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Autobio Diagnostics Co., Ltd.

No. 87 Jingbei Yi, National Eco & Tech Development Area, 450016 Zhengzhou, CHINA
Ngay/ Date: 07/07/2025

GIAY UY QUYEN
Letter of Authorization
Kinh gtri: C4c co quan hitu quan
To Whom It May Concern
Chung t6i, Autobio Diagnostics Co., Ltd., c6 dia chi tai No. 87 Jingbei Yi, National Eco &

Tech Development Area, 45 0016 Zhengzhou, CHINA, v6i tu c4ch 1a chii s& hitu thiét bi y €

bing vin ban nay ty quyén cho Cong ty TNHH TM DV Vinh Tin, c6 dia chi tqi 44/6 Téin
Hung, Phuwong 12, Quan 5, Thanh phé Hé Chi Minh, Viét Nam duoc luu hanh tai thi trudng
Viét Nam céc thiét b y t4 sau:

We, Autobio Diagnostics Co., Ltd., is located at No. 87 Jingbei Yi, National Eco & Tech
Development Area, 450016 Zhengzhou, CHINA, as the owner of the following medical
devices list, hereby authorize Vinh Tin TM DV COMPANY LIMITED, located at 44/6 Tan
Hung, Ward 12, District 5, Ho Chi Minh City, Vietnam to place/ register the following medical
devices to the market of Vietnam:

Xem Phu luc dinh kém / See attached Appendix

Chuing t6i cam ket cung cAp, hd tro céc yéu ciu lién quan dén thong tin, chét lugng va bao dam

céc diéu kién v& bao hanh, bao tri, bio dudng va cung cip vit tu, phu kién thay thé thiét bj y té
néu trén.

We hereby commit to provide and support any requires 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.

Thu Wy quyén nay hiéu luc dén thoi diém: 31/12/2030
This Letter of Authorization is valid until: 31/12/2030

Ngwoi dai dién hop phap cia Chi sé hitu
Legal representative of the Product Owner

Ky tén (Ghi ho tén day du, chirc danh)
Xdc nhdn bang ddu hodc chir ky

(d4 ky tén, déng déu)

Tén: Mel Zhao

Chike vu: Gidm doc khu vuec chéu A



Phu luc/ Appendix

STT/ No. Tén sin phdm/ Name of product
1 FSH CLIA Microparticles
2 T4 CLIA Microparticles B
3 TSH CLIA Microparticles . |
4 T3 CLIA Microparticles
5 FT3 CLIA Microparticles )
6 FT4 CLIA Microparticles
.7 E2 CLIA Microparticles |
8 PRL CLIA Microparticles
9 Testosterone CLIA Microparticles
10 LH CLIA Microparticles
11 PRG CLIA Microparticles - g
12 Insulin CLIA Microparticles
13 C-Peptide CLIA Microparticles
14 Cortisol CLIA Microparticles
15 ACTH CLIA Microparticles
16 Aldosteron CLIA Microparticles
17 uE3 CLIA Microparticles
18 MYO CLIA Microparticles
19 Col IV CLIA Microparticles
20 PIIINP CLIA Microparticles
2l HA CLIA Microparticles
22 LN CLIA Microparticles
23 HGH CLIA Microparticles
24 Anti-TG CLIA Microparticles
25 Anti-TPO CLIA Microparticles
26 TG CLIA Microparticles B
27 Renin CLIA Microparticles
28 Angiotensin II CLIA Microparticles -
29 CK-MB CLIA Microparticles
30 cTnl CLIA Microparticles
31 PTH CLIA Microparticles
32 Free B-hCG CLIA Microparticles
33 hs-CRP CLIA Microparticles
34 P-AFP CLIA Microparticles
35 PCT CLIA Microparticles
____ 36 B-hCG CLIA Microparticles
37 DHEA-S CLIA Microparticles
38 SHBG CLIA Microparticles
38 170-OHP CLIA Microparticles
40 NT-proBNP CLIA Microparticles
41 PAPP-A CLIA Microparticles
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42 AFP CLIA Microparticles

43 CEA CLIA Microparticles

44 tPSA CLIA Microparticles

45 CA50 CLIA Microparticles

46 fPSA CLIA Microparticles

47 CA125 CLIA Microparticles

48 CA15-3 CLIA Microparticles

49 CA19-9 CLIA Microparticles

50 Ferritin CLIA Microparticles

51 B2-Microglobulin CLIA Microparticles
52 HBsAg CLIA Microparticles

53 Anti-HBs CLIA Microparticles

54 HBeAg CLIA Microparticles

55 Anti-HBe CLIA Microparticles

56 Anti-HBc CLIA Microparticles -
57 CA72-4 CLIA Microparticles |
58 SCCA CLIA Microparticles

59 NSE CLIA Microparticles

60 CYFRA21-1 CLIA Microparticles

61 Anti-TP CLIA Microparticles

62 Anti-HCV CLIA Microparticles

63 Anti-HIV CLIA Microparticles

64 CMV IgG CLIA Microparticles

65 HSV-1 IgG CLIA Microparticles

66 HSV-2 IgG CLIA Microparticles

67 Rubella IgG CLIA Microparticles

68 Toxo IgG CLIA Microparticles

69 CMYV IgM CLIA Microparticles

70 HSV-1 IgM CLIA Microparticles

71 | HSV-2 IsM CLIA Microparticles

72 Rubella IgM CLIA Microparticles

7 Toxo IgM CLIA Microparticles o
74 HAV IgM CLIA Microparticles

75 Anti-HBc¢ IgM CLIA Microparticles
76 HBV PreS1-Ag CLIA Microparticles B
77 HEV IgM CLIA Microparticles

78 HEV IgG CLIA Microparticles

79 HBeAg CLIA Microparticles

80 Anti- HBc CLIA Microparticles

81 Anti-HBe CLIA Microparticles

82 Anti-HBs CLIA

83 HBeAg CLIA

84 Anti-HBe CLIA

85 Anti-HBc CLIA




86 HBsAg CLIA

87 AFP CLIA

88 CEA CLIA

89 CA50 CLIA

90 fPSA CLIA

91 CA125 CLIA

92 CA15-3 CLIA

93 CA 19-9 CLIA

94  Anti-TP CLIA

95 Anti-HCV CLIA
96 Anti-HIV CLIA

97 LH CLIA

98 PRL CLIA

99 E2 CLIA

100 | PRGCLIA

101 B2-Microglobulin CLIA
102 TSH CLIA

103 T4 CLIA

104 T3 CLIA

105  FT3 CLIA

106 FT4 CLIA

107 Anti-TPO CLIA
108 Anti-TG CLIA

109 C-Peptide CLIA
110 Insulin CLIA

111 | p-HCG CLIA

112 CEA ELISA

113 AFP ELISA

114 Toxo IgM ELISA
115  CMV IgM ELISA
116 Rubella IgM ELISA
117 HSV-1 IgM ELISA
118 HSV-2 IgM ELISA
119 Toxo IgG ELISA
120 CMV IgG ELISA
121 Rubella IgG ELISA
122 HSV-1 IgG ELISA
123 HSV-2 IeG ELISA
124 HAV IgM ELISA
125 Anti-HBs ELISA
126 HBeAg ELISA

127 Anti-HBe FLISA
128 Anti-HBc ELISA
129 EBV VCA-IgA ELISA
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130

HSV-1 IgG Avidity ELISA

131 HSV-2 IgG Avidity ELISA

132 AutoLumo Anti-TP Control

133 HBsAg Control

134 Tumor Marker Control

135 Anti-TP Rapid Test version 1

136 Anti-HIV Rapid Test version 1

137 Anti-HCV Rapid Test version 1 )

138 HBsAg Rapid Test version 1 B

139 cTnl Rapid Test version 1 |

140 Columbia Blood Agar Plate

141 N.gonorrhoeae Agar Plate

142 Mueller Hinton Agar Plate

143 MacConkey Agar Plate

144 Chocolate Agar Medium (No Antibiotics)y

145 SS Agar Plate

146 Sabouraud Agar Plate

147 Eosin Methylene Blue Agar Plate

148 Blood Agar Plate

149 Blood Hemophilus Partible Agar Plate
Blood MacConkey Partible Agar Plate, Blood/Eosin Methylene Blue

150 Partible Agar Plate, Blood/China Blue Partible Agar Plate, Blood /SS
Partible Agar Plate

151 Mycoplasma IES

152 Mycoplasma (UU-MH) Culture Broth

153 Aerobic Culture Bqttle FA, Aerobic Culture Bottlfa SA, Aerobic Culture
Bottle SP, Anaerobic Culture Bottle FN, Anaerobic Culture Bottle SN

154 Blood Culture Bottle

155 Candida Chromogenic Plate (A), Candida Chromogenic Plate (B)

156 Urinary Chromogenic Plate

157 Group B Streptococcus Chromogenic Plate

158 Vaginitis Multitest

159 Chlamydia Trachomatis

160 AMK Susceptibility Test Strip

161 AMC Susceptibility Test Strip

162 AMP Susceptibility Test Strip

163 ATM Susceptibility Test Strip

164 OXA Susceptibility Test Strip

165 VRC Susceptibility Test Strip

166 FCA Susceptibility Test Strip

167 ERY Susceptibility Test Strip

168 CIP Susceptibility Test Strip

169 CAS Susceptibility Test Strip
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170

CLI Susceptibility Test Strip

171 LNZ Susceptibility Test Strip

172 AMB Susceptibility Test Strip

173 CHL Susceptibility Test Strip

174 MEM Susceptibility Test Strip

175 NOR Susceptibility Test Strip

176 PEN Susceptibility Test Strip

177 GEN Susceptibility Test Strip .
178 TCY Susceptibility Test Strip

179 | CXM Susceptibility Test Strip

180 SCF Susceptibility Test Strip

181 CRO Susceptibility Test Strip

182 CAZ Susceptibility Test Strip -
183 CFZ Susceptibility Test Strip

184 VAN Susceptibility Test Strip

185 IPM Susceptibility Test Strip

186 ITR Susceptibility Test Strip

187 LVX Susceptibility Test Strip

188 T3 ELISA

189 T4 ELISA

190 FT3 ELISA

191 FT4 ELISA

192 TSH FLISA

193 Mycoplasma IES Plus

194 Pepsinogen I CLIA Microparticles

195 Pepsinogen II CLIA Microparticles

196 25-OH Vitamin D CLIA Microparticles
197 Vitamin B12 CLIA Microparticles

198 BNP CLIA Microparticles

199 AMH CLIA Microparticles

200 Osteocalcin CLIA Microparticles

201 Calcitonin CLIA Microparticles o
202 Folate CLIA Microparticles

203 Cholyglycine CLIA Microparticles

204 HIV Ag/Ab Combo CLIA Microparticles
205 ToRCH IgG Control

206 ToRCH IgM Control

207 PCT Control B
208 Hepatofibrosis Control

209 Endocrine Control II

210 Cardiac Markers Control

211 Group B Streptococcus Culture Broth
212 Tumor Marker Control IT

213 ProGRP CLIA Microparticles




214

HE4 CLIA Microparticles

215 | CA242CLIA Microparticles

216 C.pneumoniae IgM CLIA Microparticles
217 | M pneumoniae I[gM CLIA Microparticles -
218 Calibrator for use with AUTOF MS
219 M.pneumoniae IgG CLIA Microparticles
220 RSV IgM CLIA Microparticles
221 Enterovirus 71 IgM CLIA Microparticles
222 Mycobacteria Culture Bottle
223 Adenovirus IgM CLIA Microparticles
224 TEC Susceptibility Test Strip

225 TGC Susceptibility Test Strip
226 SXT Susceptibility Test Strip
227 | CTX Susceptibility Test Strip
228 POL Susceptibility Test Strip
229 TZP Susceptibility Test Strip

230 | SARS-CoV-2 IgM II CLIA Microparticles |
231 SARS-CoV-2 IgG II CLIA Microparticles
232 Enterobacteriaceae AST
233 IGF-1 CLIA Microparticles B
234 Gram Positive bacteria AST
235 Fungus AST B
236 TRAb CLIA Microparticles N
237 Streptococcus AST
238 Non-fermenting bacteria AST
239 AutoMolec SARS-CoV-2 rRT-PCR
240 AutoLumo CA15-3 Calibrators
241 CA15-3 CLIA Microparticles
242 Gram Positive bacteria ID/AST
243 Gram Negative bacteria ID/AST
244 YEAST ID/AST )
245 Upper Respiratory PCR Control, Upper Respiratory PCR Control IT
246 MALDI-TOF MS Control 1, MALDI-TOF MS Control 2
247 Mycoplasma TIES

248 AutoMolec HPIV

249 AutoLumo CA72-4 Calibrators
250 AutoLumo CA242 Calibrators
251 AutoMolec HMPV _
252 AutoMolec FluA/FluB/RSV
253 AutoMolec M.pneumoniae/Adenovirus, AutoMolec MP/CP/ADV
254 SARS-CoV-2 Ag Rapid Test
255 PIVKA-II CLIA Microparticles
256 AutoFlex PCT
257 AutoFlex NT-proBNP
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258

IGFBP-3 CLIA Microparticles

259 Influenza A IgM CLIA Microparticles
260 Influenza B IgM CLIA Microparticles
261 AutoLumo E2 Calibrators

262 AutoFlex hs-cTnT

263 AutoFlex MYO

264 AutoFlex H-FABP

265 AutoFlex HS-cTnT Calibrators

266 HS-¢TnT CLIA Microparticles

267 AutoLumo G-17 Calibrators

268 AutoFlex D-Dimer

269 AutoFlex BNP

270 AutoFlex hs-cTnl -
271 G-17 CLIA Microparticles

272 AutoLumo NT-proBNP Calibrators

273 H-FABP CLIA Microparticles

274 AutoLumo H-FABP Calibrators

275 Calibrator for use with AUTOF MS

276 Anti-CCP IgG CLIA Microparticles

277 AutoFlex IL-6

278 Anti-S8-B IgG CLIA Microparticles
279 Anti-B2-GP1 IgM CLIA Microparticles
280 Anti-B2-GP1 IgG CLIA Microparticles
281 Anti-Ribosomal P IgGCLIA Microparticles
282 Anti-B2-GP1 CLIA Microparticles

283 Anti-B2-GP1 IgA CLIA Microparticles
284 Anti-GBM IgG CLIA Microparticles
285 Anti-Sm IgG CLIA Microparticles

286 RF IgA CLIA Microparticles

287 RF IgM CLIA Microparticles B
288 Anti-Scl-70 IgG CLIA Microparticles
289 Anti-Jo-1 IgG CLIA Microparticles

290 Anti-sp100 IgG CLIA Microparticles
291 RF CLIA Microparticles

292 RF IgG CLIA Microparticles

293 Anti-PR3 IgG CLIA Microparticles

294 AutoLumo Anti-SS-A/Ro IgG Calibrators
295 Anti-SS-A/Ro IgG CLIA Microparticles
296 Anti-Ro-52 TgG CLIA Microparticles
297 AutoLumo Anti-sp100 IgG Calibrators
298 AutoLumo Anti-Jo-1 IgG Calibrators
299 AutoLumo Anti-Ro-52 IgG Calibrators
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300

AutoLumo Anti-SS-B IgG Calibrators

301 AutoLumo Anti-Scl-70 IgG Calibrators
302 AutoLumo Anti-GBM IgG Calibrators
303 AutoLumo Anti-Sm IéG Calibrators : w

304 AMA-M?2 IgG CLIA Microparticles
305 | AutoLumo RF IgA Calibrators
306 AutoLumo Anti-B2-GP1 IgM Calibrators
307 ALDH2 PCR Control
308 AutoMolec ALDH2
309 AutoMolex CYP2C19
310 CYP2C19 PCR Control
311 AutoLumo Anti-HBe Calibrators

312 | Aldosterone CLIA Microparticles
313 AutoLumo Anti-Ribosomal P IgG Calibrators
314 AutoLumo Anti-B2-GP1 Calibrators
315 AutoLumo Anti-B2-GP1 IgG Calibrators
316 AutoLumo RF Calibrators
317 AutoLumo Anti-B2-GP1 IgA Calibrators
318 AutoLumo RF IgM Calibrators
319 AutoLumo RF IgG Calibrators
320 AutoLumo Anti-CCP IgG Calibrators
321 AutoLumo AMA-M2 IgG Calibrators
322 Sample Diluent Solution
323 Sample Preservation Solution
324 CHCA Matrix for use with AUTOF MS
325 Transport Medium
326 Positive Blood Culture Pretreatment Reagent
327 Filamentous Fungi Pretreatment Reagent
328 Wash Buffer
329 Diluent Universal
330 Chemiluminescent Substrate
331 Sample Pretreatment Reagent
332 | Nucleic Acid Extraction & Purification Reagent
333 Sputum Digestion Reagent
334 Swab Pretreatment Reagent
335 Sputum Pretreatment Reagent
336 Whole Blood Pretreatment Reagent
337 Sample Release Reagent
338 Preservation




Sé chung nhén 250000311905
Chimg nhén con dau cua Hoi dong xtic tién
thuong mai quoc té Trung Qudc va chir ky
clia ngudi c6 thim quyén Chen Yao trén tai
liéu nay 1a hop 1€.
B Ngoai giao CHDCND Trung Hoa
Dai dién Van phong Lanh su
Bi thu thir Hai
Ngay 15 thang 7 nam 2025 (da ky tén)
04789680

DAI SI¥ QUAN NU'G'C CHXHCN VIET NAM TAI CHND TRUNG HOA
CHUNG NHAN/HQP PHAP HOA LANH SU

1. Québc gia: VIET NAM
Gidy to, tai liéu nay
2. do Ong (Ba): Gene Yichao ky
3. v6i chirc danh: Bi thw thiy Hai
4. vacon dau cia Vu Lanh sw, B& Ngoai giao Trung Quéc
duo’c chirng nhanlhap phap héa lanh sy
tai Bc Kinh
6. Ngay: 16/07/2025
7. Co quan cép: Pai st quan nwéc CHXHCN Viét Nam tai
CHND Trung Hoa.
8. Sé:20859/2025
KT Dai stk
Coéng st
(da ky tén, déng déu)
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T6i, Lai Thé Hiéu. CCCD sé: 034091009836 cép ngay 30/07/2019 tai Cuc canh sat quén Iy hanh
chinh vé trt tw x& hoi; cam doan dich chinh xéc gidy t&/ vin ban nay tir tiéng Trung sang tiéng
Viét.

Ngwoi dich

/‘l‘h“ﬂM -
Lai Thé Hiéu
CHUNG NHAN BAN DICH
Hom nay, ngay 10 thang 10 nim 2025. (Ngay mung mudi, thing mudi, ndm hai nghin khong trim
hai muoi 14m). Tai try s& Van phong Céng ty ¢b phin Dich thuat Quée t& Nam Ha Ni.

- Ban dich nay do 6ng Lai Thé Hiéu, 034091009836 cip ngay 30/07/2019 tai Cuc canh sét quan 1y
hanh chinh v& trat tu x4 hoi; 12 Cong téc vién Bién, Phién dich tiéng Trung da dich chinh x4c ndi
dung vin ban dinh kém tir Tiéng Trung sang tiéng Viét.

- Chir ky trong ban dich ding 12 chit ky cia 6ng Lai Thé Hiéu;

- Noi dung cua ban dich chinh xac, phit hop va dung v6i ban chinh, khong vi pham phap lujt, khoéng
trai véi dao dirc xa hoi;

S6 chiing nhin: 0414 Quyén sé: 01.2025 CN/BD-NHN

TONG GIAM DOC
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Autobio Diagnostics Co, Ltd

Ho. 87 Jingbei i Road,
iAtea
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le luc/ Appendax

Autobio Daagncstlcs Co. sLtd

No.87 fingbei Vi EisadNatiansl Eco&Tech Develapment
Area: ?hmgg.hé,u g(hamat%mﬁ

TeliE6:3 7 G79B5TTE Emait fintat

(e oba&ﬁ:ugnmtws cam
Website: en. aumbio Lomen ;

Tén sﬁn phéml Name of product
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Autobio Diagnostics Co.,Ltd

No.87 Jingbei ¥i Read National Eco&lech Development
Area ZhiengzhouGhing 450016

Tel: +86~‘5?1~C?985313 E—mazl into@autabiod; agnoal Cs.0m
Website: en. rii:i!ﬁb?b c&mhﬂ
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A‘u_mbiﬁéDiﬁ‘gﬁﬁs_tiﬁ;@%o.,i.td :

Ne 87 Jingliel Y'E:'Rﬁiﬂa.‘l\]ahon.}ai:Eco&‘mch Developmetit
Afea Zh dehiolEhina 450016

Tal +86-371-67985313 Exrriailiin
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Alitobio Diagnostics Co.ttd
Ne87 Jingbel Y Road Nationai EcolTech Development

Iy mﬂa ,hehg"h@u China, 480016
| Tel+B6 7167585315 ::~maiLznzcﬁmauwbm-d:agms*mrnm :
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Autebio Diagnostics Co,Ltd

Enterobacteriaceae AST

IGF-1 CLIA Microparticles

Gram Positive bacteria AST
; Fungus AST '
| l TRAb CLIA Microparticles
i Streptococcus AST
| Non-fermenting bacteria AST
23 AutoMolec SARS-CoV-2 rRT-PCR
| 240 AutoLumo CA15-3 Calibrators
241 CA15-3 CLIA Microparticles
} 242 Gram Positive bacteria ID/AST
‘ 243 Gram Negative bacteria ID/AST
| 244 | YEAST ID/AST
245 Upper Respiratory PCR Control, Upper Respiratory PCR Contro] I1
| 246 MALDI-TOF MS Control 1, MALDI-TOF MS Control 2
| 247 | Mycoplasma TIES
l 248 | AutoMelec HPIV
' 249 | AutoLumo CAT2-4 Calibrators i
250 | AutoLumo CA242 Calibrators |
251 AutoMolec HMPV
! 252 AutoMolec FluA/FIuB/RSV B
T
253 AutoMolec M.pneumoniae/Adenovirus, AutoMolec MP/CP/ADV I
¥
254 | SARS-CoV-2 Ag Rapid Test "
255 | PIVKA-II CLIA Microparticles
. 256 AutoFlex PCT
A 257 | AutoFlex NT-proBNP
258 | IGFBP-3 CLIA Microparticles
) 259 | Influenza A IgM CLIA Microparticles
260 Influenza B IgM CLIA Microparticles
‘ | [ 26l ; AutoLl_.xmo_ E2 Calibrators
262 AutoFlex hs-cTnT
263 | AutoFlex MYO
264 | AutoFlex H-FABP
265 AutoFlex HS-cTuT Calibrators
266 Microparticles

; ume(} 17 Calibrators
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Autoblo Diagnestics Co.,Ltd

Ne/87 lingbei YiRoaw, National Eco&Tecs FJeve.‘iopment
Brea Zhehdzhou Chinag 450016

Tel+26 3 ’1’6?9%:;333 E-mnailiinfo@autoblo-dfagrostivs.com
Webisite: en.autob rm Gren 1




Autoblo Diagnostics Co,Ltd
No-67 Jinabel ¥i Road National EcoaTech Devalopment
Area Zhengzheu,China 450016 |

Tel+86-371-6 7085213 . Emaitinfo@autablo-diannostics com
- Wabsite: epautoblo.cormon i







