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) 4+ 7] Shandong Luning Pharmaceutical Co., Ltd.

K5 25 . Certificate of Analysis

B & Alpha Lipoj
05503 220536
2022.05.17

b5 In-house (A

SPECIFICATION
HEgREnx

Yellow, crystalline powder
IR

HPLC
60C~62C
“q°~+1°

B K H A4 E Max Individual Impurity: NMT 0.1%

¥4/ Total Impurity: NMT 2.0%
NMT 1.0%

¥ Ut Cyclohexane: NMT 0.388%
Z B B Ethyl Acetate: NMT 0.5%
FZ Toluene: NMT 0.089%

NMT 0.2% @

NMT 0.1%

Within 99.0%~40

O

alculated on the dried basis)

onform to in-house specification.
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S # A\ Checker

XAE4E: R-STP-QA-05503-01-00
1077-28-7

350kg

2024.05.16

2022.05.19

RESULT
BREegRihK

Yellow, crystalline powder
#&#ME Conforms
&g Conforms
61.0~61.5C

fF&#E Conforms

0.091%
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ND
0.06%

0.03%

99.8%
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ITE; ) 27 Shandong Luning Pharmaceutical Co. Ltd.

P& 7 PRODUCT NAME i Alpha Lipoic Acid

#% BATCH NUMBER
47 F 41 Mig. DATE
Fiit: SPECIFICATION

TEST
4% Appearance

%5 Identification

4 & Melting Point

L e &
Optical Rotation
B

Related Substances

REWix
Polymeric Lipoic Acid
5% B v A

Residual Solvents

FHRAE

Loss on Drying

eV ols iy

Residue on Ignition
& Assay

#4%%5: R-STP-QA-05503-01-00

1077-28-7
05503 220537 350kg
2022.05.18 ST DATE 2024.05.17
447 In-house (AS99) & B REPORT DATE  2022.05.20
SPECIFICATION RESULT
HEEREMHEnNE HE4atEnE
Yellow, crystalline powder Yellow, crystalline powder
IR frEME Conforms
HPLC fi&#%E Conforms
60°C~62°C 61.0~61(5°C
-1°~41° o
R HEAFF Max Individual Impurity: NMT 0.1%
A4 Total Impurity: NMT 2.0% 0.0

NMT 1.0% fr&#E Conforms

<
¥ E4% Cyclohexane: NMT 0.388% \>/ 0.061%
Z.B Z. B Ethyl Acetate: NMT 0.5% ND
Fi% Toluene: NMT 0.089% % ND
NMT 0.2% 0.06%
NMT 0.1% @ 0.03%
Within 99.0%~ Wev |

culated on the dried basis) 99.7%

Zie: RRERFEOHEE.
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u nform to in-house specification.
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WAETHWERE/AF Shandong Luning Pharmaceutical Co., Ltd.

XSS R-STP-QA-05503-01-00

7k &7 PRODUCT NAME T %/ Alpha Lipoic Acid

1077-28-7
it5 BATCH NUMBER 05503 220538 350kg
AFHA Mfg. DATE 2022.05.18 ST DATE 2024.05.17
¥t SPECIFICATION 1> 4% In-house (AS99) % Hi§ REPORT DATE  2022.05.20
TEST SPECIFICATION RESULT
5b3 Appearance HedRtnk BaLRtbnEK

Yellow, crystalline powder Yellow, crystalline powder
45 Identification IR AT Conforms
HPLC ff&ME Conforms
1% 55 Melting Point 60C~62C 61.0~61
H:JfE‘E '1 o~+1 e 00
Optical Rotation
A RYR B HA %R Max Individual Impurity: NMT 0.1% @
Related Substances &7 R Total Impurity: NMT 2.0% < J0.03
RODIF R NMT 1.0% . H&HE Conforms
Polymeric Lipoic Acid \/
;ﬁﬁfﬁ'lls | FF (4% Cyclohexane: NMT 0.388% \/ 0.100%
i t
AL 7.8 2B Ethyl Acetate: NMT 0.5% ND
4% Toluene: NMT 0.089% % ND
TRAE NMT 0.2% 0.07%
Loss on Drying
TRk E NMT 0.1% 0.03%
Residue on Ignition
& Assay Within 99.0%-0 0% (Calculated on the dried basis) 99.6%
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Hik: MG RH
Conclusion: the
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nform to in—housi?eciﬁcation.
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