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Certification of Analysis

i % Name M fRiE#T Thymalfasin & %5 Report No. AC23032101
#t 5 Batch No. 0282301002 M & Type R K25 API
#t £ Batch Size 549.58¢ A4 7E H A Mfg. Date 2023-03-01
¥ ZE Expiry Date 2025-02-28 656 H 3 Test Date 2023-03-12
%% H # Report Date 2023-03-21 56 K HE Test Basis {e\#RHE In house
R 55 H FRERLE g R
Items Specification Results
RN iy
Appearance Conforms
IR e
Solubility Conforms
\—/
o hE WK, TREERTHE, R9-100.0°2-110.0° S o°
Specific optical rotation -100.0° to -110.0° (Anhydrous and acetic acid-free substance) :
(1) 7 G i 2 5 5 | SERE 2 35 4% 5 (IE R L) puon
(1) The chemical identification reaction of the substance should be o f:rms

blue-purple (Positive reaction)

m& B LR EEET, (R
w5 U B 1) 55 5 R 0 R 2 ] — 3 o

?2) The retention time of the principal peak of the test solution

Identification Conf
corresponds to that of the reference solution, as obtained in the =
Assay
OB FRIEN B H S FERNA: 3108.3+1
(3)The molecular weight measured by mass spectrometry 3108.7
should be 3108.3+1
TR 3.4~4.6 -
Aspartic acid: 3.4~4.6 '
BRI 5.4~6.6 570
Glutamic acid: 5.4~6.6 '
YRR 2.4~3.6 55
Serine: 2.4~3.6 ’
HERIE RN 2.4~3.6 5.7
Amino acid analysis Threonine:2.4~3.6 '
HERMN AN 2.7~3.3 56
Alanine: 2.7~3.3 '
R R 2.4~3.6 -
Valine: 2.4~3.6 '
ZERN N 0.8~1.2 03

Leucine: 0.8~1.2
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Certification of Analysis

& 4 Name M RR%H Thymalfasin #4545 Report No. AC23032101
#t 5 Batch No. 0282301002 B % Type JFEIZ API
fit £ Batch Size 549.58g A7 H # Mfg. Date 2023-03-01
A ZE Expiry Date 2025-02-28 56 B # Test Date 2023-03-12
%5 H # Report Date 2023-03-21 1656 K 4 Test Basis 1\ FRHE In house
K565 B FRERLE L e
Items Specification Results
FEMMA 0.8~1.2 -
MY [soleucine: 0.8~1.2
Amino acid analysis RN A 3.4~4.6 .
Lysine: 3.4~4.6 '
Vo R L T o R B LR
AR S < ’%z%% e
Appearance of solution The solution should be ¢t S {fd color! s7If tusliid, it should not be Conforms
thickdrthan that ofreference S%’-ép'(e) ion 1
: I
R Ly <5.0% A i
Acetic acid N.D
it I <1.09
%Jﬁ g% 0.09%
Impurity [: NMT 1.0%
NS < . 9
Z’%Jﬁ =L 0.26%
Impurity IT: NMT 1.0%
A R F R IM<1.0% o
Related substances Impurity I1I: NMT 1.0% i
/\< . 9
: %ZF_O.SA) 0.06%
Unspecified impurity: NMT 0.5%
HIR<3.09
. Z.F._B s 1.2%
Total impurities: NMT 3.0%
il <5.0% 1.2%
Water
48 BT, TEERYITE, SRARER (CioH2sN330ss)
h = RLA 95.0%~105.0% 101.6%
ssay 95.0%~105.0% (Anhydrous and acetic acid-free substance)
Y TR T
<S5E
Bacterial endotoxin SRlag Conforms
FERM AR 100 cfu/g iy
T R TAMC: NMT 100 cfu/g Conforms
Microbial limits EHE B E N AT S0cfu/g wE
TYMC: NMT 50 cfu/g Conforms
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Certification of Analysis

i % Name fi 2% Thymalfasin #HEYRS Report No. AC23032101
#t 5 Batch No. 0282301002 M & Type JFERIZ API
#t = Batch Size 549.58g A 7= H # Mfg. Date 2023-03-01
H A ZE Expiry Date 2025-02-28 ¥ 56 H 3 Test Date 2023-03-12
4 H # Report Date 2023-03-21 IR K 4R Test Basis £ kR In house
K335 H FRAERLRE SRS
Items Specification Results
FHE2<3000ppm Eioh
Methanol: NMT 3000ppm N.D
ZB£<1000ppm Fei
Ether: NMT 1000ppm N.D
Zf5<410ppm
3 o Sppm
BRI E Acetonitrile: NMT 410ppm
Residual solvents & F t<600ppm At
Methylene chloride: NMT 600ppm N.D
N, N-— B B A% <880ppm (HPLC) =
DMF: NMT 880ppm PP
=4 Z.H<5000ppm (HPLC) Fta
TrlﬂuoroacenWOppm N.D
I VH
PN e
g HAPEZR (2020 § 4
y Results meet Chinese %oela \y e I(I, 020 edition) and the in-house
Conclusion : ; o
specification. % ;;: -
VB Bk, i, 2~8°CIRAR, S
Storage In an airtight container, prote! wht, at a temperature 2~8°C.
\
LN YA NN IR N R4
Reported by Checked by Reviewed by
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