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Imipenem 500 mg and Cilastatin 500 mg for injection
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2.1 Finished product specification

h) Test Items Specifications
Identification
- Imipenem mmmummﬁ'imﬂ,u Finished product specification#s13an1u
- Cilastatin mmﬁixﬂu Finished product specification
2. Usuausiendnegy
- Imipenem 90.0 - 115.0% of labeled amount of imipenem
- Cilastatin 90.0 - 115.0% of labeled amount of cilastatin
3. pH 65 -85
4. Particulate matter mmﬁhumuﬁ"ﬁzﬂu Finished product specification
5. Uniformity of dosage units maf\w\immmﬁixﬂu Finished product specification
6. Bacterial endotoxins 14i11ANn97 0.17 Endotoxin units/mg of Imipenem
waz Winn1 0.17 Endotoxin units/mg of Cilastatin
7. Sterility Sterile
8. Loss on drying i 3.5%
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2. DRUG SUBSTANCE SPECIFICATION

2.1 IMIPENEM
49 Test Items Specifications
1. Imipenem 98.0 - 101.0% of Imipenem monohydrate
2. Specific rotation between +84° and + 89 °
3. Related substances
- Thienamycin not more than 1.0%
- Any other impurities not more than 0.3%

2.2 CILASTATIN

U9 Test Items Specifications
Cilastatin 98.0 — 101.5% of Cilastatin sodium , calculated on
the anhydrous and solvent free basis
2. Specific rotation between +41.5 ° and+44.5 °
VUYLVR NMT = not more than

*$98 Dissolution tag Uniformity of dosage units TRl UUINENSUARIS1LALLDUAKANTS

5293051891 mndildudesioaziBeadifuiianliluly CoA enddneglundu BCS class 2 Fosds
Dissolution test 8&14Uae 3 batch N15WAN
- nsdiflaamgfoundantsifu (waive) nrsmsavaeudinsgvsienslaliduuaniendans
vdngudsnandilasuoyliise
- Specification of Active pharmaceutical ingredient (API) ﬁmﬁmmﬂiﬁLﬂiwﬁﬁuadﬁiﬂ\lam Active
pharmaceutical ingredient (API) %38lUiLA3124% Active pharmaceutical ingredient (API) GUENE:\TNE%G]EJ’I
d1fagu atulaatiunis Gdlmssnainnziasunnihdeiitvun
3.m3UseliuAUsEananInsas1A (Price Performance)
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4.2 duuenansmsuanIdemNULAAINYBINTLLUTIY (LB Twaznaessn) auilletunsdeuls
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4.4.2. nsdifenthidilemsuvsussyluvsemelne (ne.3)
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vanewg :  nsdifinisdsunvasuilediveyyinuazanuiindaliuuvdnundveudle
Wasuuvassenislungifoudiiue (v v, 8.9) wie duudweusludsuuvassensiy
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4.5.1. duumdideiusennasgiunisudneinamdninamiisnsinlunisnaningfuiae,
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4.6 Tunsallugnindhandasene gudndedidnumildesuseman el (Certificate of
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4.7 wwnsgruresteimunnunIningAudienddey (Active Pharmaceutical Ingredient Specification)
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4.7.1. SuunsguIngAusiendfy (Active Pharmaceutical Ingredient) waguansing
©18115954 (Finished Product Specification) 1ngsey#13181 (Pharmacopoeia) Mldé1484
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4.7.2. @1 drug monograph suaﬂﬁu’qﬁamﬁwﬁ@ (Active Pharmaceutical Ingredient
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nansuaied 593U (Finished product  Specification)laiusinglusinsien (Non-official
pharmacopoeia) fesuanwdng uiefunssuvesnslenzidulundentelasoluil
4.7 3.1, Torhmunuazanigruesmsinngiilusisoves s duandn
¥84The International Conference on Harmonization of the Technical
Requirements for Registration of Pharmaceuticals for Human Use (ICH) #38
4.7.3.2. forimuauazannsgIurensiiasediiian (in-house process)
#8ARdU ICH Guidelines 130
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(General requirement for dosage form)
newme :  dermuanunIningAusiend1dey (Active  Pharmaceutical  Ingredient
Specification) wagndnsiaueiendn5agu (Finished Product Specification) #ee8198311n
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wwzdngAuiedfny vise nindueiendnsagy
dunntidesuseawanisitasent (Certificate of Analysis (CoA)) lnefasUsenausiey
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(Manufacturer)
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4.9 @MULBNATUAAINANISANYIAILARY (Stability data)
4.9.1 duenauanINANISANYIANAWITEEZEN) (Long term stability data) 971W3U 3 UNMIWER
4.9.2 FNeNaNSUARKNANSANYIALAIILAN 34 (Accelerated stability data) §1W3n 3 JUNSHE
4.9.3 FunonansuanNam AN Tuansineansainuadinetld 1 y/dnuanssAvinamsin
(nsdlefin) (i)
4.9.4 nsdlduniifesems/Fenyvdalialilusiavaenie psudnuaraenrdesiuenasiiuen
(In use stability data)
4.10 dwuwmilisdesusemansdnmiendniagy (Certficate of Pharmaceutical Product) awiweniddnanly
Uszellve
4.11 duvangiuaNLauyaTendningien (Bioequivalence) lulunudaiivun ASEAN Guidelines
for the Conduct of Bioavailability and Bioequivalence Studies %38 filon13@nw¥1useansnauas
Franyavondnfarion nsgnsrasisugy lnganturdonhsnufnurauyadlaunisiusesain
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4.13 dumiiedeSusosnasgrumsudURmumdninasiimsfAlueslfoRms (Good Laboratory Prac-
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4.14 Fnumiisdesusewnnsgunisifiuinwinasnsz g unaninaeiisnsslunsiAuinvLas
N3¥91881 (Good Storage Practice / Good Distribution Practice (GSP/GDP))
4.15 Flaues1A19eddiogseeg 1 ey 3 wgussu
4.16 duumilsieSusewnnsgiuiosu§iRnng ISO/EC 17025 lusiemsenfiaue (1)
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