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3.1.  Finished  product specification  :

(A)  lmipenem  500  mg  +  Cilastatin  500  mg  for inj.ection  USP  40
9,aye

Test items Specifications

1 Identification Meet the  requirement

2 Assay content 90.0  -115.0  °/o  labeled  amount  of imipenem

90.0  -115.0  %  labeled  amount  of cilastatin

3 Uniformity  of dosage  unit* Meet the  requirement

4 Bacterial  Endotoxins
'Q

tanlnu  0.17  USP  endotoxin  unit/mg  of imipenem

ulfiu   017  USP  endotoxin  unit/mg  of cilastatin

5 Sterility test Sterile

6 pH 6.5  -  8.5

7 Loss  of drying tu'bfiu    3.50/o

8. Particular  matter Meet the  requirement
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(a)  lmipenem  500  mg  +  Cilastatin  500  mg  for inj.ection JP XVIl
greye

Test items Specifications

1 Identification Meet the  requirement

2 Assay content 93.0  -115.0  0/o  labeled  amount of imipenem

93.0  -115.0  0/o  labeled  amount  of cilastatin

13
Uniformity of dosage  unit* Meet the  requirement

14
pH 6.0  -  7.5

5 Bacterial  Endotoxins tEL'Lau  0.25  endotoxin  unit/mg  of imipenem

talbfiu   0.25  endotoxin  unit/mg  of cilastatin

)6
Foreign  insoluble  matter Meet the  requirement

17
Insoluble  particular  matter Meet the  requirement

18
Sterile Sterile

19
Loss  on  drying talbau  3.o%

vi3j"iviq    *  Mey|6ugro  Uniformity  of dosage  units lvigr|Luuonalsll@®i5lu@3lsu®ou@n"51@3ms13VI`VIlnatflgrbl@"a

5"@3i5u®fii@umovii@6utilulucoA

3.2.  Drug  substance  specification  :

3.2.1  lmipenem

(A)  lmipenem  momohydrate  USP 40
9,eye

Test items Specifications

1 Identification  test Meet the  requirement

2
Assay content 98.0  -101.0  °/o  labeled  amount  of imipenem  monohydrate

3 Besidue  on  ignition talbfiu    o.2%

4 Crystallinity Meets the  requirement

5 Loss  of drying 5.o  -  8.oO/0  6uoiuoTv,uovn

6 Bacterial  endotoxin  test tallfiu  0.17  USP  endotoxin  unit/mg  of imipenem

7 Specific  rotation (+84o)  _  (+89o)
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Sterility  tests

(a)  lmipenem  monohydrate  BP 2013

1"„@
Test items Specifications

1 Identification  test Meet the  requirement

2 ssay content 98.0  -  102.0  0/o  labeled  amount  (anhydrous  substance)

3 F}elated  substances~ImpurityA(thienamycin)

'Q
tllflu    1.00/o

-  Impurity  8 blon'@3  impurity t3j'ifiu    0.30/o

-Any  other  impurity alLfiu     o.1o/O  luLion'@86ufifl6uoi   impurity

-Total  impurity 3Jlfiu     1.5o/o

-  Sulfate  ash 'a
3JLflu    0.20/o

4 Specific  test-pH

4.5  -  7.0

-Specific  optical  rotation (+9o°)  _  (+950)  anhydrous  basis

-  Water 5 . 0  -  8 . 0 0/o

-  Bacterial  endotoxin  test 'C>

ul"   0.17  IU/mg of imipenem

(C)  lmipenem  hydrate   JP Xvll
a,ey@

Test items Specifications

1 Identification  test Meet the  requirement

2 ssay content 980  Llg  ~  1010  ug  per  mg  (anhydrous  substance)

3 Purity-Heavy  metals

tu',flu  2o  ppm

-Arsenic tEL'lfiu   1   ppm

-F{esidue  on  ignition tEL'Lfiu  0.2%

4 Specific  test-pH

4.5  -  7.0
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-  Specific  optical  rotation

-  Water

(+89o)  _  (+94o)

5.0  -8.00/o

3.2.2  Cilastatin  sodium

(A)  Cilastatin  sodium  USP40
a, iiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiii

Specificationsfty@ Test items

11

Identification  test Meet the  requirement

2 ssay content                  I 98.0  -101.50/o  labeled  amount  ofcilastatin  (anhydrous  and  solvent-free  basis)

3 Sodium Meets the  requirement

4 Limit  of solvent-Acetone

tallfiu    1.oo/o

-  Methanol titlfiu    o.5%

-  Mesityl  oxide tallfiu   o.4%

5 Chromatographic  purity tallfiu  0.50/o  of any  Individual  impurity

6 Specific  test-Specific optical  rotation

(+41.5°)  -(+44.5o)

-  Water t3Jlfiu    2.00/o  (Method  I)

-  Bacterial  endotoxin  test 'a
["Lnu   0.17  USP  endotoxin  unit/mg  of cilastatin

-pH 6.5  -  7.5

6 Sterility test Sterile

(8)  Cilastatin  sodium  BP  2016
2,eye

Test items Specifications

1 Identification  test Meets the  requirement

2
Assay content 98.0  -101.50/o  labeled  amount  (anhydrous  substance)

3 Sodium Meets  the  requirement

4 F}elated  substances
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-  Impurity  A
allfiu    o.5o/o

-Impurity  8,  F,  H
iim'@g  impurity  talbfiu    o.io/o

-  Impurity  C
albfiu     0.4OzO

-  Impurity  E
albau    o.3%

-  Impurity  C,
blffl'@3   epimer l3JLfiu     1.00/o

-  Unspecified  impurity 'a
3Jlnu    0.050/o

~  Total  impurity
alLfiu   1.o%

-  Impurity  D alifiu  o.4o/o  in/in

-  Methanol albfiu   o.5o/om/in

-  Acetone alLfiu    1.oo/om/in

-  Heavy  metals 3J'lfiu   10  ppm

5 Specific test-Specific optical  rotation

(+41.5°)  -(+44.5°)  anhydrous  substance

-  Water u'bfiu    2.oo/o

-  Bacterial  endotoxin  test albfiu    o.17  iu/mg

-pH 6.5  -  7.5

6 Sterility test Sterile

(C)  Cilastatin  Sodium  JP  XVII
8,aye

Test items Specifications

1 Identification  test Meets the  requirement

2 -f`-         --`--I 98.0  -101.00/o  labeled  amount  (anhydrous  substance)

3 Purity-Acetone-Methanol

1alLfiu   1.OOzOla

tanlnu    o.5o/o[ulbFiuo.4%

-  Mesityl  oxide

-Arsenic 'Q
toubnu   1  ppm
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-  Heavy metals tat,Flu  2o  ppm

4 Specific test-Specific optical  rotation

(+41.5°)  _  (+44.5o)

-  Water talbfiu    2.oo/o

-pH 6.5  -  7.5

VloulE"q  drug  substance  specification  fi@1Srumlnlu3bfls"`"oi#grwaffl  drug  substance  VI€01u3lfl513VI` drug  substance  6u@i
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