N/

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

K5 25 . Certificate of Analysis

VAiEERE: R-STP-QA-05503-01-00
ZBLEN e

7 i % ¥ PRODUCT NAME i 3#: Alpha Lipoj % 1077-28-7
#5 BATCH NUMBER 05503 220536 [ Jeies ANTITY 350kg
X e
47 H 1 Mfg DATE 2022.05.17 = ETEST DATE 2024.05.16
fxtE SPECIFICATION 42 §% In-house (ASY9) M m g* REPORT DATE  2022.05.19
TEST SPECIFICATION RESULT
5h3 Appearance W RN E HESMRE
Yellow, crystalline powder Yellow, crystalline powder
%5/ Identification IR #4&#5E Conforms
HPLC #H4aHE Conforms
1% & Melting Point 60C~62C 681.0~81.5C
o e SRS 0°
Optical Rotation
HRYR # %1 2% Max Individual Impurity: NMT 0.1% ND
Related Substances %</ Total Impurity: NMT 2.0% ND
RawEm NMT 1.0% #%&HE Conforms
Polymeric Lipoic Acid
;i%??f‘l 4 ¥ 4% Cyclohexane: NMT 0.388% 0.091%
idual Sol
el ZHZ. B Ethyl Acetate: NMT 0.5% ND
% Toluene: NMT 0.089% ND
TRAE NMT 0.2% 0.06%
Loss on Drying
atals 33 NMT 0.1% 0.03%
Residue on Ignition
& Assay

Within 99.0%~ 101.0% (Calculated on the dried basis) 99.8%

gie: MEERFTEEIRER.

Conclusion: the results conform to in-house specification.

B 200, 05, 1. A 20045, M}*W).a;/j

4+ H7 B Analyst H# A Checker IE Fupervisor

Tﬂ’.ﬁﬂ%‘ﬁ FINAL BATCH DISPOSITION

4 By QA: /'Zf \Ji W, U

% Appr‘oved A& Rejected
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P& 7 PRODUCT NAME i Alpha Lipoic Acid

itt= BATCH NUMBER
47 F 3 Mfg. DATE
Fiit: SPECIFICATION

TEST
4% Appearance

%5 Identification

4 & Melting Point

L e &
Optical Rotation
BXRYA

Related Substances

REWix
Polymeric Lipoic Acid
b5 A=2pea il

Residual Solvents

TRAE

Loss on Drying

Qv ops 3,

Residue on Ignition
& Assay

05503 220537
2022.05.18
447 In-house (AS99)

SPECIFICATION
HEgattnk

Yellow, crystalline powder
IR

HPLC
60°C~62C

-10~+1n

B ¥R Max Individual Impurity: NMT 0.1%
A4 Total Impurity: NMT 2.0%

NMT 1.0%

¥ C.4t Cyclohexane: NMT 0.388%
ZM B8 Ethyl Acetate: NMT 0.5%
% Toluene: NMT 0.089%

NMT 0.2%

NMT 0.1%

Within 89.0%~ 101.0% (Calculated on the dried basis)

Gk MRERFSLFER.
Conclusion: the results conform to in-house specification.

FHI BB 20320020

41 & Analyst

) dow v,

E# A Checker

fltALE & I FINAL BATCH DISPOSITION

/2%

& ¥ Approved

A& H& Rejected

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

1077-28-7

AHQUARTIT 350kg
STDATE  2024.06.17

#& H# REPORT DATE

2022.05.20

RESULT
Regattnk

Yellow, crystalline powder
fr&EME Conforms
#¥&#E Conforms
61.0~61.5C

0°

0.02

0.02

& #E Conforms

0.061%
ND

ND
0.06%

0.03%

99.7%

RN
X Supervisor

By QA:%\?\‘ 2”)’)" 0;()4
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7k &7 PRODUCT NAME T %/ Alpha Lipoic Acid

ft5 BATCH NUMBER
£ 7 B # Mfg. DATE
#7#E SPECIFICATION

=

EST

—

43 Appearance

47 Identification

4 5 Melting Point

HLERE

Optical Rotation

B =R

Related Substances

KEMEm
Polymeric Lipoic Acid
B

Residual Solvents

TRAE

Loss on Drying
K 5%

Residue on Ignition
# & Assay

WAETHWERE/AF Shandong Luning Pharmaceutical Co., Ltd.

05503 220538
2022.05.18
45 In-house (AS99)

SPECIFICATION
BELRMER K

Yellow, crystalline powder
IR

HPLC
60C~62C
-1 o~+1 o

B EA R Max Individual Impurity: NMT 0.1%
&7 R Total Impurity: NMT 2.0%

NMT 1.0%

Lt Cyclohexane: NMT 0.388%
LB ZBE Ethyl Acetate: NMT 0.5%
4 Toluene: NMT 0.089%

NMT 0.2%

NMT 0.1%

Within 99.0%~ 101.0% (Calculated on the dried basis)

iR RRERBFEMOIRESR,
Conclusion: the results conform to in-house specification.

HHFE 29159530

Jr i 7 Analyst

i) 2 3.
2# A\ Checker

fitAL¥2 & I FINAL BATCH DISPOSITION

Y93

&% Approved

A& ¥ Rejected

1077-28-7
350kg
2024.05.17
2022.05.20

RESULT
HEdgatbhK

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

0°

0.03

0.03

% &#ME Conforms

0.100%
ND

ND
0.07%

0.03%

99.6%

g 7 .

T % Supervisor




