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CERTIFICATE OF ANALYSIS

TR PEVE
Product Name Lacosamide
s 22010010630 R
Batch No. Lot Quantity 419k
5.00kg/4%, 24548
FLEEF 1.00kg/%8, 2 £3/4 HEHZE
Package 5.00kg/bag, 2 bags/drum Expiry date S
1.00kg/bag, 2 bags/drum
AF=H# - RiZHH
Manufacture Date SEaOLA0 Report Date 220216
BRKE ERBEIVE (BH8S Y20190001000)
Reference Specification of registration with CDE (DMF file number Y20190001000)
o Tests e Specifications N s Results 5
LERTS B EmEBRESMIR S)talrles SRS i
__Appearance _White or white-like crystalline powder | White crystalline powder
ARUESBOSE, AROES, FF TOLTBPRE, EXPES,
WeARL | BEDLFRE e e |
| i i |
Solubility i Freely soluble in Methanol, slightly soluble Frlee;)l/ so.luble " Metha.n O}i slllght%ybl
in water, practically insoluble in N-heptane s I Walks, Praskatly stbls |
P— | in N-heptane .
B
Melting point | 142~148T 143~145 "C “
Lo , ; ;
Specific rotation 1+ 718 R ot
() ENRRBENETTeRNoy | (1) EVREIENEN R
B, HESBRIENRENEaNSE  CEC T, HEBEREENRE |
HERNEREEBPIEHRENRS | 5 A BERLEROHE
Hfﬁl_ﬁo %PDHE”EE@{%% BE“E—U"?.-Qo
(1) In the chromatogram recorded under the (1) In the ch:omatogrfim ; recorded |
 under the determination of |

determination of enantiomers, the retention : - : .
. enantiomers, the retention time of the

%51 time of the main peak of the test solution & ~ i b fhe twar woRilog i
Identification | should be consistent with the retention time | T tp e? = b he R li.
| of the Lacosamide peak in the system SonGmIL Wik we KseHOn. fie. D
ol i ! | the Lacosamide peak in the system
suitability test solution. R .
. .| suiabilitytest solution.
L (2) AENTHIABREEENSKRE | (2) AROIIMREEESTRE |
| | QBRI —E
| (2)Infrared absorption spectrum of the (2)Infrared absorption spectrum of the
o | product shall be consistent with the CRS ~ product is consistent with the CRS
BE pHIER 9 5.0~7.0 ;
| pH should be 5.0~7.0

Acidity
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- Tests . ____Specifications Results |
e
Cﬁff’ﬁi%ff‘ﬁ%ﬁe EETEETE BELE
2 The solution should be clear and colorless Clear and colorless
solution o o )
L) AT 0.01% .
Chloride | <001% e
SR IR 817 0.02% -
Sulfate | <0.02% S
R F ST 0.15% e iviun]
! Impurity F<0.15% N.D.
| BR G AB 0.15% Al
| Impurity G<0.15% D
| xR B R81Y 0.15% 0.02%
FHRYR  Impurity B<0.15% :
Related substances R C 4815 0.15% RFa
_Impurity CSU.15% N.D.
| it MRS 0.10% E i)
| Other single impurities<0.10% N.D
SRR 0.5% ——
- Total impurities<0.5% '
X BR A A REE 0.15% S il
Enantiomers =0.15% _N.D.
KR e 0.1% et
Benzaldehyde <0.1% N.D.
ZBAE 0.5% =S iviun
Ethanol<0.5% N.D.
—RPEAET 0.06% S ivins|
Dichloromethane=0.06% ND

Residual Solvents

Tert-butyl methyl ether<0.5%

EREAST 0.5%
| N-heptane<0.5%
! | N-BBEBIHAST 0.1%
N-methylmorpholine<0.1%
K4y & 0.2%
IS T{ﬁn_ 0.1%
Residue on ignition <0.1%
=k =] MEIBODZT
Heavy Metals < 10ppm
MAAFER EHEHH)

Bacterial endotoxin (For
injection)

| <0.25EU/mg

IV 0.25EU/mg

SEESHREN 100 (RORE)

Total aerobic microbial count

| (TAMC)<10°cfu/g (For oral)

MEYIRE
Microbial Limit

| Total Fer_t}bi_nﬁ_@_.Xﬁ?ﬁfﬁ.ﬁm.moul_d.s_}zQl_mt

 BERSHAET 10%fg (HHF51A)

Total aerobic microbial count

- (TAMC)=10°cfu/g (For injection)

EENEOESHAMET 10 (HOAR

F)

213
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_ Tests Specifications | - _Results

[ “(T‘: MC) <10%cfu/g (For oral)

 BEAEBOESHRE 10 BoEE |
Jﬂ)

Total combined yeasts and moulds count
(TYMO)<10'cfu/g (For injection)

AR sEERERE (1g) =
B | Escherichia coli: absent (1g) _ Absent
BTKWITE, S CoHuN:0s [N |
G} | 98.0%~102.0% 00.6%
Assay : Calculated as anhydrous, content of C13HisN203 ;

: should be 98.0%~102.0%

G AR R ExEZRE (BILT Y20190001000) , é%;’ﬁﬁ’—‘*#jlﬁ
Conclusmn. Analysis according to the specification of registration with CDE (DMF file number

¥20190001000), results are qualified. = . S PHARMACE N
S S
/S Q*&%Eyfﬁ/@/? ‘
> > ‘gu 2]
\s = Q C Qé

Ty,
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