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Manufacturer:

Micro-Tech (Nanjing) Co., Ltd.
No.10 Gaoke Third Road, Nanjing National Hi-Tech Industrial Development Zone
210032  Nanjing, Jiangsu Province
P. R. China

SRN ID.: CN-MF-000006950

DEKRA grants the right to use the EC Notified Body Identification Number illustrated below to accompany the CE 

Marking of Conformity on the products concerned conforming to the required Technical Documentation and meeting 

the provisions of the EU- Regulation which apply to them:

0344
Supplement to certificate: 6082014CN

Additional certificate: 6126407TD01

Authorized Representative: 

Shanghai International Holding Corp. GmbH (Europe)

Eiffestraße, 80 20537 Hamburg, Germany

DEKRA hereby declares that the above mentioned manufacturer fulfils the relevant requirements of EU Regulation 

2017/745, including all subsequent amendments for the above mentioned conformity assessment. The manufacturer/ 

authorized representative is subject to periodic surveillance as required for the applicable conformity assessment in 

accordance to Regulation 2017/745. 
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This certificate covers the following device(s) / groups of device(s): 

Active non-implantable imaging devices utilising non-ionizing radiation (MDA0202, class IIa)

Device name:

- Single-Use Video Bronchoscopes 

- Digital Controllers

- Single-Use Video Pancreaticobiliary Scopes 

- PB Digital Controllers

Non-active non-implantable guide catheters, balloon catheters, guidewires, introducers, filters, 

and related tools (MDN 1203, class IIa)

Device name:

- Sterile Biliary Stone Retrieval Balloon Catheter (including Retrieval Balloon / short-wire compatible)

- Biliary Plastic Stent Introducer (Biliary Plastic Stent Introducer, Biliary Plastic Stent Introducer/ short-wire 

compatible)

- Dilation Balloon

- Disposable Multistage Dilation Balloon Catheter

- Non Vascular Sterile Hydro Slide Guidewire

Non-active non-implantable instruments (MDN 1208, class IIa)

Device name:  

- Extraction Basket (including Extraction Basket/short-wire compatible)

- Nitinol Spiral Extraction Basket (including Nitinol Spiral Extraction Basket/short-wire compatible)

- Injection Needle

- Single-Use SD Biopsy Forceps

- Single-Use Biopsy Forceps
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SPHINCTEROTOMES (G030402, class IIb)

Device name:

- Sphincterotome / short-wire compatible

- Sphincterotome

Intended Purpose: The device is intended to be used 

with endoscope and guidewire for selective cannulation 

of the biliary ducts and monopolar cutting in 

sphincterotomy of the Papilla of Vater and/or the 

Sphincter of Oddi using high-frequency current. The 

device can also be used to inject contrast medium.

Esophageal Prostheses-Other (P050199, class IIb implantable)

Device name:

- Esophageal Stent Intended Purpose: The Esophageal Stent implant is 

indicated for use in the palliative treatment of 

esophageal stricture caused by malignant neoplasms, 

cardia stricture, anastomotic stoma stricture, and the 

esophageal fistula occluding.

Conditions for or limitations to the validity of this certificate: 

 N/A

Certificate History

Identification of the Common Specifications and Harmonized Standards complied with are documented within the technical 

documentation and audit assessments carried out. These are traceable through the DEKRA Certification B.V. Certification Notice. 

The Certification Notice also identifies the necessary information related to the quality management system of the manufacturer, 

including facilities. 

Revision Date of Issue certificate Certification Notice 

Reference

Action 

0 16 September 2022 6082014CN02 First issue

1 20 April 2023 6082014CN04 Revised

2 18 July 2023 6082014CN06 Revised

3 24 July 2023 6082014CN07 Revised

4 1 August 2023 6082014CN08 Revised
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Declaration of Conformity 

Manufacturer’s Name Micro-Tech (Nanjing) Co., Ltd. 

Manufacturer’s Address No. 10 Gaoke Third Road, Nanjing National Hi-Tech, 

Industrial Development Zone, Nanjing 210032,  Jiangsu 

Province, People’s Republic of China 

Manufacturer’s SRN CN-MF-000006950 

EU Authorized Representative’s Name Shanghai International Holding Corp. GmbH (Europe) 

EU Authorized Representative’s Address Eiffestrasse 80, 20537 Hamburg Germany 

EU Authorized Representative’s SRN DE-AR-000000001 

Product Name Single-Use Biopsy Forceps 

Disposable Biopsy Forceps 

Product Trade Name TruBiteTM Single-Use Biopsy Forceps 

TechBiteTM Single-Use Biopsy Forceps 

OptiBite* Disposable Biopsy Forceps 

Basic UDI-DI  6902284BF387119Q 

Catalogue Number See attachment 2 

GMDN code 38711 

EMDN Code G03080101: Gastrointestinal Endoscopy, Biopsy Forceps, 

Single-Use 

R07020101: Bronchoscopic Surgery Bioptic Forceps, 

Single-Use 

Classification and Rule Class IIa (According to Annex VIII, Rule 6 of MDR 

2017/745) 

Conformity Assessment Route Annex IX (Without chap. II) of MDR 2017/745 

Intended Purpose 

 

These single-use biopsy forceps are used to collect living 

tissue samples of digestive tract and respiratory tract under 

the endoscopy. 

 

The Declaration of Conformity is issued under the sole responsibility of Micro-Tech (Nanjing) Co., Ltd. The 

device that is covered by the present declaration is in conformity with the Regulation (EU) MDR 2017/745 for 

medical devices. 

All supporting documentation is retained at the premises of the manufacturer. 
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Attachment 1  

 EN ISO 13485:2016+A11:2021 Medical devices – Quality management systems- Requirements 

for regulatory purposes  

 EN ISO 15223-1:2021 Medical devices -- Symbols to be used with medical device labels, 

labelling and information to be supplied -- Part 1: General requirements  

 EN ISO 20417:2021 Information supplied by the manufacturer with medical devices  

 EN ISO 14971:2019/A11:2021 Medical devices - Application of risk management to medical 

devices  

 ISO/TR 24971-2020 Medical devices — Guidance on the application of ISO 14971  

 EN ISO 10993-1:2020 Biological evaluation of medical devices - Part 1: Evaluation and testing  

 EN ISO 10993-4:2017 Biological evaluation of medical devices -- Part 4: Selection of tests for 

interactions with blood  

 EN ISO 10993-5:2009 Biological evaluation of medical devices -- Part 5: Tests for in vitro 

cytotoxicity  

 EN ISO 10993-7:2008+AC: 2009 Biological evaluation of medical devices -- Part 7: Ethylene 

oxide sterilization residual  

 EN ISO 10993-10:2013 Biological evaluation of medical devices -- Part 10: Tests for irritation 

and skin sensitization  

 EN ISO 10993-11:2018 Biological evaluation of medical devices-Part 11: Tests for systemic 

toxicity  

 EN ISO 11135:2014/AMD 1:2019 Sterilization of health care products — Ethylene oxide  

—Requirements for development, validation and routine control of a sterilization process for 

medical devices  

 EN ISO 11737-1:2018 Sterilization of medical devices -- Microbiological methods -- Part 1:  

Determination of a population of microorganisms on products  

 EN ISO 11737-2:2020 Sterilization of medical devices - Microbiological methods - Part 2:  

Tests of sterility performed in the definition, validation and maintenance of a sterilization process  

 EN ISO 11607-1:2020 Packaging for terminally sterilized medical devices — Part 1:  

Requirements for materials, sterile barrier systems and packaging systems  
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 EN ISO 11607-2:2020 Packaging for terminally sterilized medical devices — Part 2: Validation 

requirements for forming, sealing and assembly processes  

 ASTM F88/F88M-15 Standard test method for seal strength of flexible barrier materials  

 ASTM F1886/F1886M-16 Standard test method for determining integrity of seals for flexible 

packaging by visual inspection  

 ASTM F1140/F1140M-13 Standard test methods for internal pressurization failure resistance of 

unrestrained packages  

 ASTM F1929-15 Standard test method for detecting seal leaks in porous medical packaging by 

dye penetration  

 ASTM F1980-16 Standard guide for accelerated aging of sterile barrier systems for medical 

devices  

 EN ISO 14644-1:2015 Cleanroom and associated controlled environments - Part 1:  

Classification of air cleanliness  

 EN 17141:2020 Cleanrooms and associated controlled environments - Biocontamination control -

Part 1 : General principles and methods  

 EN ISO 80369-7:2017 Small-bore connectors for liquids and gases in healthcare applications 

Part 7: Connectors for intravascular or hypodermic applications  

 MDCG 2018-1 v3 Guidance on basic UDI-DI and changes to UDI-DI  

 MDCG-2019-1 MDCG guiding principles for issuing entities rules on basic UDI-DI  

 MDCG-2019-7 Guidance on Article 15 MDR-IVDR Person responsible for Regulatory 

Compliance  

 MDCG 2020-5 Guidance on Clinical Evaluation  

IMDRF MDCE WG/N56FINAL:2019 Clinical Evaluation  

 MEDDEV 2.12-1 Rev8 2013+Additional Guidance on MEDDEV 2.12/1 Rev.8 July 2019  

Guidelines on a medical devices vigilance system  

 MEDDEV 2.7.1 Rev 4 Clinical evaluation: a guide for manufacturers and notified bodies  

 ISO/TR 20416 Medical devices — Post-market surveillance for manufacturers 
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Attachment 2 Catalogue Number 

NO REF NO REF NO REF 

1 BF01-11018120 2 BF01-11018160 3 BF01-11018180 

4 BF01-11018230 5 BF01-11118120 6 BF01-11118160 

7 BF01-11118180 8 BF01-11118230 9 BF03-11018120 

10 BF03-11018160 11 BF03-11018180 12 BF03-11018230 

13 BF03-11118120 14 BF03-11118160 15 BF03-11118180 

16 BF03-11118230 17 BF01-11023160 18 BF01-11023180 

19 BF01-11023230 20 BF01-11123160 21 BF01-11123180 

22 BF01-11123230 23 BF03-11023160 24 BF03-11023180 

25 BF03-11023230 26 BF03-11123160 27 BF03-11123180 

28 BF03-11123230 29 BF01-01023160 30 BF01-01023180 

31 BF01-01023230 32 BF03-01023160 33 BF03-01023180 

34 BF03-01023230 35 BF11-11018120 36 BF11-11018160 

37 BF11-11018180 38 BF11-11018230 39 BF11-11118120 

40 BF11-11118160 41 BF11-11118180 42 BF11-11118230 

43 BF13-11018120 44 BF13-11018160 45 BF13-11018180 

46 BF13-11018230 47 BF13-11118120 48 BF13-11118160 

49 BF13-11118180 50 BF13-11118230 51 BF11-11023160 

52 BF11-11023180 53 BF11-11023230 54 BF11-11123160 

55 BF11-11123180 56 BF11-11123230 57 BF13-11023160 

58 BF13-11023180 59 BF13-11023230 60 BF13-11123160 

61 BF13-11123180 62 BF13-11123230 63 BF11-01023160 

64 BF11-01023180 65 BF11-01023230 66 BF13-01023160 

67 BF13-01023180 68 BF13-01023230 69 BF51-11018120 

70 BF51-11018160 71 BF51-11018180 72 BF51-11018230 

73 BF51-11118120 74 BF51-11118160 75 BF51-11118180 

76 BF51-11118230 77 BF53-11018120 78 BF53-11018160 

79 BF53-11018180 80 BF53-11018230 81 BF53-11118120 

82 BF53-11118160 83 BF53-11118180 84 BF53-11118230 

85 EBF01-11018120 86 EBF01-11018160 87 EBF01-11018180 

88 EBF01-11018230 89 EBF01-11118120 90 EBF01-11118160 

91 EBF01-11118180 92 EBF01-11118230 93 EBF03-11018120 

94 EBF03-11018160 95 EBF03-11018180 96 EBF03-11018230 

97 EBF03-11118120 98 EBF03-11118160 99 EBF03-11118180 

100 EBF03-11118230 101 EBF01-01023160 102 EBF01-01023180 

103 EBF01-01023230 104 EBF03-01023160 105 EBF03-01023180 

106 EBF03-01023230 107 EBF01-01030120 108 EBF01-01030160 

109 EBF01-01030180 110 EBF01-01030230 111 EBF03-01030120 

112 EBF03-01030160 113 EBF03-01030180 114 EBF03-01030230 

115 EBF01-01130120 116 EBF01-01130160 117 EBF01-01130180 
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118 EBF01-01130230 119 EBF03-01130120 120 EBF03-01130160 

121 EBF03-01130180 122 EBF03-01130230 123 EBF11-11018120 

124 EBF11-11018160 125 EBF11-11018180 126 EBF11-11018230 

127 EBF11-11118120 128 EBF11-11118160 129 EBF11-11118180 

130 EBF11-11118230 131 EBF13-11018120 132 EBF13-11018160 

133 EBF13-11018180 134 EBF13-11018230 135 EBF13-11118120 

136 EBF13-11118160 137 EBF13-11118180 138 EBF13-11118230 

139 EBF11-11023160 140 EBF11-11023180 141 EBF11-11023230 

142 EBF11-11123160 143 EBF11-11123180 144 EBF11-11123230 

145 EBF13-11023160 146 EBF13-11023180 147 EBF13-11023230 

148 EBF13-11123160 149 EBF13-11123180 150 EBF13-11123230 

151 EBF11-01023160 152 EBF11-01023180 153 EBF11-01023230 

154 EBF13-01023160 155 EBF13-01023180 156 EBF13-01023230 

157 EBF11-01030120 158 EBF11-01030160 159 EBF11-01030180 

160 EBF11-01030230 161 EBF13-01030120 162 EBF13-01030160 

163 EBF13-01030180 164 EBF13-01030230 165 EBF11-01130120 

166 EBF11-01130160 167 EBF11-01130180 168 EBF11-01130230 

169 EBF13-01130120 170 EBF13-01130160 171 EBF13-01130180 

172 EBF13-01130230 173 EBF51-11018120 174 EBF51-11018160 

175 EBF51-11018180 176 EBF51-11018230 177 EBF51-11118120 

178 EBF51-11118160 179 EBF51-11118180 180 EBF51-11118230 

181 EBF53-11018120 182 EBF53-11018160 183 EBF53-11018180 

184 EBF53-11018230 185 EBF53-11118120 186 EBF53-11118160 

187 EBF53-11118180 188 EBF53-11118230 189 EBF61-11023160 

190 EBF61-11023180 191 EBF61-11023230 192 EBF61-11123160 

193 EBF61-11123180 194 EBF61-11123230 195 EBF63-11023160 

196 EBF63-11023180 197 EBF63-11023230 198 EBF63-11123160 

199 EBF63-11123180 200 EBF63-11123230 201 NBF01-11018120 

202 NBF01-11018160 203 NBF01-11018180 204 NBF01-11018230 

205 NBF01-11118120 206 NBF01-11118160 207 NBF01-11118180 

208 NBF01-11118230 209 NBF03-11018120 210 NBF03-11018160 

211 NBF03-11018180 212 NBF03-11018230 213 NBF03-11118120 

214 NBF03-11118160 215 NBF03-11118180 216 NBF03-11118230 

217 NBF01-11023120 218 NBF01-11023160 219 NBF01-11023180 

220 NBF01-11023230 221 NBF01-11123120 222 NBF01-11123160 

223 NBF01-11123180 224 NBF01-11123230 225 NBF03-11023120 

226 NBF03-11023160 227 NBF03-11023180 228 NBF03-11023230 

229 NBF03-11123120 230 NBF03-11123160 231 NBF03-11123180 

232 NBF03-11123230 233 NBF01-01023120 234 NBF01-01023160 

235 NBF01-01023180 236 NBF01-01023230 237 NBF03-01023120 

238 NBF03-01023160 239 NBF03-01023180 240 NBF03-01023230 
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241 NBF01-01030120 242 NBF01-01030160 243 NBF01-01030180 

244 NBF01-01030230 245 NBF03-01030120 246 NBF03-01030160 

247 NBF03-01030180 248 NBF03-01030230 249 NBF01-01130120 

250 NBF01-01130160 251 NBF01-01130180 252 NBF01-01130230 

253 NBF03-01130120 254 NBF03-01130160 255 NBF03-01130180 

256 NBF03-01130230 257 NBF11-11018120 258 NBF11-11018160 

259 NBF11-11018180 260 NBF11-11018230 261 NBF11-11118120 

262 NBF11-11118160 263 NBF11-11118180 264 NBF11-11118230 

265 NBF13-11018120 266 NBF13-11018160 267 NBF13-11018180 

268 NBF13-11018230 269 NBF13-11118120 270 NBF13-11118160 

271 NBF13-11118180 272 NBF13-11118230 273 NBF11-11023120 

274 NBF11-11023160 275 NBF11-11023180 276 NBF11-11023230 

277 NBF11-11123120 278 NBF11-11123160 279 NBF11-11123180 

280 NBF11-11123230 281 NBF13-11023120 282 NBF13-11023160 

283 NBF13-11023180 284 NBF13-11023230 285 NBF13-11123120 

286 NBF13-11123160 287 NBF13-11123180 288 NBF13-11123230 

289 NBF11-01023120 290 NBF11-01023160 291 NBF11-01023180 

292 NBF11-01023230 293 NBF13-01023120 294 NBF13-01023160 

295 NBF13-01023180 296 NBF13-01023230 297 NBF11-01030120 

298 NBF11-01030160 299 NBF11-01030180 300 NBF11-01030230 

301 NBF13-01030120 302 NBF13-01030160 303 NBF13-01030180 

304 NBF13-01030230 305 NBF11-01130120 306 NBF11-01130160 

307 NBF11-01130180 308 NBF11-01130230 309 NBF13-01130120 

310 NBF13-01130160 311 NBF13-01130180 312 NBF13-01130230 

313 NBF51-11018120 314 NBF51-11018160 315 NBF51-11018180 

316 NBF51-11018230 317 NBF51-11118120 318 NBF51-11118160 

319 NBF51-11118180 320 NBF51-11118230 321 NBF53-11018120 

322 NBF53-11018160 323 NBF53-11018180 324 NBF53-11018230 

325 NBF53-11118120 326 NBF53-11118160 327 NBF53-11118180 

328 NBF53-11118230 329 NBF03-11023160-A 330 NBF03-11023180-A 

331 NBF03-11023230-A 332 NBF03-11123160-A 333 NBF03-11123180-A 

334 NBF03-11123230-A 335 EBF33-11023120 336 EBF33-11023160 

337 EBF33-11023180 338 EBF33-11023230 339 EBF33-11123120 

340 EBF33-11123160 341 EBF33-11123180 342 EBF33-11123230 

343 EBF43-11023120 344 EBF43-11023160 345 EBF43-11023180 

346 EBF43-11023230 347 EBF43-11123120 348 EBF43-11123160 

349 EBF43-11123180 350 EBF43-11123230 351 LCNBF63-10124160 

352 LCNBF63-10024120 353 LCNBF63-10024160 354 LCNBF63-10024180 

355 LCNBF63-10024230 356 LCNBF63-10124120 357 LCNBF63-10124180 

358 LCNBF63-10124230 359 NBF11-11023180-A 360 NBF11-11023230-A 

361 EBF33-11018120 362 EBF33-11018180 363 EBF43-11018120 



 

Confidentiality: This document contains information that is confidential and proprietary property of Micro-Tech (Nanjing) CO., 

Ltd. Neither this document nor the information therein may be reproduced, used or distributed to or for the benefit 

of any third party without prior written consent of Micro-Tech (Nanjing) CO., Ltd. 

8 / 8 

NO REF NO REF NO REF 

364 EBF43-11018180 365 LCEBF63-10024120 366 LCEBF63-10024180 

367 LCEBF63-10024230 368 LCEBF63-10124120 369 LCEBF63-10124180 

370 LCEBF63-10124230 371 EBF53-11023260 372 EBF53-11123260 

373 EBF03-01023260 374 EBF13-11023260 375 EBF13-11123260 

376 EBF13-01023260 377 NBF03-11023260 378 NBF03-11123260 

379 NBF03-01023260 380 NBF13-11023260 381 NBF13-11123260 

382 NBF13-01023260 383 NBF03-11018260 384 NBF03-11118260 

385 NBF13-11018260 386 NBF13-11118260 387 EBF53-11023230 

388 NBF13-11023230-A 389 EBF51-11023180 390 EBF51-11123180 

391 EBF51-11023230 392 EBF51-11123230 393 EBF53-11023180 

394 EBF53-11123180 395 EBF53-11123230 396 EBF33-11018230 

397 EBF43-11018230 398 EBF71-11023160 399 EBF71-11023180 

400 EBF71-11023230 401 EBF71-11123160 402 EBF71-11123180 

403 EBF71-11123230 404 EBF73-11023160 405 EBF73-11023180 

406 EBF73-11023230 407 EBF73-11123160 408 EBF73-11123180 

409 EBF73-11123230 410 NBF71-11023120 411 NBF71-11023160 

412 NBF71-11023180 413 NBF71-11023230 414 NBF71-11123120 

415 NBF71-11123160 416 NBF71-11123180 417 NBF71-11123230 

418 NBF73-11023120 419 NBF73-11023160 420 NBF73-11023180 

421 NBF73-11023230 422 NBF73-11123120 423 NBF73-11123160 

424 NBF73-11123180 425 NBF73-11123230 426 EBF03-11018260 

427 100575 428 100576 429 100577 
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