meropenem impurity I: NMT o.c%
Meropenem impurity Il: NMT o.0%
©. Bacterial endotoxins NMT o.elo& USP Endotoxin U/mg
. Constituted solution AT
. Loss on drying ®.0% - 6b.0%
«. Particulate matter
WA 2 @o pm AL ©,000/container ATIANTU
Y9 2 & um iy boo/container PIIHY
®o. pH el.en - @.en
@e. Sterility ATIU
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.o Drug substance specification
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USP &lo

e. Usamienddgy

®c.0-906.0% of Meropenem (Calculated on the

anhydrous basis)

b. Identification ATINIU

om. Specific rotation -66° 10 -be°

& pH &.0-D.0

& Water ®6.c%-on.c%

©. Residue on ignition NMT 0.e%

o. Limit of acetone NMT o.0&%

@. Chromatographic purity Any of two major impurities: NMT o.e% (Calculated
on the anhydrous basis)
Any other impurity: NMT o.@% (Calculated on the
anhydrous basis)
Sum of all such other impurities: NMT o.en%

«. Sterility MIIVHIU

®o.Bacterial endotoxins

NMT o.elo& USP Endotoxin U/mg
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drvoedudu 2 vitm 9251Bnd daim 8.346 [uwn |/vial
14 |Ciprofloxacin 250 Mg Tablet Hwuy T avuwmdinds 1 245.000 {Uw|/50x10's
drsoedusiu 1 Uit Wunialwd mseda a1im 50.000 [um |/10x10's
Frsasdudu 2 U3 1w uau Srin 320.000 {uwm |/50x10's
15 |Ciprofloxacin 500 Mg Film coated Tablet fwuy U3 avundindy $ain 430.000 |um |/50x10's
dr7eesudu 1 U3t e sau e 450.000 | |/50x10's
A13099udiy 2 U3 Wundalnd wisnie $1Am 98,000 {Um|/10x10's
16 |Ciproftoxacin 200 Mg/100MU Inj. fvuz Vit wilia urinen $iin 21.800 |um|/vial
Frssedudiv 1 wanfirgla vhfand 22,000 [uw|vial
d15038udu 2 vFi glwidiou $hin 28.000 | |Avial
17 |CUndamycin 600 Mg/ & ML Inj., 6 ML Fouy V3 1ovia witea $2fn 19.000 |y Avial
drsoadudy 1 T wiod vhiin d1in 21.400 |vm |/tube
frvasdudu 2 VT auuhinngfinea $1in 26.750 {urn |/vial
18 |Colistimethate 150 Mg/Vial Inj. oy W3t 1aila wiinea $1in 85.000 |u1n |Aviat
fvseduiy 1 Uity uoanaufe vhifunghinea diin 94.000 |um |/vial
19 -|Cotririoxazole (80+400Mg/5MU Inf,, 5 M. 1 1 = i¥ sadngems
© 20 |Dapsone 100 Mg Tablet . * 1 T Filil N e
21 |Dictoxacillin Powder For Oral Suspension 62.50 Mg/5 MI, |ftus uddm MureemTuinam d1n 17.000 {um |/bottle
60 M 508U 1 vt win whiin wda dain 17.150 [y /bottie
d13pedudiv 2 uish glmdey S 17.750 |um |/bottle
22 |Ertapenem 1 Gm Inj. Jruy uidw wiae W wdg dadn 880.000 |y |/vial
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23 |Ganciclovir 500 Mg For Injection fouy mn.fngly wind _ 1,020.000 [um|miat  {
24 {Gentamycin 40 Me/M! Injection Houy 13t A7, ash uauuesmedd (1969) $1im 4.400 |um|/amp {MW'N""E’“i”?ﬁi"‘?i"*eﬁﬁ’!?m”"?ﬁﬂ’?i
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