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amé’n‘umzmmwmm
levetiracetam 100 mg/1 mL oral solution, 300 mL bottle

1 ‘ﬂa&n levetiracetam 100 mg/1 mL oral solution, 300 mL bottle

2. quaudAnaly
21 gUuuy Juamsavaredmiviuusen la Lidd
22 dulsenau  Usenaumiesie Levetiracetam 100 mg Tuaisasansu3uans 1 mL
23 2WULUTTY  USIRUYIRdYT Yu1aussy 300 mL dnlesdedesiuinde wieu syringe T
g
24  aan - syyiern dulsznaumediduazanuusiundniudueigiauiingn ua
wunzLlousiuglisgntanuuuussysiug
- vunvuzusIReIegtessasssydesmiedenenisdduyssnauuay
ywARILTBIBavTnan Ay ity

3. AuANUANIUmALA

NﬁmﬁLﬂ'i"l:ﬁﬂmme'TJulﬂmu Finished product specification wag Drug substance specification
fisrdannindusirfuatuidendu Saldaamsidousodinnuanenssun1sevisuasen NsenseaIsIsIaY
vadindusiuildsrdaieaduatuiiieurimielminiunassunduifulasmiunils muusznansensa
AN5ITRIAY 1309 ST WAL 2561 aatuil 6 Sunau w.a. 2561 (AaUsEmAlusieRanIyunw Tuil 12
NUATUS 2562) WarUsENIANTENTIAISITUY 309 seyisen @UUA 2) ne. 2562 asiuil 3 NINHIAL W.A.
2562 (asUszmelus1vieanguune Juil 26 nsngew 2562)

3.1 Finished product specification: Levetiracetam oral solution (USP 41)

D) Test Items Specifications
Identification Meet the requirements
2 | Assay 90.0% - 110.0% of the labeled amount of levetiracetam

3 | Organic impurities | - Levetiracetam acid ((S)-2-(2-Oxopyrrolidine-1-yl) butanoic acid):
NMT 0.3%

- Any individual unspecified degradation product: NMT 0.10%

- Total impurities: NMT 1.0%

4 | pH 4.8 -6.3

— " 2
5 _ _ - Total aerobic microbial count: NMT 10 cfu/mL
Microbial 1
) - Total yeasts and molds count: NMT 10 cfu/mL
enumeration test o )
- Escherichia coli: absence

n33uUNIT
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3.2 Drug substance specifications:

3.2.1 Levetiracetam (USP 41)

U Test Items

Specifications

1 | Identification

Meet the requirements

2 | Assay 98.0% - 102.0% of the labeled amount of Levetiracetam on the
anhydrous and solvent-free basis

3 | Residue on Ignition NMT 0.1%

4 | Levetiracetam R-enantiomer NMT 0.8%

5 | Organic impurities

- Pyridin-2-ol: NMT 0.025%

- Levetiracetam acid ((S)-2-(2-Oxopyrrolidin-1-yl) butanoic acid):
NMT 0.3%

- Levetiracetam related compound B®: NMT 0.10%

- Levetiracetam related compound A® ( (S)-N-(1-Amino-1-
oxobutan-2-yl)-4-chlorobutanamide): NMT 0.05%

- Any individual unspecified impurity: NMT 0.05%

- Total impurity™: NMT 0.4%

6 | Water determination

NMT 0.5%

* a = if levetiracetam relate
b = excluding Pyridin-2-ol

3.2.2 Levetiracetam BP 2016

d compound B is a known process impurity

D) Test Items Specifications

1 | Identification Meet the requirements

2 | Assay 98.0-102.0% (anhydrous substance)
3 | Enantiomeric purity Impurity D: maximum 0.8%

4 | Impurity C NMT 250 ppm.

5 | Related substances Impurity A: NMT 0.3%

Impurity B: NMT 0.05%

Unspecified impurities: for each impurity NMT
0.05%

Sum of unspecified impurities: NMT 0.1%
Total impurities: NMT 0.4%

6 | Heavy metals

NMT 10 ppm.
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U9 Test Items Specifications
7 | Water maximum 0.5%

8 | Sulfated ash maximum 0.1%
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Levetiracetam 100 mg/1 mL oral solution, 300 mL bottle
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5.nuNUsEiliulsEansnwdesia (Price Performance)

levetiracetam 100 rng/l mL oral solutlon 300 mL bottle
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ANANYUIANIZYBIYN
Levetiracetam 500 mg/5 mL concentrate for solution for infusion, 5 mL vial

1. ¥a&1 Levetiracetam 500 mg/5 mL concentrate for solution for infusion, 5 mL vial

2. qruanAnaly
21 Uuuu Wuasarmeunannide dmiudadmasadan
22 dwlszneu  Usenaumesien Levetiracetam 100 mg/mL Usuns 5 ml Ty 1 vial
23 AmusUssy  ussylunuzdmsuusiendaviianm type | Usmandle Yestuuas uie
Uasiuuaslagussglundas
24 @an - seydesn dhulsenauiendfuazauuse Yundn i’uﬁumq (v inGn
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3, puantaniumaila

nansiaswinuamduluniu Finished product — specification  wag Drug  substance
specification  99BsanLAduFFURT LI FaldaanzifousodiniuanuenssuNITeMITILaLEN
nsEnTNAsNEY eEnduiifuilisedadsaduatuiiiisurivielminiunnsgundsiiulasiu
wils AUUSENANSENTINANEITEIAY 1389 SEYTIEN WA, 2561 aetudl 6 SurAn w.a. 2561 (asUsznae
Tusiaayune Juil 12 quatius 2562) uarUsynAnsynsIaIsnsgy 309 52yse @UUT 2)
WA, 2562 a3iuil 3 nIngAN WA, 2562 (asUszmalusgiaaniune it 26 NINGIAN 2562)

3.1 Finished product specification: Levetiracetam injection (USP 41)

70 Test Items Specifications
1 | Identification Meet the requirements

2 | Assay 90.0-110.0% of the labeled amount

3 | Organic impurities - Levetiracetam acid: NMT 0.3%

- Any individual unspecified degradation product: NMT 0.10%
- Total impurities: NMT 1.00%

4 | pH 50-6.0

5 | Bacterial endotoxins NMT 0.175 USP Endotoxin Units/mg of levetiracetam
6 | Sterility test Meet the requirements

7 | Particulate matter Meet the requirements

>10 pm: NMT 6000
particles/container

>25 pm: NMT 600
particles/container
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Test ltems

Specifications

Volume in container

Meet the requirements

3.2 Drug substance specification: Levetiracetam

3.2.1 Levetiracetam USP 41

substances)

D) Test Items Specifications

1 | Identification Meet the requirements

2 | Assay 98.0-102.0% (anhydrous and solvent-free basis)
3 | Residue on ignition NMT 0.1%

4 | Levetiracetam R-Enantiomer NMT 0.8%

5 | Levetiracetam related compound B NMT 0.10%

6 | Organic impurities: Pyridin-2-ol NMT 0.025%

7 | Organic impurities (Related - Levetiracetam acid: NMT 0.3%

- Levetiracetam related compound A: NMT 0.05%
- Any individual unspecified impurity: NMT 0.05%
- Total impurities (included levetiracetam related
compound B): NMT 0.4%

8 | Water determination NMT 0.5%
3.2.2 Levetiracetam BP 2016
4o Test Items Specifications
1 | Identification Meet the requirements

2 | Assay 98.0-102.0% (anhydrous substance)

3 | Enantiomeric purity Impurity D: maximum 0.8%

4 | Impurity C NMT 250 ppm.

5 | Related substances Impurity A: NMT 0.3%
Impurity B: NMT 0.05%
Unspecified impurities: for each impurity NMT
0.05%
Sum of unspecified impurities: NMT 0.1%
Total impurities: NMT 0.4%

6 | Heavy metals NMT 10 ppm.

Water maximum 0.5%
8 | Sulfated ash maximum 0.1%
WUNLNAR
1. szywate Dissolution ffu Uniformity of dosage units THiuulenatsuanIssaziBuanan1snsITiaTIEinIn
flaudslilulu coa
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Levetiracetam 500 mg/5 mL concentrate for solution for infusion, 5 mL vial
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