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HANXIN PHARM Ealgfrel 86-25-52805760

= %  Product # R 8 Ik Tirzepatide HXTZ260212
A #  Grade EATRAPI for Injection % &  Quantity Ig

£ HH# Mfg Date 2026-02-11 Z4 #  Retest Date 2028-02-10 ,
#¥% a3 Test Date 2026-05-27 % & Standard In house

BERMBX MBERUHR, FEREBE

Package Double layer polyethylene bag, Single layer aluminium-plastic film bag :s

Test Item Acceptance Criteria Test Result
# A B THZLATE B LR
Appearance White or off-white powder White powder
AR aéERLaEH K aéeh Kk
Solubility freely soluble in water Meet the requirements
BT BiRF K HABE
The retention time of the major peak of the Sample
Chromatographic Solution should correspond to that of the Standard .
. . . . . Meet the requirements
Identification Solution, as obtained in the Assay. s
. SR . . AT & 2R
&% &7 SEMEIAT, Bk ik b £ 6947 8 o e 5 3
‘H(J\ lfé::l&"—ﬁo
Average Molecular
Weight 4813.5+1.0 Da 4813.58 Da
- PAsTE S B o
Specific rotation 93 59...43 50 29.1°
ok B ' ' o
Clarity and colour ) )
. Solution be clear, colourless Meet the requirements
of solution BT B agk
Gxo W o . N3 TR U 'ﬁ'n
EReEEELmRE - ' -
pH 6.0-9.0 7.01
Peptide Content NLT 85.0%
o 95.1%
e E T T 85.0%
Assay 95 0%~105. 0%
- . 98.4%
SE (anhydrous and sodium free L 7K .44 % )
Chromatographic
i NLT 99% 59,50
urity 2%
A F99%
Ty L |
Related Substances Maximum unknown single impurity NMT 0.5% DLIGT
H XM R KA R AFiE0.5% SO

Without written approval of the company the test report shall not be partially copied (except the full-text copy)
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“§> Nanjing Hanxin Pharmaceutical Technology Co., Ltd
SPEITAERRIRR XM EREM AR IS CoHR #RF: 210046

Add: Building C5, No.9 Weidi Road, Qixia District, Nanjing City, China 210046.

HANXIN PHARM EBF/Tel: 86-25-52805760
Certificate of Analysis
s 4%  Product # /R 4k Tirzepatide # %  Batch HXTZ260212
# &  Grade TR API for Injection %% &  Quantity lg
4~ B3 Mfg Date 2026-02-11 £33 Retest Date 2028-02-10
#3H 35 Test Date 2026-05-27 = A Standard In house

BEHBX MEROUHR, £RBER
Package Double layer polyethylene bag, Single layer aluminium-plastic film bag

Test Item Acceptance Criteria Test Result

BwoA B T & AR Btk

Total i 1mpul ities should be NMT 1%

0.78%
R EERAFE1% ’
Maximum single impurity NMT 0.3%
<LOD
Polymer WK A L 0.3%
Re&M Total lmpurmes should be NMT 1.0%
o+ <LOD
- FREEREFEL0% )
Water Content NMT 10.0%
o 2.9%
s - AFiE10.0%
Sodlum Content NMT 5.0% 59
AETFEE 7 T 3iE5.0% -
Methanol NMT 3000 ppm <LOD
¥ &5 45343000 ppm (LOD=180ppm)
Residual Solvents Acetonitrile NMT 410 ppm <LOD
7RG A o M A 4%1£410ppm B (LOD=25ppm)
N,N-Dimethylformam1de NMT 880 ppm <LOD
~ NN-ZA PEREEFL880 ppm ~ (LOD=53ppm)
Bacterial Endotoxins Less than 5 EU per mg Meet the requirements
WmANEE ' FSEU/mg HAEL
The total aelob1c bacteua count should be NMT 100 Meet the
cfu/g requirements
Microbial Limit R AHEHAAEL100cfug teE
WAEMRE * Meet the
Total Yeasts and Molds count does not exceed 100 cfu/g .
i requirements
B Aol A B RCRAR T 100cfu/
B - = Hoak
Conclusmn o] Meet the lequnements . Do not meet the lequuements
it FEEK VPR RS F

Without written approval of the company, the test report shall not be partially copied (except the full-text copy)
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