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81 Meropenem injection @ gm
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. ANNUEBINTT 81 Meropenem e g powder for solution for injection/infusion, vial
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@.® ldentification test aTvrumuAisyylu finished product specification
o Usuaumedfiny 0.0 - ®@wo.0% of labeled amount of meropenem
e pH (@ in o) ¢l.on-c.an

&.& Uniformity of dosage units m?ﬂmumuﬁizﬂu finished product specification

&.& Bacterial endotoxins 111NN o.e@& endotoxin units/mg of meropenem
&.'o Sterility Test Sterility
«.¢) Constituted solution aranuaufiszylu finish product specification

/& Chromatographic




&« Chromatographic impurity
_ impurity with a retention time of | Lisnnnd1 o.c %
about o.€& relative to meropenem
- impurity with a retention time of | lsunndn oo %
about e.« relative to meropenem

@& Loss on drying ® - oo %

&.@o Particulate matter

- YUIA 2 ®O UM G\i’;ﬁ)&i’lumuﬁwﬂu finished product
lalifiu w,000/container specification
- YU 2 & UM asvEumunsEyly finished product
laiiiu woo/container specification

@.@® Content of Sodium &o - eo% of labeled amount of sodium
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YmgAu (drug substance specification) ﬂmmaasumwmsmasuuﬂaquf’ﬂfumemu WHDIUUY
LaﬂmsammmwmamwaLLﬁ‘l‘U (8.&) ¥ M50Y finished product specification waz/19o Drug
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&6 NamimammsummmwNamnmwmwwam (Certification of analysis) °1ut1'ﬁuv1
dudusetna
&.nlo wammiamLﬂswuwﬂmmwmaawmmmmﬂm (Drug substance) ldlunnsudn

enjuiidadusegnaiesindneuavinaningdiu
& htonsnsniiddgiiFemandululinsetingdiv laun

- specific rotation : YN - e and - e’
- chromatographic purity

at relative RT about o.c& : lalsnnnan o %

at relative RT about e.co : Tinnnan o %

any other impurities : lLlannm o.e %

sum of all other impurities : lLiannnin o %

Limit of acetone : Lisnnmin o.o& %

14

& o lunsatunefousiunnnii b U sgdesidnuinindienanisine Long  term
stability snufiduiianslunzfeugnanuan LLa”lﬂi‘tJﬂ’liaﬂu’lzJiU‘éa\iLElﬂﬁ’]%:\]’lﬂN:J?J’N’lR]’UENUi‘U%
¢ o lunsaitunsfougnaniesnin b U avdeslidiunniwaienansinuanuawiues
granufid sl dousnuudns warldiunmianuiusonenaINNEouaTeUIYY
&.&. MDY
&< Haussm fosdiiegeegles o M UTIYINe Fadusunuseasiden
leasuiau mummvmm’lummaﬂmauumwﬂﬂmqmu
&.& msvsyiugunmeiidaey (wanuenaInssuysei)
&.&o mﬁﬁmauﬁaqﬁma’tﬂﬁlﬂﬁaaﬂdﬂ ® U duanniudeu
&l mwmmwmuau W maqdqﬁﬂmewdﬁa‘lu%"usaamamsmafﬁLﬂswvﬁm%uﬁéauau
&.&m nsmwmaswmsmmsaumamamwaquauLwaaam'mLﬂswvwﬂmmw MIYIWMS3
eynadefosvesiog1 InedlauesnAey Fosdee LB nAuSIUIUTAVUIESIINNTEINTID
Lﬂs'\wua.,uJuwsUmm‘uaum‘l‘vmwLﬂa'a‘uaaluﬂ'ﬁm'amt.ﬂs'l VAMUNIN nsaifinuirelshiuly
AUAMENYULIANY AUNSITN1SVOAIUENS LISURIITUNNTIAUBIIANLIRINGIVDY AU
ALY /wsawmamluﬂsqmalﬂ
&L NLauaswﬂwvmaws‘uLﬂaaummam’lﬂammms viadleiinnsidenanineie
ivms'lmqnaumwm‘lmﬂuuwaﬂm
&o. fiauesnBuserlisnidndyg neunsuimue il
&o.0 NIUNANIINTIVFNIATIY vigniannsiineneansnisunnd i dulumuunasg
Yoinun

&/&5)o NSEINANNUIA...




- @ -

&0l nidinanTussinignFeniiuiuaniiowmainlaediinaiuanznssunisems
wazen luthaaavesdyaartiosuy
& . nsEmudgmamamaneaniusifovvdmasoUsavinauazanulasnsivse
Fuaeildsuen
&, MwsvmMsveasudvslifuinnsuwdadusinidvse Rgnisoniivau Tnedinau
AnznITIMIeIMILazeT lusvarna o Unewiulsemeauszninsiadidnnsetind
&.c. 1oNATaun
&.c.0 lunsdiiidusideananneuld awdenaninanisAnuanunsiwdinisazans
afiszyluenansiiuen
¢.ao Tunsdiilifldensunuy deaiinadnuuszansnmwesenludesfiins (n vitro
study) waznansAnwIuNyed (In vivo study) Wigumsuiugauwuy

.

i

s s

i




