Nt
Accelerated stability
Condition: Temperature: 40+2°C, RH: 75%* 5%
Strength: 500mg
Batch number: A1705242
Items ime_(Month) Acceptance criteria Initial 1 2 3 6
White film-coated tablets, appear white or
Description off-white after removal of the coating Conforms Conforms Conforms Conforms Conforms
powder.
The infrared absorption spectrum of the
Identification residue is concordant with the reference Conforms N/A N/A N/A Conforms
spectrum of Levetiracetam.
Uniformity of Dosage Units The AV value should meet the requirement 3.57 1.32
Average Mass Report value 648.5 652.95 655.8 658.41 659.69
Dissolution =80% in 15 min 90.12 93.92 89.86 93.86 88.24
Levetiracetam acid <0.3% N/D N/A N/A N/A 0.01
Any individual unspecified <0.1% 0.009 N/A N/A N/A 0.007
degradation product
Total impurities <0.6% 0.016 N/A N/A N/A 0.02
Assay 90.0-110.0% 96.32 98.04 99.05 97.26 100.12
Microbiolosical TAMC<1000cfu/g
lerobiologica TYMC<100 cfu /g Conforms N/A N/A N/A Conforms
contamination :
E. coli: Absence
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JINGXIN PHARMACEUTICAL

Condition: Temperature: 40+=2°C, RH: 75% £ 5%

Strength: 500mg
Batch number: A1705243

Items ime (Month) Acceptance criteria Initial 1 2 3 6
White film-coated tablets, appear white or
Description off-white after removal of the coating Conforms Conforms Conforms Conforms Conforms
powder.
The infrared absorption spectrum of the
Identification residue is  concordant with the reference Conforms N/A N/A N/A Conforms
spectrum of Levetiracetam.
Uniformity of Dosage Units The AV value should meet the requirement 3.71 N/A N/A N/A 0.96
Average Mass Report value 651.0 656.63 659.2 659.92 664.98
Dissolution =80% in 15 min 93.63 93.81 93.34 91.60 88.67
Levetiracetam acid <0.3% N/D N/A N/A N/A 0.01
Any individual unspecified <0.1% 0.010 N/A N/A N/A 0.007
degradation product
Total impurities <0.6% 0.019 N/A N/A N/A 0.02
Assay 90.0-110.0% 96.26 99.72 99.84 99.13 100.71
Microbiological TAMC<1000cfu/g
‘crobiofogica TYMC<100 cfu /g Conforms N/A N/A N/A Conforms
contamination ;
E. coli: Absence
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Condition: Temperature: 40+=2°C, RH: 75% £ 5%

Strength: 500mg
Batch number: A1705251

Items ime (Month) Acceptance criteria Initial 1 2 3 6
White film-coated tablets, appear white or
Description off-white after removal of the coating Conforms Conforms Conforms Conforms Conforms
powder.
The infrared absorption spectrum of the
Identification residue is  concordant with the reference Conforms N/A N/A N/A Conforms
spectrum of Levetiracetam.
Uniformity of Dosage Units The AV value should meet the requirement 3.20 N/A N/A N/A 1.46
Average Mass Report value 654.8 659.45 662.9 664.76 666.18
Dissolution =80% in 15 min 98.01 94.22 96.91 95.63 91.23
Levetiracetam acid <0.3% N/D N/A N/A N/A 0.01
Any individual unspecified <0.1% 0.009 N/A N/A N/A 0.007
degradation product
Total impurities <0.6% 0.016 N/A N/A N/A 0.02
Assay 90.0-110.0% 96.24 99.41 100.39 98.63 100.81
Microbiological TAMC<1000cfu/g
‘crobiofogic TYMC<100 cfu /g Conforms N/A N/A N/A Conforms
contamination ;
E. coli: Absence
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Long-term stability

Condition: Temperature: 302°C, RH: 75% £ 5%
Strength: 500mg

Batch number: A1705242

Items (Month) Acceptance criteria Initial 3 6 9 12 18 24 36
White film-coated
Lo tablets, appear white or
Description i Conforms | Conforms | Conforms | Conforms | Conforms | Conforms | Conforms | Conforms
off-white after removal
of the coating powder.
The infrared absorption
spectrum of the residue
Identification is concordant with the | Conforms N/A N/A N/A Conforms N/A Conforms | Conforms
reference spectrum of
Levetiracetam.
Average Mass Report value 648.5 655.0 654.0 653.0 655.2 653.3 653.4 653.5
Dissolution =80% in 15 min 90 94 93 93 91 91 92 92
Levetiracetam acid <0.3% ND N/A N/A 0.01 0.01 ND 0.02 0.02
Any individual unspecified <0.1% 0.01 N/A N/A 0.01 0.01 0.01 0.01 0.04
degradation product
Total impurities <0.6% 0.02 N/A N/A 0.03 0.02 0.01 0.04 0.03
Assay 90.0-110.0% 96.3 98.5 98.2 99.2 99.2 98.9 97.1 97.5
Microbiolosical TAMC<1000cfu/g
lerobiologica TYMC<100 cfu /g Conforms N/A N/A N/A Conforms N/A Conforms | Conforms
contamination :
E. coli: Absence
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Condition: Temperature: 302°C, RH: 75% £ 5%
Strength: 500mg
Batch number: A1705243

Items (Month) Acceptance criteria Initial 3 6 9 12 18 24 36
White film-coated
Lo tablets, appear white or
Description i Conforms | Conforms | Conforms [ Conforms | Conforms | Conforms | Conforms | Conforms
off-white after removal
of the coating powder.
The infrared absorption
spectrum of the residue
Identification is concordant with the | Conforms N/A N/A N/A Conforms N/A Conforms | Conforms
reference spectrum of
Levetiracetam.
Average Mass Report value 651.0 657.7 657.0 655.7 657.2 656.9 656.4 656.4
Dissolution =80% in 15 min 94 96 93 99 95 96 90 93
Levetiracetam acid <0.3% ND N/A N/A 0.01 0.01 0.01 0.02 0.02
Any individual unspecified <0.1% 0.01 N/A N/A 0.01 0.01 <0.01 0.01 <0.01
degradation product
Total impurities <0.6% 0.02 N/A N/A 0.03 0.02 0.01 0.04 0.03
Assay 90.0-110.0% 96.3 98.1 99.3 99.4 99.2 99.6 97.6 97.8
Microbiolosical TAMC<1000cfu/g
lerobiologica TYMC<100 cfu /g Conforms N/A N/A N/A Conforms N/A Conforms | Conforms
contamination :
E. coli: Absence
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JINGXIN PHARMACEUTICAL

Condition: Temperature: 302°C, RH: 75% £ 5%
Strength: 500mg
Batch number: A1705251

Items ime (Month) Acceptance criteria Initial 3 6 9 12 18 24 36
White film-coated
Lo tablets, appear white or
Description i Conforms | Conforms | Conforms [ Conforms | Conforms | Conforms | Conforms | Conforms
off-white after removal
of the coating powder.
The infrared absorption
spectrum of the residue
Identification is concordant with the | Conforms N/A N/A N/A Conforms N/A Conforms | Conforms
reference spectrum of
Levetiracetam.
Average Mass Report value 654.8 659.1 660.0 658.3 659.3 658.6 659.5 661.1
Dissolution =80% in 15 min 98 97 97 96 97 95 95 93
Levetiracetam acid <0.3% ND N/A N/A 0.02 0.02 <0.01 0.03 0.02
Any individual unspecified <0.1% 0.01 N/A N/A 0.01 0 <0.01 0.01 <0.01
degradation product
Total impurities <0.6% 0.02 N/A N/A 0.03 0.02 0.01 0.03 0.03
Assay 90.0-110.0% 96.2 98.7 100.0 100.1 99.8 99.7 98.7 99.8
Microbiolosical TAMC<1000cfu/g
lerobiologica TYMC<100 cfu /g Conforms N/A N/A N/A Conforms N/A Conforms | Conforms
contamination :
E. coli: Absence
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MEHS: WD-IQC488-17001-R00
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4.1 RELEERFEFERYE: £ JRFEER NERERE (USP)

VRS : B-IQC4881 %0 WEIT AR E R 2017.03.28
42 REHREELER
BTN EEEEAE, RALZNEEAFEEEE, 10 A/AR
M 4% 0.5g
# = A H A B H I PR
A1705242, A1705243 2017.05.24 2017.06.13 24 I~ H
A1705251 2017.05.25 2017.06.13 24 I H
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REHS: WD-IQC488-17001-R00 HiE: 2/6
SE J J J J J J J
BHLIR J / / J J J J
Results
RAEYIRE from / / v J J J
release
FE: PVRRFERN, V7 KR EBERN,
4.4.2 J3sE A DO AS I B 1) 5 0 % VRS 3R B ,
- R H &
E 5 :
0H 14 2 A : 3H 6 A
i H J J J J J
£ J / . / J
TE v N v A J
BIRA v / : o . / J
p Results from
{ﬁf{i%ﬂﬁ}ﬁ release / / / v
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MEHS: WD-IQC488-17001-R00 TH: 3/6

5.kl gs RS 18

5.1 fligE R

it wmEy | 0| ga | | AR sE

D B EZHTIER | SR | AR B
40+2°C, 75+5%RH * NFFE R E g =80% <0.3% <0.1% <0.6% 90.0-110.0%

2017.06.12 0 FrEE FraHE 648.5 90 0 0.01 0.02 96.3 FFEHE
2017.07.14 1 HaME N/A 653.0 94 N/A N/A N/A 98.0 N/A

A1705242 | 2017.08.14 2 FEE N/A 655.8 90 N/A N/A N/A 99.1 N/A
2017.09.14 3 HEME N/A 658.4 94 N/A N/A N/A 97.3 N/A
2017.12.14 6 FeEHE FramE 659.7 88 0.01 0.01 0.02 100.1 HEME
2017.06.12 0 TFEE FFEHE 651.0 94 0 0.01 0.02 96.3 FrEME
2017.07.14 1 FEE N/A 656.6 94 N/A N/A N/A 99.7 N/A

A1705243 | 2017.08.14 2 FFERE N/A 659.2 93 N/A N/A N/A 99.8 N/A
2017.09.14 3 FEE N/A 659.9 92 N/A N/A N/A 99.1 N/A
2017.12.14 6 fFrERsE FrEHE 665.0 89 0.01 0.01 0.02 100.7 FFEHE
2017.06.12 0 FEME FFEE 654.8 98 0 0.01 0.02 96.2 FrE e
2017.07.14 1 FaE N/A 659.5 94 N/A N/A N/A 99.4 N/A

A1705251 | 2017.08.14 2 FEE N/A 662.9 97 N/A N/A N/A 100.4 N/A
2017.09.14 3 FFElE N/A 664.8 96 N/A N/A N/A 98.6 N/A
2017.12.14 6 FFaE Frae 666.2 91 0.01 0.01 0.02 100.8 FrEME

KEBEAR T, BREERKEEOANEAE.
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®EHS: WD-IQC488-17001-R00 TG: 4/6
2 paEm | T s | e AAAR SE
(AD = P TIHE | HAhm KSR =8-S A
30£2°C, 75+5%RH * MLFFERE g =80% <0.3% <0.1% <0.6% 90.0-110.0%
2017.06.12 0 FFERE FFEHE 648.5 90 0 0.01 0.02 96.3 FFEMmE
2017.09.14 3 FFEE N/A 655.0 94 N/A N/A N/A 98.5 N/A
2017.12.14 6 FEE N/A 654.0 93 N/A N/A N/A 98.2 N/A
2018.03.18 9 HFEE N/A 653.0 93 0.01 0.01 0.03 99.2 N/A
Al705242 2018.06.20 12 FFEHE ez 655.2 91 0.01 0.01 0.02 99.2 FFEME
2018.12.18 18 | HEHE N/A 653.3 91 0 0.01 0.01 98.9 N/A
2019.06.14 24 FEIE FEME 653.4 92 0.02 0.01 0.04 97.1 FFaiE
2020.06.15 36 HEE FEME 653.5 92 0.02 0.04 0.03 97.5 FraHE
2017.06.12 0 FERE FFERE 651.0 94 0 0.01 0.02 96.3 FEE
2017.09.14 3 FFEHE N/A 657.7 96 N/A N/A N/A 98.1 N/A
2017.12.14 6 FEME N/A 657.0 93 N/A N/A N/A 99.3 N/A
2018.03.18 9 ez N/A 655.7 99 0.01 0.01 0.03 99.4 N/A
AL705243 2018.06.20 12 FEE FFEE 657.2 95 0.01 0.01 0.02 99.2 e e
2018.12.18 18 | HEME N/A 656.9 96 0.01 <0.01 0.01 99.6 N/A
2019.06.14 24 FFEME rFaE 656.4 90 0.02 0.01 0.04 97.6 FEE
2020.06.15 36 FEHE HeaME 656.4 93 0.02 <0.01 0.03 97.8 FFEME

*EERS, BREARKEEOABREEE.
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REHRS: WD-IQC488-17001-R0O0 WiE: 5/6
o . BF [R] . SEHRE | BHLER
s Ko B 3 AR %3 W : g : 5B
(A = EZRTIEE | Hhskeaik a2 B
30+:2°C, 75+5%RH * N B g =80% <0.3% <0.1% <0.6% 90.0-110.0%
2017.06.12 0 TFEmzE FEME 654.8 98 0 0.01 0.02 96.2 TFEHE
2017.09.14 3 TFEME N/A 659.1 97 N/A N/A N/A 98.7 N/A
2017.12.14 6 FEHE N/A 660.0 97 N/A N/A N/A 100.0 N/A
2018.03.18 9 TFEHE N/A 658.3 96 0.02 0.01 0.03 100.1 N/A
A1705251 n -
2018.06.20 12 FEME FEHE 659.3 97 0.02 0 0.02 99.8 FEHE
2018.12.18 18 EME N/A 658.6 95 <0.01 <0.01 0.01 99.7 N/A
2019.06.14 24 HFEE HEAE 659.5 95 0.03 0.01 0.03 98.7 EME
2020.06.15 36 FEME HFEME 661.1 93 0.02 <0.01 0.03 99.8 TFEE

KEBR T, BREAKERHARKAE.
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HERS: WD-QC862-17001-R00 HS: 6/6
5.2 &5k
@i@ﬁuf\éE ABELE %) i ZHEERE (0
40+2°C, 75-5%RH 30227, 75L5%RH 3 30+2°C, 75E5%RH
88 5 o5 10
£ 52 5
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(1) 40+2°C, 75+5%RH %M T, 3 fitFREFRER, MHJ:%H% ST, SRMMBEFERERE TREEESR.
(2) 3042°C, 75+5%RH %M F, FIERTAIE, 3 #HEREHEES 36 MH, WU EEEEST, ZENTUIFERERME, TREEE
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WD-IQC488-17001-P00 2017.06.07 | 1T
WD-IQC488-17001-P01 2018.0124 | ZEKAZMFHABEMEEENE, ¥ iRPEPEREHREEEEKE 48 1M H.






