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SHANGHAI KEHUA BIO-ENGINEERING CO.,LTD.

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

May 20, 2025

GIAY UY QUYEN
LETTER OF AUTHORIZATION

Kinh giri: B§ Y té (Cuc Co s& ha tang va Thiét bi y té&; Cac So Y té)

To: Ministry of Health (Infrastructure and Medical Device Administration - IMDA; Departments of
Health)

Chung t6i, SHANGHAI KEHUA BIO-ENGINEERING CO.,LTD., c6 dia chi tai: 1189 North Qinzhou
Road, 200233 Shanghai, PEOPLE’S REPUBLIC OF CHINA, vdi tu cach 1a cha so htru trang thiét bi y té
bang van ban nay ty quyén cho CONG TY TNHH CONG NGHE TIANLONG VIET NAM c6 dia chi
tai phong 608, Tang 6 Toa nha Trung tim thuong mai s6 22 Ly Tu Trong, Phuong Minh Khai, Quin Hong
Bang, Thanh ph6 Hai Phong, Viét Nam duoc luu hanh tai thi truong Viét Nam céc trang thiét bi y té sau
(theo Phu lyc dinh kém).

We, SHANGHAI KEHUA BIO-ENGINEERING CO.,LTD., address: 1189 North Qinzhou Road, 200233,
Shanghai, PEOPLE’S REPUBLIC OF CHINA, as the owner of the medical devices listed hereunder, hereby
authorize TIANLONG VIETNAM TECHNOLOGY CO., LTD address: Room 608, 6th Floor, Trade
Center Building No. 22 Ly Tu Trong, Minh Khai Ward, Hong Bang District, Hai Phong City, Vietnam to
place/register the following medical devices to the market of Vietnam (according to the attached appendix).

Chung t6i cam két cung cép, hd trg cic yéu cau lién quan dén thong tin, chat luong va bao dam cac diéu
kién vé bao hanh, bao tri, bao dudng va cung cap vat tu, phu kién thay thé trang thiét b y té néu trén.

We hereby commit to provide and support any inquiry related to the information and quality of the medical
devices, guarantee all warranty, maintenance and service conditions and supply replacement materials
and accessories for the medical devices.

Thue iy quyén nay hiéu lec dén thoi diém: 31/12/2030 (ngay/thang/nim)

This Letter of Authorization is valid until: 31.December.2030 (dd/mm/yy)

Nguoi dai dién hgp phap cua Chu sé hiru
Legal Representative of Product Owner
Ky tén (Ghi ho tén day du, chirc danh)

(Stgnan e) tullh mg.a
(Confirmed v;\tf seal or drg:@af !
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Phu luc 1 (Appendix 1)

STT Tén trang thiét bi y té Tén viét tit Thong )
No. Product name Short Name Specification
L. Carcinoembryonic Antigen TGl
L ot Reagent 1:1x5.0mL,
Quantltatw_e Defectnon KIT CEA Reagent 2:1x7.0mL,
(C?;ﬁ'&ﬁ?;?:;;; . Calibrator A:1x1.0mL,
Calibrator B:1x1.0mL
o 100 Tests/Kit
Ferritin QuantiFativg Detection ¥ gzzg:m ; } 38211::
KIT (Chemiluminescent Ferritin R 3-1%17.0mL
Immunoassay) caZEnEo; PR 2
Calibrator A:1x1.0mL,
Calibrator B:1x1.0mL
B¢ Free Prostate Specihﬁc Al:ltigen Reafg(igtTliSZtiff(l)tmL,
(fPSA) Detection Kit :
(Chemiluminescent i Reagent 2:2x6.0mL,
R Call_brator A:1x1.0mL,
Calibrator B:1x1.0mL
i Total Prostate Specific Antigen 20 Te_StS/Klt
(t-PSA) Detection Kit Reagent 1:2x5.0mL,
(Chemiluminescent FLES Reagent 2:2x6,0mL,
Calibrator A: 1x1.0mL,
AUnoBssay) Calibrator B:1x1.0mL
5% : 100 Tests/Kit
Quaiilirtl:tii/?gétg:c?tiéisKIT Sl s mit
(Chemiluminescent CAl25 Re_agem 2:1x7.0mL,
S— Callprator 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
T 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




Pepsinogen I Quantitative
Detection KIT
(Chemiluminescent
Immunoassay)

PG-I]

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

10.

Pepsinogen II Quantitative
Detection KIT
(Chemiluminescent
Immunoassay)

PG-II

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

11.

G-17 Quantitative Detection
KIT
(Chemiluminescent
Immunoassay)

G-17

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

12:

Neuron-specific Enolase
Quantitative Detection KIT
(Chemiluminescent
Immunoassay)

NSE

50 Tests/Kit
Reagent 1:1x5.0mL,
Reagent 2:1x3.5mL,
Reagent 3:1x11mL,

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

13.

Cyfra21-1 Quantitative
Detection KIT
(Chemiluminescent
Immunoassay)

CYFRA21-1

50 Tests/Kit
Reagent 1:1x2.5 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

15.

Human Epididymis Protein 4
Quantitative Detection KIT
(Chemiluminescent
Immunoassay)

HE4

S0 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

16.

Human Pro-Gastrin Releasing
Peptide Quantitative Detection
KIT

proGRP

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




(Chemiluminescent
Immunoassay)

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

2l Thyroid-stimulating Hormone 100Tests/Kit
L . Reagent1:1x5.0mL,
Quantitative Detection KIT
Lo TSH Reagent 2:1x7.0mL,
(Chemiluminescent :
[mmunoassay) Calibrator A:2x1.0mL,
Calibrator B:2x1.0mL
18. . o L 100 Tests/Kit
Total Thyr0x1pe Quantitative Reagentil {2%S,0ml%
Detection KIT
(Clemilamineseent TT4 Reagent 2:2x6.0mL,
Fiititoassay) Calibrator A:1x1.0mL,
Y Calibrator B:1x1.0mL
19. 100 Tests/Kit
Total Triiodothyronine Reagent 1:1x5.0mL,
Quantitative Detection KIT TT3 Reagent 2:1x9.0mL,
(Chemiluminescent Reagent 3:1x22.0mL,
Immunoassay) Calibrator A:1x1.0mL,
Calibrator B:1x1.0mL |
ot Free Thyroxine Quantitative LD
: Reagent 1:2x5.0mL,
Detection KIT
(Gl sarent FT4 Reagent 2:2x6.0mL,
R Calibrator A:1x1.0mL,
Y Calibrator B:1x1.0mL
21. 100 Tests/Kit
Free Triiodothyronine Reagent 1:1x5.0mL,
Quantitative Detection KIT FT3 Reagent 2:1x7.0mL,
(Chemiluminescent Reagent 3:1x22.0mL,
Immunoassay) Calibrator A:1x1.0mL,
Calibrator B:1x1.0mL
20 100 Tests/Kit
Reagent 1:1x5.0mL,
Antibody to Thyroglobulin Rgagent 2:1>7.0mL,
WL ; Calibrator A: 1.0mLx1,
Quantitative Detection KIT ] :
(2 Anti-Tg Calibrator B: 1.0mLx*1,
(Chemiluminescent .
o e Cal;brator C: 1.0mLx1,
Calibrator D: 1.0mLx*1,
Calibrator E: 1.0mLx1,
Calibrator F: 1. OmLx*1
| 23, 100 Tests/Kit
Reagent 1:1x5.0mL,
Antibodies to Thyroid Reagent 2:1x22.0mL,
Peroxidase Quantitative Calibrator A: 1.0mLx1,
Detection KIT Anti-TPO Calibrator B: 1.0mLx1,
(Chemiluminescent Calibrator C: 1.0mLx1,
Immunoassay) Calibrator D: 1.0mLx1,

Calibrator E: 1.0mLx1,

Calibrator F: 1.0mLx1
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24, 50 Tests/Kit
Thyroglobulin Quantitative g:zz:g: ; } zgggi’
Detgctlor? peLy Tg Calibrator A:1x1.0mL,
(Chemiluminescent CREbratoc Rl I Ok,
R oaEEY) Control 1:1x1.0mL,
Control 2:1x1.0mL
N 100 Tests/Kit
L. . s Reagent 1: 1x5.0mL,
Procalcitonin Quantitative Reagent 2: 1x7.0mL
g g PCT Calibrator A:1x1.0mL,
[Chemuummescent Calibrator B:1x1.0mL,
SnuRosssEY) Control 1:1x1.0mL,
Control 2:1x1.0mL
26. 50 Tests/Kit
e fn Reagent 1: 1x2.5mL,
Procalcitonin Quantitative Reagent 2: 1x3.5mL
DfectionieIT PCT Calibrator A:1x1.0mL,
(Chemiluminescent Calibrator B:1x1.0mL,
Immunoassay) Control 1:1x1.0mL,
Control 2:1x1.0mL
2{7. 50 Tests/Kit
: Reagent 1:1x2.5mL,
Interleukin-6 Quantitative Reagerr:t 2-1x4.5mL,
ot IL-6 Calibrator A:1x1.0mL,
(Chemiliminescent Calibrator B:1x1.0mL,
Jmmunoassay) Control 1:1x1.0mL,
Control 2:1x1.0mL
28. Hepatitis B Surface Antigen 100 Tests/Kit
Detection KIT HBsAg Reagent 1:1x5.0mL,
(Chemiluminescent Reagent 2:1x7.0mL,
Immunoassay) Calibrator A:2x1 .0mL
Al 100 Tests/Kit
22 Hepatitis B Surface Antibody Reagent f'sliS OmL
Quantitative Detection KIT Anti-HBs Reagent 21 ><7.0mL’
(Chemiluminescent Calibrator A:2x1.0mL,
eaoassay) Calibrator B:2x1.0mL
30. | Hepatitis B e Antigen Detection 100 Tests/Kit
KIT HBeA Reagent 1:1x5.0mL,
(Chemiluminescent g Reagent 2:1x7.0mL,
Immunoassay) Calibrator A:1x1.0mL
2] e : 100 1
Hepatitis B e Antibody ReagentT le'slt>s</5K (l)tmL
Dete.cnm.l il Anti-Hbe Reagent 2:1x7.0mL,
(Chemiluminescent Reagent 3:1x22.0mL
Immunoassay) Calibrator A:2x1.0mL
30 Hepatitis B Core Antibody 100 Tests/Kit
Detgctlor} KIT Anti-HBc Reagent 1:2x5.0mL,
(Chemiluminescent Reagent 2:2x11.0mL
Immunoassay) : ) ;




Reagent 3:2x6.0mL,
Calibrator A:1x1.0mL

Hepatitis C Virus Antibody

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

Detection KIT ] Reagent 2:1x7.0mL,
(Chemiluminescent RAETER 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. Human Immunodeficiency R 100 Tests/Kit
Virus Antigen and Antibod Cagen il il Omi
R e Reagent 2:1x7.0mL
gen 3
Detection KIT HIV Ab/Ag
(Chemiluminescent Rez'igent 3:1x12.0mL,
TR Calibrator A:1x1.0mL,
Calibrator B:1x1.0mL
=2 Insulin Quan’;i(t;;ive Detection Realg(i(x: tT]e;S]tf(/s}?(l)tmL,
(Chemiluminescent 185 Re?agent 2:1<7,0mE
T oatay) Callprator A:1x1.0mL,
Calibrator B:1x1.0mL
: : 100 T it
4 annf:ctmg e ! — Reagent f:slti/SI?(l)mL,
Quantltam{e Dgtectlon KIT C-P Reagent 2: 1x 7.0mL,
(Chemiluminescent Calibrator A:1x1.0mL,
Immunoassay) 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
40 Follicle-stimulating H 190 ients B
S ER e\ Reagent 1:1x5.0mL,
RS el I FSH Reagent 2:1x7.0mL,
( [;“r;'u‘::;:::;)e“‘ Calibrator A:1x1.0mL,
Calibrator B:1x1.0mL
41. ! 100 Tests/Kit
Luteotropic Hormone : L
Quantitative Detection KIT REsfen sl s O
(Chemiluminescent LH Reg gent 2: 1x7.0mL,
Calibrator A:1x1.0mL,
Immunoassay)

Calibrator B:1x1.0mL__|
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4. 100 Tests/Kit
Prolactin Quantitative Reagent 1: 1x5.0mL,
Detection KIT PRL Reagent 2: 1x]2.0mL,
(Chemiluminescent Reagent 3: 1x17.0mL,
Immunoassay) Calibrator A:1x1.0mL,
Calibrator B:1x1.0mL
43. Progesterone Quantitative Reaégg t'l"les]tsx/IS(g il
s oy P Reagent 2: 1x7.0mL,
- Calibrator A: 1x1.0mL,
ROREAESA) Calibrator B:1x1.0mL
4. Testosterone Quantitative Rea;ggt];ésfi/?lstmL
Detgctlot} 248 T Reagent 2: 1x4.5mL,
(Chemiluminesoent Calibrator A: 1x1.0mL,
AAMYNOASSAY) Calibrator B: 1x1.0mL
it
. Estradiol Quantitative Re a;ggt?slt Sx/?z)mL
Dete_ctlor? KIT E2 Reagent 2: 1x7.0mL,
(Chemiluminescent Calibrator A:1x1.0mL,
Immunoassay) Calibrator B:1x1.0mL
46. 50 Tests/Kit
: : Reagent 1:1x2.5mL,
Anti-Mullerian Hormone Reagent 2:1x3.5mL
feapntative Detcetion KIT AMH Calibrator A:1x1.0mL
(Chemiluminescent Calibrator B:1x1.0mL,
I 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: 1 X 1 OmL,
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. _ : : 50 Tests/Kit
Carcinoembryonic Antigen Reagent 1:1x2.5mL,
Quantitative Detection KIT CEA Reagent 2:1x3.5mL
(Chemiluminescent Calibrator A:1x1.0mL,
fmmunoassay) Calibrator B:1x1.0mL
50. : : 50 Tests/Kit
Free Prostate Specific Antigen Reagent TS 1Sx 5 lOmL
(B3A) Detoction Kit £-PSA Reagent 2:1x6.0mL,
(Chemiluminescent Calibrator A:1x1.0mL
Immunoassay) s B v

Calibrator B:1x1.0mL

A\



Total Prostate Specific Antigen
(t-PSA) Detection Kit

50 Tests/Kit
Reagent 1:1x5.0mL,

(Chemiluminescent t-PSA CZ?E?;Z;%S ji?gﬁi
R Calibrator B:1x1.0mL
52. Cancer Antigen 125 R asgnfclts-tlsill(IStmL
Quantitative Detection KIT CA125 Rzagent 2: . x3' 5mL’
S Calibrator A:1x1.0mL,
Ly Calibrator B:1x1.0mL
£3 50 Tests/Kit
Carbohydrate Antigen 19-9 Reagent 1:1x2.5mL,
Quantitative Detection KIT CA19-9 Reagent 2:1x3.5mL,
(Chemiluminescent v Reagent 3:1x11.0mL,
Immunoassay) Calibrator A:1x1.0mL,
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,
B Calibrator B:1x1.0mL
55. Hepatitis B Surface Antigen 50 Tests/Kit
Detection KIT HBsAg Reagent 1:1x2.5mL,
(Chemiluminescent Reagent 2:1x3.5mL,
Immunoassay) Calibrator A:1x1.0mL
56. o : 50 Tests/Kit
Hepatitis B Surface Antibody Reagent ls~l><2 Sml
Quantitative Detection KIT i RL A 2: 1 x3-5mL
i henlummescent Calibrator A:1x1.0mL,
Immunoassay) Calibrator B:1x1.0mL
57. | Hepatitis B e Antigen Detection 50 Tests/Kit
KIT Reagent 1:1x2.5mL,
A
(Chemiluminescent HBEGE Reagent 2:1x3.5mL,
Immunoassay) Calibrator A:1x1.0mL
58. e . 50 Tests/Kit
Hepatitis B e Antibody Reagent 1:1x2.5mL,
Detection KIT Anti-Hbe Reagent 2:1x3.5mL,
(Chemiluminescent Reagent 3:1x11.0mL,
Immunoassay) Calibrator A:1x1.0mL
59. s : 50 Tests/Kit
g Hepatitis B Core Antibody Reagent 1:1x5.0mL
Detection KIT Anti-HBc Reagent 2:1x11.0mL,
(Chemiluminescent Reagent 3:1x6.0mL
o 08593 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,
o Immunoassay) Calibrator B:1x1.0mL |




D-Dimer Detection Kit
(Chemiluminescent
Immunoassay)

D-Dimer

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

Calibrator A: 2x0.5mL,
Calibrator B:2x0.5mL

Hs-Tnl Quantitative Detection

Kit (Chemiluminescent
Immunoassay)

hs-Tnl

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 |

Control

—
63. | Washing Buffer of Analytes Washing Buffer 10 L/Bottle
64. . Washing
Waue Bulter Buffer(concentrated, 25%) Bl

65. Chemiluminescent Substrate Shedilur ey 125 mLx2
Substrate

66. Sample Diluent Sample Diluent 45.0 mLx2

87 Maintenance Solution Maintenance Solution 45.0 mLx2

68. Immunoassay Unassayed Low Value: 1x5.0 mL;

Control e hoessyQC High Value: 1x5.0 mL. |
69. Tumor Marker Unassayed Low Value: 1x2.0 mL;

Tumor Marker QC

High Value: 1x2.0 mL.
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Ténglanh sy quin VigtNam tai Thugng Hii
Consulate General of Vietnam in Shanghai

HQP PHAP HOA LANH SU'
CONSULAR AUTHENTICATION

1.Quéc gia: Viét Nam
Country: Vietnam
Gifly to, tai li¢u ndy
This public document
2.Do 6ng/ba: Shi Wei  ky
Has been signed by:
3.V6i chirc danh: Ph¢ Phong Lanh su
Acting in the capacity of: Deputy Chief-Consular office
4.V con ddu cia: By Ngoai giao Trung Quéc
Bears the seal/stamp of: Ministry of Foreign Affairs of
the People's Republic of China.
Purgc hop phép héa lanh sy
Certifie8
5.Tai: Thugng Hai
At; Shanghai 6.Ngay/on: 14/07/2025
7.Co quan cip: TLSQ Viét Nam tai Thuong Hai
By: Consulate General of Victnam in Shanghai.
8.S6/N°: _404-3/2025




