SHANGHAI KEHUA BIO-ENGINEERING CO.LTD

1189 North Qinzhou Road, 200233, Shanghai, PEOPLE’S REPUBLIC OF CHINA
Ngay 20 thang 05 nam 2025

May 20, 2025

GIAY XAC NHAN TRANG THIET BI Y TE SU DUNG MOT LAN
CERTIFICATE OF DISPOSABLE MEDICAL DEVICES

Kinh giri: B6 Y té (Vu Trang thiét bi va Cong trinh y té, Cac S¢ Y té)
To: Ministry of Health (Department of Medical Device & Contructions; Departments of Health)

Tén: SHANGHAI KEHUA BIO-ENGINEERING CO.,LTD.
Dia chi: 1189 North Qinzhou Road, 200233, Shanghai, PEOPLE’S REPUBLIC OF CHINA

vGi tu cach 1a chi so hitu trang thiét b y té xéc nhan céc trang thiét bi y t& dudi déy la trang thiét bi y té st
dung mot lan

Name: SHANGHAI KEHUA BIO-ENGINEERING CO.,LTD.
Address: 1189 North Qinzhou Road, 200233, Shanghai, PEOPLE’S REPUBLIC OF CHINA

as the Product owner of the medical devices, hereby verify that the following medical devices are disposable
product:

STT Tén trang thiét bi y té Tén viét tat Théng sb
No. Product name Short Name Specification
L. 100 Tests/Kit

Carcinoembryonic Antigen
Quantitative Detection KIT
(Chemiluminescent
Immunoassay)

Reagent 1:1x5.0mL,
CEA Reagent 2:1x7.0mL,
Calibrator A:1x1.0mL,
Calibrator B:1x1.0mL

2. 100 Tests/Kit
Reagent 1:1x5.0mL,
Reagent 2:1x7.0mL,

Ferritin Quantitative Detection

KIT (Chemiluminescent Ferritin Reagent 3:1x17.0mL
Immunoassay) Calibrator A:1x1 .()mL,,
Calibrator B:1x1.0mL

i Free Prostate Specific Antigen Reatg(t)ﬂ?ltTléSZti/SK (l}E’HL

(fPSA) Detection Kit f-PSA Reagent 2:2x6.0mL,
(Chemiluminescent Cilfbmbion dafosl Bk,
Immunoassay) iy ’

Calibrator B;1x1.0mL

4. . . 100 Tests/Kit
Total Prostate Specific Antigen Reagent 1:2x5.0mL,

oL Reagent 2:246 OmL
Immunoassay) Calibrator A: 1x1.0mL,
Y Calibratér B:1x1.0mL




Cancer Antigen 125
Quantitative Detection KIT

100 Tests/Kit
Reagent 1:1x3.0mL,

(Chemiluminescent Gl Rqagent EEL L,
TH RS Cahbrator A:1x1.0mL,
Calibrator B:1x1.0mL
6. 100 Tests/Kit
Carbohydrate Antigen 19-9 Reagent 1:1x5.0mL,
Quantitative Detection KIT CA19-9 Reagent 2:1x7.0mL,
(Chemiluminescent Reagent 3:1x22.0mL,
Immunoassay) Calibrator A:1x1.0mL,
Calibrator B:1x1.0mL
i 100 Tests/Kit
Cancer Antigen 15-3 Reagent 1:1x5.0mL,
Quantitative Detection KIT CA15-3 Reagent 2:1x7.0mL,
(Chemiluminescent Reagent 3:1x22.0mL,
Immunoassay) Calibrator A:1x1.0mL,
Calibrator B:1x1.0mL
8. 50 Tests/Kit
Reagent 1:1x2.5mL,
CA72-4 Detection Kit Reagent 2:1x3.5mL,
(Chemiluminescent CA72-4 Calibrator A:1x1.0mL,
Immunoassay) Calibrator B:1x1.0mL,
Control A:1x1,0mL,
Control B:1x1.0mL
9. 50 Tests/Kit
2],
Pepsirg)gen I QL}'gﬁitative ﬁ:gggi: é i xigg}:,
( Cheifiﬁfllr(x)l?nescent PG-I Cali_brator A:1x1.0mL,
T — Calibrator B:1x1.0mL,
Control 1:1x1.0mL,
Control 2:1x1.0mL
10. 50 Tests/Kit
Pepsinogen II Quantitative SERPRRL LBl
Detection KIT Re_agent <. L<3.amL,
o — PG-I1 Cah.brator A:1x1.0mL,
—— Calibrator B:1x1.0mL,
Control 1:1x1.0mL,
Control 2:1x1.0mL
11. 50 Tests/Kit
G-17 Quantitative Detection Reagent 1122 5ml,
KIT Reggent 2: 1x3.5mL,
(Chemifyminsseest G-17 Cal%brator A:1x1.0mL,
— Calibrator B:1x1.0mL,
Control 1:1x1.0mL,
Control 2:1x1.0mL
12. 50 Tests/Kit
Neuron-specific Enolase Reagent 1:1%5.0mL,
Quantitative Detection KIT NSE Reagent 2:1x3.5mL,
(Chemiluminescent Reagent 3:1x11mlL,
Immunoassay) Calibrator A:2x1.0mL,

Calibrator B:2x1.0mL




13.

Cyfra21-1 Quantitative
Detection KIT
(Chemiluminescent
Immunoassay)

CYFRA21-1

50 Tests/Kit
Reagent 1:1%2.5 mL,
Reagent 2:1x 3.5 mL,
Reagent 3:1x 8.5 mL,

Calibrator A:1 x1.0mL,
Calibrator B: 1 x1.0mL

14.

Squamous-cell Carcinoma
Quantitative Detection KIT
(Chemiluminescent
Immunoassay)

SCCA

50 Tests/Kit
Reagent 1:1x2.5mL,
Reagent 2:1x3.5 mL,
Reagent 3:1x8.5mL,

Calibrator A:1x1.0mL,
Calibrator B:1x1.0mL,
Control 1: 1x1.0mL,
Control 2: 1x1.0mL

Human Epididymis Protein 4
Quantitative Detection KIT
(Chemiluminescent
Immunoassay)

HE4

50 Tests/Kit
Reagent 1:1x3.5mL,
Reagent 3:1x8.5mL,

Calibrator A:1x1.0mL,
Calibrator B:1x1.0mL,
Control 1:1x1.0mL,
Control 2:1x1.0mL

Human Pro-Gastrin Releasing
Peptide Quantitative Detection
KIT
(Chemiluminescent
Immunoassay)

proGRP

50 Tests/Kit
Reagent 1: 1x2.5mL,
Reagent 2: 1x3.5mL,

Calibrator A:1x1.0mL,
Calibrator B:1x1.0mL,
Control 1:1x1.0mL,
Control 2:1x1.0mL

17.

Thyroid-stimulating Hormone
Quantitative Detection KIT
(Chemiluminescent
Immunoassay)

TSH

100Tests/Kit
Reagentl:1x5.0mL,
Reagent 2:1x7.0mL,
Calibrator A:2x1.0mL,
Calibrator B:2x1.0mL

18.

Total Thyroxine Quantitative
Detection KIT
(Chemiluminescent
Immunoassay)

T4

100 Tests/Kit
Reagent 1:2x5.0mL,
Reagent 2:2x6.0mL,

Calibrator A:1x1.0mL,
Calibrator B:1x1.0mL

19.

Total Triiodothyronine
Quantitative Detection KIT
(Chemiluminescent
Immunoassay)

TT3

100 Tests/Kit
Reagent 1:1x5.0mL,
Reagent 2:1x9.0mL,
Reagent 3:1x22.0mL,
Calibrator A:1x1.0mL,
Calibrator B:1x1.0mL

20.

Free Thyroxine Quantitative
Detection KIT
(Chemiluminescent
Immunoassay)

FT4

100 Tests/Kit
Reagent 1:2x5.0mL,
Reagent 2:2x6.0mL,

Calibrator A:1x1.0mL,
Calibrator B:1x1.0mL




21.

Free Triiodothyronine
Quantitative Detection KIT
(Chemiluminescent
Immunoassay)

F13

100 Tests/Kit
Reagent 1:1x5.0mL,
Reagent 2:1x7.0mL,
Reagent 3:1x22.0mL,
Calibrator A:1x1.0mL,
Calibrator B:1x1.0mL

22,

Antibody to Thyroglobulin
Quantitative Detection KIT
(Chemiluminescent
Immunoassay)

Anti-Tg

100 Tests/Kit
Reagent 1:1x5.0mL,
Reagent 2:1x7.0mL,

Calibrator A: 1.0mLx1,
Calibrator B: 1.0mLx1,
Calibrator C: 1.0mLx1,
Calibrator D: 1.0mLx1,
Calibrator E: 1.0mLx1,
Calibrator F: 1. OmLx1

23.

Antibodies to Thyroid
Peroxidase Quantitative
Detection KIT
(Chemiluminescent
Immunoassay)

Anti-TPO

100 Tests/Kit
Reagent 1:1x5.0mL,
Reagent 2:1x22.0mL,
Calibrator A: 1.0mLx1,
Calibrator B: 1.0mLx1,
Calibrator C: 1.0mLx1,
Calibrator D: 1.0mLx1,
Calibrator E: 1.0mLx1,
Calibrator F: 1.0mLx1

24,

Thyroglobulin Quantitative
Detection KIT
(Chemiluminescent
Immunoassay)

50 Tests/Kit
Reagent 1:1x2.5mL,
Reagent 2:1%3.5mL,

Calibrator A:1x1.0mL,
Calibrator B:1x1.0mL,
Control 1:1x1.0mL,
Control 2:1x1.0mL

25.

Procalcitonin Quantitative
Detection KIT
(Chemiluminescent
Immunoassay)

PCT

100 Tests/Kit
Reagent 1: 1x5.0mL,
Reagent 2: 1x7.0mL,
Calibrator A:1x1.0mL,
Calibrator B:1x1.0mL,
Control 1:1x1.0mL,

Control 2:1x1.0mL

26.

Procalcitonin Quantitative
Detection KIT
(Chemiluminescent
Immunoassay)

PCT

50 Tests/Kit
Reagent 1: 1x2.5mL,
Reagent 2: 1x3.5mL,

Calibrator A:1x1.0mL,
Calibrator B:1x1.0mL,
Control 1:1x1.0mL,
Control 2:1x1.0mL

27.

Interleukin-6 Quantitative
Detection KIT
(Chemiluminescent
Immunoassay)

IL-6

50 Tests/Kit
Reagent 1:1%2.5mL,
Reagent 2:1x4.5mL,

Calibrator A:1x1.0mL,
Calibrator B:1x1.0mL,



Admin
Highlight


Control 1:1x1.0mL,
Control 2:1x1.0mL

28. Hepatitis B Surface Antigen 100 Tests/Kit
Detgct:or? KIT HBsAg Reagent 1:1x5.0mL,
(Chemiluminescent = Reagent 2:1x7.0mL,
[mmunoassay) Calibrator A:2x1.0mL
29 Hepatitis B Surface Antibody te Te_StS/K[t
Quantitative Detection KIT seageni. izl s, Ol
e e — Anti-HBs Reagent 2:1x7.0mL,
Hauheass) Calibrator A:2x1.0mL,
Y. Calibrator B:2x1.0mL
30. Hepatitis B e Antigen Detection 100 Tests/Kit
KIT Reagent 1:1x5.0mL,
(Chemiluminescent HBeAg Reagent 2:1x7.0mL,
Immunoassay) Calibrator A:1x1.0mL
31 Hepatitis B e Antibody 100 TB.StS/KIt
Detection KIT Reagent 1:1x5.0mL,
S Anti-Hbe Reagent 2:1x7.0mL,
(Chemiluminescent _
— Reagent 3:1x22.0mL,
Calibrator A:2x1.0mL
g Hepatitis B Core Antibody 1D Te_StS’/Klt
Detection KIT Reagent 1:2x5.0mL,
. . _ Anti-HBc¢ Reagent 2:2x11.0mL,
(Chemiluminescent
I — Reagent 3:2x6.0mL,
HmbaSeRY Calibrator A:1x1.0mL
33, 100 Tests/Kit
Hepatitis C Virus Antibody Reagent 1:1x3.0mL,
Detection KIT . Reagent 2:1x7.0mL,
(Chemiluminescent AIEHCY Reagent 3:1x12.0mL,
Immunoassay) Calibrator A:1x1.0mL,
Calibrator B:1x1.0mL
34, 100 Tests/Kit
Treponema Pallidum Antibody Reagent 1:1x3.0mL,
Detection KIT Anti-TP Reagent 2:1x7.0mL,
(Chemiluminescent Reagent 3:1x12.0mL,
Immunoassay) Calibrator A:1x1.0mL,
Calibrator B:1x1.0mL
35, . 100 Tests/Kit
Human Immunodeficiency Reagent 1:1%3.0mL
Virus Antigen and Antibody & oo ’
) Reagent 2:1x7.0mL,
Detection KIT HIV Ab/Ag _
Chemiluminescent Reagent 3:1x12.0mL,
“ - Calibrator A:1>1.0mL,
MMuRoassay Calibrator B:1x1.0mL
24 Insulin Quantitative Detection L0 Te_StS/KH
KIT Reagent 1:1x5.0mL,
(Chemiluminescent 52 Reagent 2:1#7.0ml,
I © Calibrator A:1x1.0mL,
pnoessE) Calibrator B:1x1.0mL
37. Connecting Peptide C-p 100 Tests/Kit

Quantitative Detection KIT

Reagent 1:1x5.0mL,




(Chemiluminescent
Immunoassay)

Reagent 2: 1x 7.0mL,
Calibrator A:1x1.0mL,
Calibrator B:1x1.0mL

38. N-terminal Pro B-type 100 Tests/Kit
Natriuretic Peptide Quantitative Reagent 1: 1x5.0mL,
Detection KIT NT-proBNP Reagent 2: 1x7.0mL,
(Chemiluminescent Calibrator A:1x1.0mL,
Immunoassay) Calibrator B:1x1.0mL
39. Beta Human Chorionic 100 Tests/Kit
Gonadotropin Quantitative Reagent 1:1x5.0mL,
Detection KIT B-HCG Reagent 2:1x7.0mL,
(Chemiluminescent Calibrator A:1x1.0mL,
Immunoassay) Calibrator B:1x1.0mL
0, Follicle-stimulating Hormone 110 TantsidKit
Quantitative Detection KIT Reaggib 1:1:0.0ml,
o (. Chen;"“ " FSH Reagent 2:1x7.0mL,
Imn uoassa ) Calibrator A:1x1.0mL,
RHIDassay. Calibrator B:1x1.0mL
=L, Luteotropic Hormone L0 Te.StS/Klt
Quantitative Detection KIT WeagenL L 1.t
(Chemiluminescent it ~eagenbe: | 7. 0mls
Frrmpassay) Calibrator A:1x1.0mL,
! i Calibrator B:1x1.0mL
42. 100 Tests/Kit
Prolactin Quantitative Reagent 1: 1x5.0mL,
Detection KIT PRL Reagent 2: 1x12.0mL,
(Chemiluminescent Reagent 3: 1x17.0mL,
Immunoassay) Calibrator A:1x1.0mL,
Calibrator B: 1x1.0mL
43, ] ] I 100 Tests/Kit
P1 ogesterone Quantitative Reagent 1 150w,
Detection KIT ,
(Chemiluminescent ¥ Re.agenl 4z 12 0ml,
—— Calibrator A: 1x1.0mL,
Y Calibrator B:1x1.0mL
A Testosterone Quantitative 100 T?StS/Kﬁ
. Reagent 1: 1x2.5mL,
Detection KIT .
(Chemiluminescent - WERgENL 2 LRl
R Calibrator A: 1x1.0mL,
" s Calibrator B: 1x1.0mL
43 Estradiol Quantitative H00 et
. Reagent 1: 1x5.0mL,
Detection KIT
(Chemiluminescent E2 Reagent 2: 1x7.0mL,
Immunoassay) Calibrator A:1x1.0mL,
Y Calibrator B:1x1.0mL
46, Anti-Mullerian Hormone AU TRStRIIL
Quantitative Dtsetion KIT Reagent 1:1x2.5mL,
uancrla VT elec CO ¢ AMH Reagent 2:1x3.5mL,
e Calibrator A:1x1.0mL,
Immunoassay)

Calibrator B:1x1.0mL,




Control 1:1x1.0mL,
Control 2:1x1.0mL

47. 100 Tests/Kit
Alphal-fetoprotein Quantitative Reagent 1:2x5.0mL,
Detection KIT AFP Reagent 2:2x3.5mL,
(Chemiluminescent Reagent 3:2x11.0mL,
Immunoassay) Calibrator A:1x1.0mL,
Calibrator B: 1x1.0mL
48. 50 Tests/Kit
Alphal-fetoprotein Quantitative Reagent 1:1x5.0mL,
Detection KIT AFP Reagent 2:1x3.5mL,
(Chemiluminescent Reagent 3:1x11.0mL,
Immunoassay) Calibrator A:1x1.0mL,
Calibrator B: 1x1.0mL
49. Carcinoembryonic Antigen >0 TES'tS/'Klt
Quantitative Detection KIT SEAFRAL.LEL X L,
(Chemiluminescent Ll Re:agent s e
—— Cah.brator A:1x1.0mL,
Calibrator B:1x1.0mL
2 Free Prostate Specific Antigen 5 Tiost 108
(fPSA) Detection Kit Reagent 1:1x3.0mL,
(Chemiluminescent R Rengrnt.a:1x6.0ml,
—_— Cah'brator A:1x1.0mL,
Calibrator B:1x1.0mL
7, Total Prostate Specific Antigen o0 Te&_;tS/Klt
(t-PSA) Detection Kit ruengenti Lol Ordl
(Chemiluminescent Gt BAAgenL.25] Na L.,
Immmmoassay]) Cahbrator A: 1x1.0mL,
Calibrator B:1x1.0mL
3. Cancer Antigen 125 2 TSS'tS/Klt
Quantitative Detection KIT Resgeny Lils omk,
(Chemiluminescent Cad25 Re_agent 2:1x3.5mL,
R————" Cah.brator A:1x1.0mL,
Calibrator B:1x1.0mL
53. 50 Tests/Kit
Carbohydrate Antigen 19-9 Reagent 1:1x2.5mL,
Quantitative Detection KIT CA19-9 Reagent 2:1x3.5mL,
(Chemiluminescent Reagent 3:1x11.0mL,
Immunoassay) Calibrator A:1%1.0mL,
Calibrator B:1x1.0mL
54. 50 Tests/Kit
Cancer Antigen 15-3 Reagent 1:1x2.5mL,
Quantitative Detection KIT CA15-3 Reagent 2:1x3.5mL,
(Chemiluminescent Reagent 3:1x11.0mL,
Immunoassay) Calibrator A:1x1.0mL,
Calibrator B:1x1.0mL
B3. Hepatitis B Surface Antigen 50 Tests/Kit
Detection KIT HBsAg Reagent 1:1x2.5mL,

(Chemiluminescent
Immunoassay)

Reagent 2:1x3.5mL,
Calibrator A:1x1.0mL




2 Hepatitis B Surface Antibody o ESim L
Ouantitative Deteefion KIT Reagent 1:1x2.5mL,
ua(]cll a \.T etec 2 ; Anti-HBs Reagent 2:1x3.5mL,
Ileml ummesc) B Calibrator A:1x1.0mL,
mmunoassay Calibrator B:1x1.0mL
57. Hepatitis B e Antigen Detection 50 Tests/Kit
KIT Reagent 1:1x2.5mL,
(Chemiluminescent Hheag Reagent 2:1x3.5mL,
Immunoassay) Calibrator A:1x1.0mL
o8, Hepatitis B e Antibody >0 Tes_tS/Klt
Detection KIT Reagent 1:1x2.5mL,
e 3 Anti-Hbe Reagent 2:1x3.5mL,
(Chemiluminescent
I ) Reagent 3:1x11.0mL,
HEIHoassay Calibrator A:1x1.0mL
o4 Hepatitis B Core Antibody >0 TBS-tS/Klt
Detection KIT Reagent 1:1x5.0mL,
S Anti-HBc¢ Reagent 2:1x11.0mL,
{Chemiluminescent
PG} Reagent 3:1x6.0mL,
thoassay Calibrator A:1x1.0mL
60. N-terminal Pro B-type 50 Tests/Kit
Natriuretic Peptide Quantitative Reagent 1: 1x2.5mL,
Detection KIT NT-proBNP Reagent 2: 1x3.5mL,
(Chemiluminescent Calibrator A:1x1.0mL,
Immunoassay) Calibrator B:1x1.0mL
61. 50 Tests/Kit
D-Dimer Detection Kit Reagent 1: 1x2.5mL,
(Chemiluminescent D-Dimer Reagent 2: 1x3.5mL,
Immunoassay) Calibrator A: 2x0.5mL,
Calibrator B:2x0.5mL
62. 50 Tests/Kit
Reagent 1:1x2.5mL,
Hs-Tnl Quantitative Detection Reagent 2:1x3.5mL,
Kit (Chemiluminescent hs-Tnl Calibrator A:1x1.0mL,
Immunoassay) Calibrator B:1x1.0mL,
Control 1:1x1.0mL,
Control 2:1x1.0mL
63, Washing Buffer of Analytes Washing Buffer 10 L/Bottle
64. , i Washing
Washing Buffer Buffer(concentrated, 25%) 400 mL
0. Chemiluminescent Substrate Chemllunn‘nescent 125 mLx2
Substrate
66. Sample Diluent Sample Diluent 45.0 mLx2
o7 Maintenance Solution Maintenance Solution 45.0 mLx2
68. Immunoassay Unassayed Low Value: 1x5.0 mL;

Control

Immunoassay QC

High Value: 1x5.0 mL.




69.

Tumor Marker Unassayed
Control

Low Value: 1x2.0 mL;

Tumis Merker QG High Value: 1x2.0 mL.

Ngwoi dai dién hop phap cia Chu sé hitu
Legal Representative of Product Owner
Ky tén (Ghi ho tén day di, chirc danh)
Xac nhan bcing dci;;r_ hodc chir ky
(Signature) {ﬁé@m@\t\z\t@]
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