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Certificate of Analysi
% %  Product # /R /A Ak Tirzepatide HXTZZ60212
#. A  Grade 1 4T 28 API for Injection 10g
£=8% Mig Date 2026-02-11 £3 #  Retest Date 2028-02-10
#5Ha 3 Test Date 2026-05-27 Ok Standard In house
AEMBX  MERUHR, FEEER
Package Double layer polyethylene bag, Single layer aluminium-plastic film bag
Test Item Acceptance Criteria Test Result
AW A B THEIARE BBER
Appearance White or off-white powder White powder
PR aénLaenr f &8 K
Solubility freely soluble in water Meet the requirements
R 5T K e
The retention time of the major peak of the Sample
Chromatographic Solution should correspond to that of the Standard :
. - - e Meet the requirements
Identification Solution, as obtained in the Assay. ey
: (R 8
&% % 5 ASEM RO T, BiRGER T 2ENRE R 5
Bk —H.
Average Molecular
Weight 4813.5+1.0 Da 4813.58 Da
FHHTE
Specific rotation s 5517
-23.5°~-33.5° =29;
Pk B . :
Clarity and colour : :
: Solution be clear, colourless Meet the requirements
of solution ey Y
e : MBI E (R SR
mikeyEE RS RE : . , 7 : ,
pH 6.0-9.0 7.01
Peptide Content NLT 85.0% :
o 95.1%
P& 1T 85.0%
Assay 9\ 0%~105. 0%
- 2 98.4%
SE (anhv drous and SOdlle hee ii 7J\ 7E 4l T)
Chromatographic
: NLT 99%
Purity I F-99% 99.2%
& 0
e v e e e
Related Substances Maximum unknown single impurity NMT 0.5% i
HXWR B Kk do # 4T 13i£0.5% L
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Certificate of Analysis

% 4%  Product # /R /A Ak Tirzepatide Hho 2 Batch HXTZ260212
#, #  Grade 72 4+ 28 API for Injection % = Quantity 10g
4 = H3# Mfg Date 2026-02-11 £5 Retest Date 2028-02-10
#I a3 Test Date 2026-05-27 K Standard In house
BEMBX  WERUHER, LEBER
Package Double layer polyethylene bag, Single layer aluminium-plastic film bag
Test Item Acceptance Criteria Test Result
¥ 5 B TR BILER
Total impurities should be NMT 1% e e
0.78%
R EERAFTI%
Maximum single impurity NMT 0.3%
e = <LOD
Polymer RAERTFiT 03%
&t Total impurities should be NMT 1.0%
<LOD
FREE RN AFT1.0% -
Water Content NMT 10.0%
2.9%
S : T #%i210.0%
Sodium Content NMT 5.0% 7
METAE . B o -
Methanol NMT 3000 ppm <LOD
. ¥ BZ 143313000 ppm _(LOD= 180ppm Tar
Residual Solvents Acetonitrile NMT 410 ppm <LOD
%, 7 7 CH A Fid410ppm ~ (LOD=25ppm
N,N-Dimethylformamide NMT 880 ppm ND
: . N,N-=F & 7 Btfie 7 £% 1880 ppm 5 (LOD=53ppm
Bacterlal Endotoxms Less than 5 EU per mg Meet the 1‘equirem@g‘i§\’
A ANEE R F5EU/mg HAELR
The total aeroblc bactena count should be NMT 100 Meet the
cfu/g requirements
Microbial Limit : = ‘L Y 4 AZ3T 100cfu/g . : 4:; /D\gg f\
WEMRE : Meet the
Total Yeasts and Molds count does not exceed 100 cfu/g
T ot B S HORALE 100cfu/g plmen
=4 s ~Ae 1T ctu/e
P 7 i . -  REEL
Conclusion - Meet the requnements 0 Do not meet the requirements
&k Foeeg THeEL
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