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2.2 dlsznau b 1 vial Usznausieden 1. imipenem 500 mg way 2. Cilastatin sodium S‘ﬁqam;ﬂaﬁu cilastatin 500 mg
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3. AuaNUANILALn
3.1. Finished product specification :

(A) Imipenem 500 mg + Cilastatin 500 mg for injection USP 40

4o Test items Specifications
1 |ldentification Meet the requirement
2 |Assay content 90.0 - 115.0 % labeled amount of imipenem

90.0 - 115.0 % labeled amount of cilastatin

3 | Uniformity of dosage unit* |Meet the requirement

Bacterial Endotoxins L3iiAiu 0.17 USP endotoxin unit/mg of imipenem

Liiifin 0.17 USP endotoxin unit/mg of cilastatin

5 |Sterility test Sterile

6 |pH 6.5 -85

7 |Loss of drying LAy 3.5%

8. |Particular matter Meet the requirement
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(B) Imipenem 500 mg + Cilastatin 500 mg for injection JP XVII

U Test items Specifications
1 |ldentification Meet the requirement
2 |Assay content 93.0 - 115.0 % labeled amount of imipenem

93.0 - 115.0 % labeled amount of cilastatin

3 |Uniformity of dosage unit* |Meet the requirement

4 |pH 60-75

5 [Bacterial Endotoxins 1aiiAins 0.25 endotoxin unit/mg of imipenem

L3itfiu 0.25 endotoxin unit/me of cilastatin

6 |Foreign insoluble matter Meet the requirement
7 |Insoluble particular matter |Meet the requirement
8 |Sterile Sterile

9 |Loss on drying el 3.0%

wnewis * Wde Uniformity of dosage units Tiuuuienansuanissasidonuanisnsiaimsizvimnilanss
swazdeaiilusnanlilulu CoA
3.2. Drug substance specification :
3.2.1 Imipenem

(A) Imipenem momohydrate USP 40

49 Test items Specifications

1 ldentification test Meet the requirement

2 |Assay content 98.0 - 101.0 % labeled amount of imipenem monohydrate
3 [Residue on ignition LAy 0.2%

4 Crystallinity Meets the requirement

5 Loss of drying 5.0 - 8.0% vostwin

6 [Bacterial endotoxin test T3lifiu 0.17 USP endotoxin unit/mg of imipenem

7 [Specific rotation (+84°) - (+89°)
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8 [Sterility tests Sterile

(B) Imipenem monohydrate BP 2013

b Test items

Specifications

1 ldentification test

Meet the requirement

2 Assay content

98.0 - 102.0 % labeled amount (anhydrous substance)

3 [Related substances

- Impurity A (thienamycin)
- Impurity B

- Any other impurity

- Total impurity

- Sulfate ash

LAy 1.0%

uwsiay impurity TaiAu 0.3%

LAy 0.19% Tuudazaiines impurity
liAu 1.5%

LAy 0.2%

4 Specific test

- pH

- Specific optical rotation
- Water

- Bacterial endotoxin test

45-70
(+90°) — (+95°) anhydrous basis
5.0 - 8.0%

Lyifiu 0.17 1U/mg of imipenem

(O) Imipenem hydrate JP XV

b Test items

Specifications

1 |dentification test

Meet the requirement

2 |Assay content

980 pg - 1010 pg per mg (anhydrous substance)

3 Purity
-Heavy metals
-Arsenic

-Residue on ignition

Lalifiu 20 ppm
Ll 1 ppm
sy 0.2%

4 Specific test

-pH

45-7.0
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- Specific optical rotation

- Water

(+89°) — (+94°)
50 -8.0%

3.2.2 Cilastatin sodium

(A) Cilastatin sodium USP40

U Test items

Specifications

1 lldentification test

Meet the requirement

- Mesityl oxide

TaiAy 0.4%

2 |Assay content 98.0 - 101.5% labeled amount of cilastatin (anhydrous and solvent- free basis)
3 Sodium Meets the requirement
4 [Limit of solvent

- Acetone Ldiin 1.0%

- Methanol LAy 0.5%

5 [Chromatographic purity

L3itfiu 0.5% of any individual impurity

6 |Specific test

- Specific optical rotation
- Water

- Bacterial endotoxin test

_pH

(+41.5°) - (+44.5°)

i 2.0% (Method 1)

Tadifin 0.17 USP endotoxin unit/mg of cilastatin
6.5-75

6 [Sterility test

Sterile

(B) Cilastatin sodium BP 2016

UB Test items

Specifications

1 |dentification test

Meets the requirement

Assay content

98.0 - 101.5% labeled amount (anhydrous substance)

Meets the requirement

2
3 [Sodium
4

Related substances
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- Impurity A

- Impurity B, F, H

- Impurity C

- Impurity E

- Impurity G

- Unspecified impurity
- Total impurity

- Impurity D

- Methanol

- Acetone

- Heavy metals

L 0.5%

wiag impurity TaAu 0.1%
Ly 0.4%

LA 0.3%

ufiay epimer Ly 1.0%
l3ivfin 0.05%

Laiviu 1.0%

l3itAiv 0.4% m/m

LAy 0.5%m/m

Lifiu 1.0%m/m

l3ivin 10 ppm

Specific test
- Specific optical rotation
- Water

- Bacterial endotoxin test

_pH

(+41.5°) - (+44.5°) anhydrous substance
Liiiu 2.0%

l3ivfin 0.17 1U/mg

65-75

Sterility test

Sterile

(C) Cilastatin Sodium JP XVl

49 Test items Specifications
1 |dentification test Meets the requirement
2 |Assay content 98.0 - 101.0% labeled amount (anhydrous substance)
3 |Purity
- Acetone T4y 1.0%
- Methanol Ly 0.5%
- Mesityl oxide laiAu 0.4%
- Arsenic Laifin 1 ppm
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- Heavy metals TaiAin 20 ppm

4 [Specific test

- Specific optical rotation (+41.5°) - (+44.5°)
- Water LAy 2.0%
-~ oH 65-175
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