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Nanjing Hanxin Pharmaceutical Technology Co., Ltd

PEIHE R EH AR R IAEREUMR RIS D05 CotF 1hE: 2 ,
Add: Building C5, No.9 Weidi Road, Qixia District, Nanjing City, t]@//
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(LOQ=0.05%)
(LOD=0.02%)

HANXIN PHARM
ESR YOS 4 ]
Certificate of Analysis for Semaglitigde
s £ Product 8] £ # & Ik Semaglutide
#M  #  Grade B4t # API 5 Batch SM250701-3
CAS No. 910463-68-2 # & Quantity 13.75¢g
£ 703 Mfg Date 2025-11-06 % #1 Retest Date 2027-11-05
#3 a4  Test Date 2025-12-04 # /& Standard 4k #R4E In-house
@EMX WEROCHE, MERBER
Package  Double layer polyethylene bag, Double layer aluminum-plastic film bag
Test Item Acceptance Criteria Test Result
#5i)2 B T L AR ¥ g st
Appear‘u;;e-_“ o "-m_\i/hlte 01_aﬂn_0_st_u?:1; powder - Wlnt"e.;)_o-wden
e _ GéRAaemx _geRas
The 1ctent10n time of the n_1aJ0: peak of the Sample
Chromatographic Solution should correspond to that of the Standard .
. . . Meet the requirements
Identification Solution, as obtained in the Assay. B i
&34 % 5 AERATAT, BiX& R P £ 01R G0 9 5 4 et
- Euu iR - B
Mass specn_o_r_n_e_t-r_y - The molecular welght 01‘ tl;; émQé lqétope should be -
Identification 4111.12+0.5Da 4111.108Da
T v 2 5 ¥R F 5T £4111.1220.5Da
Thewchilomatoglaphlc profile of th:e_Sa;p_l;So]u_tlon o )
Peptide Mapping Meet the requirements
P corresponds to that of the Standard Solution. Heg A
Pk g ik 9 &8 B HATE SRR — B o
pH 6.0-9.0 7.6
Peptide Content "7’;_%400% 93%
Assay 95.0% ~ 105.0% (Anhydrous and lon-free) 5 i
TE 95.0% ~ 105.0% (LA ALHT)
Chlomatogil:lpihlc - 7
Purity NLT 99.0% 99.1%
BB
- Hydrophilic Impurities NMT 3.4%
_ 0.50%
Related Substances FORE R A 1F123.4%
H XM H)lephOb]C Impurity 1 NMT 3.1% i

Eﬁﬂk i—rﬁli’i 113 1%

H} dlophoblc Impurlty 2 NMT 0. 3% | Not Detecled o

SRAK LA A2715180.3% KAl
Without written approval of th company, the test report shall not be ])dlllil”)' copied (except the full-text copy)
hpApdfadot, TEHSEH (B LHR) HNRL
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Nanjing Hanxin Pharmaceutical Technology Co., Ltd
SEI TR s T EE R A HRE AL I FE0S Otk WB: 210046

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

HiETel: 86-25-52805760

8] £ A& AT IRE

Certificate of Analysis for Semaglutide

& 4 Product

a) &4 -& Ik Semaglutide

C ﬂl% p H- i ‘3000 ppm
Isoptopy dlcohol NMT 5000 ppm

Not Detected

# # Grade BAtEy API # 5  Batch GCHXSM250701-3
CAS No. 910463-68-2 # & Quantity 13.75¢
4 * A Mfg Date 2025-11-06 #5535 Retest Date 2027-11-05
#3BH 25 Test Date 2025-12-04 4= A& Standard {1k 478 In-house
BEHMX MERCHE, WERHBER
Package  Double layer polyethylene bag, Double layer aluminum-plastic film bag
Test Item Acceptance Criteria Test Result
#i= ] EE: & Hor g 25 R
- N Total lmpuutle;_]\_lm 5 5% )
0.96%
BA A 1Fi15.5% - -
High Molecular
) NMT 0.3%
Weight Proteins X 230.3% 0.04%
~ g0,
- EmyTEe ) T -
Water Content NMT 10.0%
3.6%
ke B A 4514 10.0% ) o 7
Sodlum ion report value
2.3%
- . WEFRSEMHL
Cation Tromethamine report value Not Detected
Fa &1 AT EBMMEHA - | kel
Ammonium ion report Value Not Detected
- f | BRREEG R
Su]ﬁte ion report value Not Detected
| RBAMRESE KAl
Anion Chlm ide ion report value <LBD (BT
J . 0
Ve ) ﬁLﬁ-u %ﬁ«fﬁtﬁ "HE _ -
Phosphate ion report va]ue Not Detected
REBRERE AL
Acetlc acid NMT 5000 ppm
709ppm
Cﬁx%%{r ,5,99,0,@“] e
Tl lﬂLIOI oacetic dCld NMT 1000 ppm Not Detected
Residual
= MG 541000 ppm A A
Solvents Rt _l T\_]I_\/IT 5000 pIT - - -
. thano m
BRIRE il 6ppm

Ft 7 8% 445 1£5000 ppm At th
Without written approval of the Lomp.m\ the test report shall not be partially copied (except the full-text copy)
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Nanjing Hanxin Pharmaceutical Technology Co., Ltd
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3] £ # & o ATARE

Certificate of Analysis for Semaglutide

% % Product a] £ #& & K Semaglutide

#M, # Grade JRFE API # % Batch GCHXSM250701-3
CAS No. 910463-68-2 # & Quantity 13.75g

4 = R#  Mfg Date 2025-11-06 2% 3 Retest Date 2027-11-05

#3838 Test Date 2025-12-04 4 /A& Standard 4~ dk 4748 In-house

BEHX WERCHE, ERER
Package  Double layer polyethylene bag, Double layer aluminum-plastic film bag

Test Item Acceptance Criteria Test Result
#rif] o B TZATE e ss R
) - Toluene I\?I\_/I%é‘)() ppm - - Notrrlw)?éfé;:ted
- FARLAFL890 ppm - Aded
7 Acetomtule NMT 410 ppm - - -
. 3ppm
LM A~ #3-iL410ppm -
N Bel-‘l“Z-EI]e NM%Z .ppm - thi[géfééted
A AM3iL2 ppm. - - A
N N- d11sop10pylet_hylamme NMT ]000 ppm Not Detected
N,N- = # 2 G fie 7243141000 ppm R A th
N,N- dlmethylfoun'lmlde NMT 880 ppm_- - - f\lot Dete_c_t_é:_(i_
N,N-= P A 7 B 1 45 1. 880ppm At

Plpe1 idine NMT 1000 ppm
o ?Fﬁ L1000 ppm

27ppm

Bacterial . '
The bacterial endotoxin should be less than 10 EU per mg
Endotoxins B 1mah 4 4 &£ 5o F 10EU <1 EU/mg
mg & FH KD
LGl .

<10% cfw/
& A A HORAL 107 cl"u/g £

Microbial Limit Total Yeasts and Molds count does not exceed ]O’cfufg .
<10?% ctulg

XY AT A B G SR AL 107 efu/g o -
Eschench:a coli should not be detected in 1g of sample Not Detected
- - lgT 13‘\.1:\: W kﬁfﬁiﬂ“ﬂﬁfl f\%" . e f\%"
HOStlgeeSIildEléOtem NMT 100 ppm <L OD
BIBOHY T\HJ“OO ppm (2.5ppm)
‘Host Cell DNA e 1 ) o
Resldue NMT 10 ng/mg <LOD
% TDNAK A FF3iL10 ng/mg (2.5ng/mg)
Specific Activity 0.7~1.3 Units/mg )
. e 5 e b s G T 1.0 Units/mg
P iE M # Img 8] £ 46 IR6Y 1L B H0.7~1.3 542

Without written approval of the company, the test report shall not be partially copied (except the full-text copy)
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‘g’ Nanjing Hanxin Pharmaceutical Technology Co., Ltd
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Add: Building C5, No.9 Weidi Road, Qixia District, Nanjing City, China 210046.
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8] £ A & ko AT AR

Certificate of Analysis for Semaglutide

B %  Product &) 4% & 1k Semaglutide
# &  Grade Bty API # 5 Batch GCHXSM250701-3
CAS No. 910463-68-2 % % Quantity 13.75¢
4= H A Mifg Date 2025-11-06 23> #1 Retest Date 2027-11-05
# ¥ E 35 Test Date 2025-12-04 #% /& Standard 4~ AR In-house j/’

BEMX WMERCHR, WEBER
Package  Double layer polyethylene bag, Double layer aluminum-plastic film bag

Test ltem Acceptance Criteria Test Result
Ho ) B TH &R BREE
 Particle Size ~ DeEzm  Du728um
Distribution S5um<<Dsp<25pm Ds0:17.63um
KA _ Doo<53um _ Dgp:30.47um
WWVConcEl_s;)-n_ - [; l\/igc_tﬂ;e r‘erqrtilii;;mie”nts ~_ Donotmeet the 1'eqL1it‘e111ei1t:s_---
g HeRd AReRK

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