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Certificate of Analysis for Tirzepatide

FIEMTel: 86-25-52805760

s &  Product A AR i Ik Tirzepatide # 5  Batch
#, ##  Grade 7E 428 API for Injection ¥ = Quantity 33g
£ H#  Mfg Date 2026-07-28 2% # Retest Date 2028-07-27
#3FH#  Test Date 2026-08-14 T R Standard In house
CASH CAS No 2023788-19-2
Test Item Acceptance Criteria Test Result
i 3 A EE: 3 &/ I EER
Appealance White or off-white powder Whlte pow der
fi#k éﬁiiéé%)‘fi é}éﬂ‘ *
SOlllblllt) Should be freely soluble in water Meet the requirements
R AR 5% Fe®k
The retention time of the major peak of the Sample
Chromatographic Solution should correspond to that of the Standard )
. o Meet the requirements
Identification Solution, as obtained in the Assay. hgk
i . *1'”3' ()
&7 % A SEMEAT, HiXSaii b 2400 E a5
BIEIR—H
Average Molecular
Weight 4813.5+1.0 Da 4813.6 Da
. PanTE I o
Spec1ﬁc rotation 5% R85 50 565"
pbak ' ' '
Clarltv and colour . )
Sl Solution be ¢clear, colourless Meet the requirements
of solution
- . BEEHRLE Fe&K
BRSBTS . S _ 7
pH 6.0-9.0 1.7
Peptide Content NLT85.0%
5 95.1%
}Hvé\i T F85.0%
Assay 95.0%~105.0%
: . 97.5%
SE (anhydrous and sodium free £ 7K 40 1)
Clnomatogt aphlc .
Purit NLT99% 99.2%
urity 2%
: A F99%
LS
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“@» Nanjing Hanxin Pharmaceutical Technology Co., Ltd
ShE T AR R D BRI AN A PR S Otk MigR: 210046
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HRHE SN Hi Tel: 86-25-52805760
Certificate of Analysis for Tirzepatide
& 4% Product # R i Ik Tirzepatide o F Batch HXTZ260705
#  #  Grade E 4T 4R API for Injection # ¥  Quantity 33g ’ﬂ?
4= AH#5 Mfg Date 2026-07-28 215 Retest Date 2028-07-27 W I
A #E5 Test Date 2026-08-14 iR Standard In house
CASH CAS No 2023788-19-2
Test Item Acceptance Criteria Test Result
R R TH LA BBER alysis §
o e — . S ——
0.03%(RRT0.95)
0.01%(RRT0.97)
0.02%(RRT0.98)
. . . . 0.04%(RRTO.
Maximum unknown single impurity NMT 0.5% ) DE _T?)
¢ H i i & ,ﬂ: A j—,, 259
Related ‘Subst Ances "R Ao F I R 10.5% 0.18%(RRT0.99)
RV
0119602R11 02)
0.28%(RRT1.03)
009%{RRT104)
Total 1m])uutles should be NM:I"]";(}W* o -
i 0.77%
- —r— fﬁ Yo% o TN FF %
Ma\lmum smg,]e impurity NMT 0 3%
0.01%
Polymer 7 S 7‘\‘.$ 7114«? 0.3% 7
Rét Total impur mes should be NMT l 0%
0.03%
B FAEE R AFIL0%
Water Content NMT 10. O%
2.7%
in AHFi110.0%
Sodlum Content NMT 5.0% 4%
GRS T 15i15.0% e
Acetonitrile NMT 410 ppm 96ppm
Residual Solvents C,)]ﬂ Z8 4ﬂrL4lOppm B _ (LOD=25ppm)
X0 Methanol NMT 3000 ppm 2ppm <LOD
W B 4545143000 ppm (LOD=180ppm)
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s & Product
#  #  Grade
4 H# Mfg Date
%% AH]  Test Date
CASH CAS No

Certificate of Analysis for Tirzepatide

# /R /A Bk Tirzepatide

24+ API for Injection

2026-07-28

2026-08-14

2023788-19-2

o F
% =
25 M

Batch
Quantity
Retest Date
Standard

HXTZ260705
33g .
2028-07-27 1/
In house

Test Item
il 37 B

Bacterial Endotoxins

ELLES

Microbial Limit
WMEMRE

Conclusion
it

Acceptance Criteria

THLARE

7 T liler &)Vtal aeéébic bﬁétéria cou-nl shoul-d b;NM:f 7]66 W

cfu/g

N,N-Dimethyformamide NMT 880 ppm
NN-Z PR P BB/ 880ppm
Less than 5 EU per mg

R F5EU/mg

AR LA | 00cfulg

Total Yeasts and Molds count does not exceed 100 cfu/g
B A £ B A AR T 100cfu/g

B gk

Meet the requirements

O

Do not meet the requirements
S EES

Test Result
AR

19ppm <LOD
(LOD=33ppon).

Meet the requirements
RS ¥ 3

<I10cfu/g

<10cfu/g
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