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THIS IS TO CERTIFY THAT: the seal of AUTOBIO DIAGNOSTICS
CO.,LTD. on the annexed DOCUMENT is genuine.

Authorizétd—.
Signature:

H#H: 20254207 H10H
(Date: Jul. 10, 2025)

kX4 Website for verifying the certificate: http://www.rzccpit. com/validate. html
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Autobio Diagnostics Co.,Ltd
No.87 Jingbei Yi Road,National Eco&Tech Development
Area Zhengzhou,China, 450016

Tel:+86-371-67985313 E-mail:info@autobio-diagnostics.com
Website: en.autobio.com.cn

Autobio Diagnostics Co., Ltd.

No.87 Jingbei Yi Road, National Eco & Tech Development Area, 450016 Zhengzhou,
CHINA

Ngay/ Date: 04/07/2025

GIAY XAC NHAN KHONG CO CHE PO BAO HANH
CERTIFICATE OF NON-WARRANTY SERVICE
Kinh guri: Cac co quan hitu quan,
To Whom It May Concern,

Tén/ Name: Autobio Diagnostics Co., Ltd.

Dia chi/ Address: No.87 Jingbei Yi Road, National Eco & Tech Development Area,
450016 Zhengzhou, CHINA

V6i tu cach 1a chi so hitu thiét bi y té, x4c nhan rang ché d6 bao hanh khong ap dung véi cac
thiét bi y té dudi day:

As the product owner of the medical device, hereby confirm that the warranty service is not
applicable to the following medical devices:

STT/ No. Tén san pham/ Name of product
1 FSH CLIA Microparticles
2 T4 CLIA Microparticles 4
3| TSHCLIA Micropatticles ?/
4 T3 CLIA Microparticles f $§
S FT3 CLIA Microparticles - i
6 FT4 CLIA Microparticles Al
7 E2 CLIA Microparticles %
8 PRL CLIA Microparticles ‘
9 Testosterone CLIA Microparticles '
10 LH CLIA Microparticles
11 PRG CLIA Microparticles
12 Insulin CLIA Microparticles
13 C-Peptide CLIA Microparticles
14 Cortisol CLIA Microparticles
15 ACTH CLIA Microparticles
} 16 ____|-Addostetone CLIA Microparticles A
| i uE3 CLIA Microparticles A
./ 18 | MYO CLIA Microparticles ki

19 Col IV CL
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20 PITINP CLIA Microparticles

21 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

27 Renin CLIA Microparticles

28 Angiotensin I CLIA Microparticles

29 CK-MB CLIA Microparticles

30 ¢Tnl 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

39 170-OHP CLIA Microparticles

40 NT-proBNP CLIA Microparticles

41 PAPP-A CLIA Microparticles

42 AFP CLIA Microparticles

43 CEA CLIA Microparticles

44 tPSA CLIA Microparticles

45 CAS50 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

535 Anti-HBe CLIA Microparticles

56 Anti-HBc CLIA Micropastieles by
L. 57 ——+€ATZ-A CLIA Microparticles

58 SCCA CLIA Microparticles

59 NSE CLIA Microparticles

60 € -
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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 CMV IgM CLIA Microparticles
70 HSV-1 IgM CLIA Microparticles
71 HSV-2 IgM CLIA Microparticles
72 Rubella IgM CLIA Microparticles
73 Toxo IgM CLIA Microparticles
74 HAV IgM CLIA Microparticles
75 Anti-HBc IgM CLIA Microparticles
76 HBV PreS1-Ag CLIA Microparticles
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 g

85 Anti-HBc CLIA 5

86 HBsAg CLIA

87 | AFP CLIA K

88 CEA CLIA g

89 CA50 CLIA 3
L

90 fPSA CLIA

91 CA125 CLIA

92 CA15-3 CLIA

93 CA 19-9 CLIA PATHERN
94 Anti-TP CLIA Q.
95 Anti-HCV CLIA " "

96 Anti-HIV CLIA LA ‘
97 LH CLIA TR Y 17y

08 ,M/

1/ 929 E2 CLIA
PRG CLIA

32-Micro
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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 B-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 IgG ELISA

124 HAV IgM ELISA

125 Anti-HBs ELISA

126 HBeAg ELISA

127 Anti-HBe ELISA

128 Anti-HBc ELISA

129 EBV VCA-IgA ELISA

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 P

137 Anti-HCV Rapid Test version 1 RS

138 | HBsAg Rapid Test version-t Tt
| 13gf——c‘ﬁﬂ'R?pﬁ-T est version 1 :

140 | Columbia Blood Agar Plate

141 | N.gonorrhoeae Agar Plate

142 Mueller
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MacConkey Agar Plate

144 Chocolate Agar Medium (No Antibiotics)

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
Aerobic Culture Bottle FA, Aerobic Culture Bottle PF, Aerobic Culture

153 Bottle 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

137 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

170 CLI Susceptibility Test Strip

171 LNZ Susceptibility Test Strip

172 - ceptibility Test Strip

—173 CHL Susceptibility Test Strip
174 MEM Susceptibility Test Strip
175 NOR Susceptibili i
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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 ELISA
193 Mycoplasma IES Plus
194 Pepsinogen I CLIA Microparticles
195 Pepsinogen II CLIA Microparticles
196 25.0OH 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
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
208 Hepatofibrosis Control
209 Endocrine Control II
210 Cardiac Markers Control
211 Group B Streptonth
[ 212__|Famor Marker Control II
2 ProGRP CLIA Microparticles
214 | HE4 CLIA Microparticles
715 | CA242 CLIA Mici




| ) Autobio Diagnostics Co.,Ltd

No.87 Jingbei Yi Road,National Eco&Tech Development
Area Zhengzhou,China, 450016

Tel:+86-371-67985313  E-mail:info@autobio-diagnostics.com
Website: en.autobio.com.cn

- 216 C.pneumoniae IgM CLIA Microparticles

g 217 M.pneumoniae IgM CLIA Microparticles
. 218 Calibrator for use with AUTOF MS

219 M.pneumoniae IgG CLIA Microparticles
i 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

234 Gram Positive bacteria AST

235 Fungus AST

236 TRAb CLIA Microparticles

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 Copttol IIb Z' A

Y oy

P

246 MALDI-TOF MS Control 1, MALDI-TOF MS Cp_rltr(iI; 3

247 Mycoplasma TIES 3N
| 248 —[AutoMolec HPIV

/ 249 AutoLumo CA72-4 Calibrators
250 | AutoLumo CA242 Calibrators

Auto
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290

- Anti-sp100.1eG

AutoMolec FluA/FIuB/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
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-c¢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 a
274 AutoLumo H-FABP Calibrators d,
275 Calibrator for use with AUTOF MS );
276 Anti-CCP IgG CLIA Microparticles i
277 AutoFlex IL-6
278 Anti-SS-B IgG CLIA Microparticles ;
279 Anti-B2-GP1 IgM CLIA Microparticles )
280 Anti-B2-GP1 IgG CLIA Microparticles
281 Anti-Ribosomal P IgG CLIA Microparticles
282 Anti-B2-GP1 CLIA Microparticles i R
283 Anti-B2-GP1 IgA CLIA Microparticles ot Y
284 | Anti-GBM IgG CLIA Microparticles 3 W i
285 Anti-Sm IgG CLIA Microparticles AR
286 | RF IgA CLIA Micropartieles- BN
i -RFTgM CLIA Microparticles P
288 | Anti-Scl-70 IgG CLIA Microparticles
289 Anﬁ-Jo-lj@ CLIA Microparticles
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RF CLIA Microparticles
RF IgG CLIA Microparticles
Anti-PR3 IgG CLIA Microparticles

293

294 AutoLumo Anti-SS-A/Ro IgG Calibrators
295

296

Anti-SS-A/Ro IgG CLIA Microparticles
Anti-Ro-52 IgG CLIA Microparticles
297 AutoLumo Anti-sp100 IgG Calibrators
298 AutoLumo Anti-Jo-1 1gG Calibrators
299 AutoLumo Anti-Ro-52 IgG Calibrators
300 AutoLumo Anti-SS-B IgG Calibrators
301 AutoLumo Anti-Scl-70 IgG Calibrators

302 AutoLumo Anti-GBM IgG Calibrators
303 AutoLumo Anti-Sm IgG Calibrators
304 AMA-M2 IgG CLIA Microparticles
F 305 | AutoLumo RF IgA Calibrators

306 AutoLumo Anti-p2-GP1 IgM Calibrators

[ 307 | ALDH2 PCR Control
V 308 | AutoMolec ALDH2
309 AutoMolex CYP2C19
F 310 | CYP2C19 PCR Control
311 AutoLumo Anti-HBe Calibrators
[ 312 | Aldosterone CLIA Microparticles

\7 313 AutoLumo Anti-Ribosomal P IgG Calibrators
314 | AutoLumo Anti-B2-GP1 Calibrators
315 AutoLumo Anti-p2-GP1 IgG Calibrators

316 AutoLumo RF Calibrators

317 AutoLumo Anti-p2-GP1 IgA Calibrators ; \

AutoLumo RF IgM Calibrators
AutoLumo RF IgG Calibrators
AutoLumo Anti-CCP IgG Calibrators

FrTRAYA 7 4

L% NN

AutoLumo AMA-M2 IgG Calibraioss—

iluent Solution

Yo Sample Preservation Solution

' CHCA Matrix for use with AUTOF MS
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Positive Blood Culture Pretreatment Reagent

Filamentous Fungi Pretreatment Reagent

Wash Buffer

Diluent Universal
Chemiluminescent Substrate
Sample Pretreatment Reagent

Nucleic Acid Extraction & Purification Reagent

Sputum Digestion Reagent

Swab Pretreatment Reagent
Sputum Pretreatment Reagent
Whole Blood Pretreatment Reagent
Sample Release Reagent
Preservation

Ngudi dai dién hop phép cita Chii sé hiru
Legal representative of the Product Owner

Ky tén (Ghi ho tén day di, chire danh) A
Xdc nhan bang dau hodc chit ky &> <
”‘\-‘/"‘4\“‘ \ \)\‘b
AR B
o O

Name:

Title:
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DAI S QUAN NU'G'C CHXHCN VIET NAM TAI CHND TRUNG HOA
Embassy of the S.R. of Viet Nam in the P.R. of China

CHU'NG NHAN /HQP PHAP HOA LANH Sy
CONSULAR AUTHENTICATION
1. Quécgia: VIET NAM Country: Viet Nam
Gidy td, tai liéu nay/ This public document

2. do Ong(B3) é"mw Ky
s bee| by
3. véi chirc danh/ acting in the capacity of
b e ok far
4. va con ddu clia Vy Lanh sy, Bd Ngoai giao Trung Quéc/bears
the seal/stamp of Consular Dept of MOFA of the P.R. of China
dugrc chirng nhan/hop phép héa Ianh sy/ Certified

5. tai Bic Kinh/at Beijing 6. Ngdy/the [} / -}~ /2025
7. Co quan cdp: Dai sir quan nuwéc CHXHCN Viét Nam tai CHND
Trung Hoa/By the Embassy of the S.R. of Viet Nam in the P.R. of China

8. S8/No w6o /2025

KT. Pai st /For the Ambassador
Céng sir/Minister




