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Ertapenem 1 ¢ powder for concentrate for solution for infusion

1. Fown Ertapenem 1 ¢ powder for concentrate for solution for infusion

2. quantAnaly

2.1 gUuuy Hunsgwnannidedun

22 dwlsenou Useneumemen Ertapenem Tuu3una 1 g Tu 1 vial
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3. guanUAnumaila

3.1 Finished product specification:

b Test Items

Specifications

Identification

Complied with finished product specification

Assay

100.0 - 115.0% of the labeled amount of Ertapenem

Complied with finished product specification

Bacterial endotoxins Test

Not more than 0.35 EU/mg

1
2
3 | Uniformity of dosage unit*
i
5

Sterility

Complied with finished product specification

6 |pH

7.0-8.0

7 | Impurities

- Oxazinone: Maximum 1.2%

- Ring opened: Maximum 10.0%

- Total dimers: Maximum 6.3%

- Other single unspecified degradate: Maximum 0.2%
- Total: Maximum 17.5%

8 | Water

Maximum 2.3%

9 | Particulate matters

- size 210 pm: Not more than 6,000 particles/container

- size 225 pm: Not more than 600 particles/container
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3.2 Drug substance specification:

70 Test Items Specifications

1 [ Identification Complied with finished product specification

2 | Assay 96.0-101.5% of ertapenem on the anhydrous basis

3 | Specific rotation Between +216° to +238°

4 | Sodium by Atomic Emission 3.9-5.4%

5 | Water 15.5-19.0 %w/w

6 | Palladium Maximum 10 ppm.

7 | Impurities - Oxazinone: Maximum 0.2%
- Ring opened: Maximum 1.4%
- ProMABA: Maximum 0.6%
- Total dimers: Maximum 1.3%
- Other individual impurities (each): Maximum 0.1%
- Total: Maximum 3.1%

g - *seyiade Dissolution i Uniformity of dosage units....... TuuulenasuanIsEazIdunna
nsnsvasie mndilaudelilulu COA
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4. Foulvdu 9
4.1 Lanmsn151ﬁ%uaqmwmﬁuwzaﬁau¢h%’umﬁaﬁwﬂ'\duﬂismﬂlwa wazduna (declare) unas
WA
011 Whymstunadousiiduen (nu.2 ne.3 ve.d vie 82 wiusnsel)
4.1.2 'luﬁwa%uwmﬁau wa.l/a.l YpITiiauDIIAT NEeNTIBALIBEATITIN1TAIUANANATY
yenandueinuiitunzdeu (finished product specification) WazaAMMUAAMNINYDY
TmgAu (Drug Substance specification) nmwaQsvm'mn"!'sl,ﬂaauuﬂaaufﬁmwumu
JedpaLuuenansnsvaunly (8.5 umday finished product specification way/v3e
Drug substance specification
4.2 LONANITUTBANATTIUMTWARET
421 nsdifewdsluvsznalne grdnfesdidnameenddeiusennasgumsnang1ny
wenNUeIE N sRAlun1swAREn PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Tnewineau PIC/S participating authorities ¥3aiileNA1TsUTBINIATFIUNS
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AsTnTNANSINAY Sermuaiulaedimiuaenndecuaziinfieuiundninasiuayisnst
lunsudnen PIC/S Tumnagiiauews aduaganuseunsnseasulasiinans
fusesieiufiusymausemenadidninsiing
422 ns@iddusnindrainiasena duandesdiienansiusesnsgiunsuinginy
WANNAITISMSARIUNISRANEN PIC/S (Pharmaceutical Inspection Co-operation
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