Declaration of Conformity

Manufacturer’s Name

Manufacturer’s Address

Manufacturer’s SRN

EU Authorized Representative’s Name
EU Authorized Representative’s Address
EU Authorized Representative’s SRN

Product Name

Product Trade Name

Basic UDI-DI

Catalogue Number

GMDN code

EMDN Code

Classification and Rule

Conformity Assessment Route

Intended Purpose

Micro-Tech (Nanjing) Co., Ltd.

No. 10 Gaoke Third Road, Nanjing National Hi-Tech,
Industrial Development Zone, Nanjing 210032, Jiangsu
Province, People’s Republic of China

CN-MF-000006950

Shanghai International Holding Corp. GmbH (Europe)
Eiffestrasse 80, 20537 Hamburg Germany
DE-AR-000000001

Single-Use Biopsy Forceps

Disposable Biopsy Forceps

TruBite™ Single-Use Biopsy Forceps

TechBite™ Single-Use Biopsy Forceps

OptiBite* Disposable Biopsy Forceps

6902284BF387119Q

See attachment 2

38711

G03080101: Gastrointestinal Endoscopy, Biopsy Forceps,
Single-Use
R07020101: Bronchoscopic Surgery Bioptic Forceps,
Single-Use

Class Ila (According to Annex VIII, Rule 6 of MDR
2017/745)

Annex I[X (Without chap. IT) of MDR 2017/745

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.

o ~ Confidentiality: This document.contains information that is confidential and proprietary property of Micro-Tech (Nanjing) CO.,
Digitally signed by Grabazei Alexangigyy Neitheg 1 Gument nor the information therein may be reproduced, used or distributed to or for the benefit
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General applicable Regulation:
REGULATION (EU) 2017/745 of medical device

Standard Applied:

All other applicable union legislations, harmonized standards and common specification (published in the Official
Journal of the European Communities)

The detail harmonized standards see Attachment 1.

Notified Body (Name & Address): DEKRA Certification B.V.
Meander 1051

6825 MJ Arnhem

P.O. Box 5185

6802 ED Arnhem

The Netherlands
Identification Number: CE 0344
Certificate Number : 6082015CE01
Certificate Issue Date: 2023-07-24
Certificate Expiry Date: 2027-09-01

Signature: Place and date of issue:

............... L l Noaiing TiamaSo ponince s LR L. 2o 231102
NB I{ )@J‘"ﬂ (”

AME: Becky Li
Person Responsible for Regulatory
Compliance

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.
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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 I1SO 20417:2021 Information supplied by the manufacturer with medical devices

* EN I1SO 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 1SO 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 I1SO 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

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.
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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 1SO 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 1SO 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-1VVDR Person responsible for Regulatory
Compliance

* MDCG 2020-5 Guidance on Clinical Evaluation

*IMDRF MDCE WG/N56FINAL:2019 Clinical Evaluation

* MEDDEYV 2.12-1 Rev8 2013+Additional Guidance on MEDDEV 2.12/1 Rev.8 July 2019
Guidelines on a medical devices vigilance system

* MEDDEYV 2.7.1 Rev 4 Clinical evaluation: a guide for manufacturers and notified bodies

* ISO/TR 20416 Medical devices — Post-market surveillance for manufacturers

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.
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Attachment 2 Catalogue Number

NO REF NO REF NO REF
1 BF01-11018120 2 BF01-11018160 3 BF01-11018180
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

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.
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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

Confidentiality: This document contains information that is confidential and proprietary property of Micro-Tech (Nanjing) CO.,
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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
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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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MTN-MDR-DOC-BF, A/2

Declaration of Conformity

Manufacturer’s Name

Manufacturer’s Address

Manufacturer’s SRN

EU Authorized Representative’s Name
EU Authorized Representative’s Address
EU Authorized Representative’s SRN

Product Name

Product Trade Name

Basic UDI-DI

Catalogue Number

GMDN code

EMDN Code

Classification and Rule

Conformity Assessment Route

Intended Purpose

Micro-Tech (Nanjing) Co., Ltd.

No. 10 Gaoke Third Road, Nanjing National Hi-Tech,
Industrial Development Zone, Nanjing 210032, Jiangsu
Province, People’s Republic of China

CN-MF-000006950

Shanghai International Holding Corp. GmbH (Europe)
Eiffestrasse 80, 20537 Hamburg Germany
DE-AR-000000001

Single-Use Biopsy Forceps

Disposable Biopsy Forceps

TruBite™ Single-Use Biopsy Forceps

TechBite™ Single-Use Biopsy Forceps

OptiBite* Disposable Biopsy Forceps

6902284BF387119Q

See attachment 2

38711

G03080101: Gastrointestinal Endoscopy, Biopsy Forceps,
Single-Use
R07020101: Bronchoscopic Surgery Bioptic Forceps,
Single-Use

Class Ila (According to Annex VIII, Rule 6 of MDR
2017/745)

Annex X (Without chap. IT) of MDR 2017/745

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.

General applicable Regulation:

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.
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MTN-MDR-DOC-BF, A/2

REGULATION (EU) 2017/745 of medical device

Standard Applied:

All other applicable union legislations, harmonized standards and common specification (published in the Official
Journal of the European Communities)

The detail harmonized standards see Attachment 1.

Notified Body (Name & Address): DEKRA Certification B.V.
Meander 1051

6825 MJ Arnhem

P.O. Box 5185

6802 ED Arnhem

The Netherlands
Identification Number: CE 0344
Certificate Number : 6082015CEO01
Certificate Issue Date: 2023-07-24
Certificate Expiry Date: 2027-09-01

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.
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Declarac¢ao de Conformidade

Nome do fabricante

Endereco do fabricante

SRN do fabricante

Nome do representante autorizado da UE

Endereco do representante autorizado da UE
SRN do representante autorizado da UE
Nome do produto

Nome comercial do produto

UDI-DI basico
Numero de catalogo
Codigo GMDN
Cédigo EMDN

Classificacao

Rota de avaliacio de conformidade

Uso Pretendido e Indicacoes

Micro-Tech (Nanjing) Co., Ltd.
No. 10 Gaoke Third Road, Nanjing National Hi-
Tech, Industrial Development Zone, Nanjing

210032, Jiangsu Province, People’s Republic of
China

CN-MF-000006950

Shanghai International Holding Corp. GmbH
(Europe)

Eiffestrasse 80, 20537 Hamburg Germany
DE-AR-000000001

Pinga de biopsia de uso unico

Pinca de bidpsia de uso tinico TechBite™
Pinga de bidpsia de uso unico TruBite™
6902284BF387119Q

Attachment 2

38711

G03080101, R07020101

Classe Ila, Regra 6 de acordo com o AnexoVIII do
MDR 2017/745

Anexo IX (Sem cap. II) do MDR 2017/745

Estas Pinga de biopsia de uso Unico sdo usadas para
recolher amostras de tecidos vivos do trato digestivo
e respiratorio durante a endoscopia.

A Declarag@o de Conformidade ¢ emitida sob a exclusiva responsabilidade da Micro-Tech (Nanjing) Co., Ltd.

O dispositivo coberto pela presente declaragdo estda em conformidade com o Regulamento (UE) MDR

2017/745 para dispositivos médicos.

Toda a documentagéo de suporte € mantida nas instalagdes do fabricante.

Regulamento geral aplicavel:

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.
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MTN-MDR-DOC-BF, A/2

Padrio aplicado:
Todas as outras legislagdes sindicais aplicaveis, normas harmonizadas e especificagcdes comuns (publicadas no
Diario Oficial das Comunidades Europeias)

Para obter detalhes das normas harmonizadas, consulte o Anexo 1.

DEKRA Certification B.V.
Meander 1051

Organismo notificado (nome e

endereco): 6825 MJ Arnhem
P.O.Box 5185
6802 ED Arnhem
The Netherlands
Numero de identificacao: CE 0344
Numero do certificado: 6082015CEO1
Data de emissao do certificado: 2023-07-24
2027-09-01

Prazo de validade do certificado:

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.
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MTN-MDR-DOC-BF, A/2

Jexnapauus 3a CbOTBETCTBHE

Hme Ha npousBoauTeisi Micro-Tech (Nanjing) Co., Ltd.

A No. 10 Gaoke Third Road, Nanjing National Hi-
Apec Ha NPOU3BOAUTEIs . B
Tech, Industrial Development Zone, Nanjing

210032, Jiangsu Province, People’s Republic of
China

CN-MF-000006950

PH na npousBoaurens

HMe HA yIIbJIHOMOILEH npeacTaBute] B EC Shanghai International Holding Corp. GmbH
(Europe)

Anpec Ha oTopu3upan npeacrapurtesa B EC Eiffestrasse 80, 20537 Hamburg Germany

PH na ynbjanomomien npeacraButesa B EC DE-AR-000000001

HNme Ha npoaykTa [nmkm 3a 6GroTicHs 32 €THOKpaTHA yroTpeda

Tbproscko ume Ha MPOAYKTA [wmkw 3a GuoTIcHs 3a eMHOKpaTHA yImoTpeda
TechBite™

[wmkw 3a GuoTIcHs 3a eMHOKpaTHA yImoTpeda

TruBite™
Ocnogen UDI-DI 6902284BF387119Q
KaraJio:xxen Homep Attachment 2
GMDN kon 38711
EMDN kon G03080101, R07020101
Kuaacupukanus IKJIac IIa, IIpaBuino 6 cernacHo IpunoxenueVIII ot
MapupyT 3a OlleHKa Ha CbOTBeTCTBHETO ITpunoxenue IX (bes rn. II) or MDR 2017/745
IIpeanasnavyenne U Muauxauuu Tesu {unku 3a GHONCHS 3a eIHOKpaTHA yrmoTpebace

H3II0JI3BAT 3a C’B6HpaHe Ha l'[p06I/I OT XMBH TbKaHH OT
XPaHOCMMWJIATCIIHUS TPAKT U AUXATCIIHUTC IIbTUILA TTOQ

CHIOCKOIIHA.

JexmapanusTa 3a ChOTBETCTBHE CE€ M3/[aBa O] U3KITFOUNTETHATa OTroBopHOCT Ha Micro-Tech (Nanjing) Co.,
Ltd. YcrpoiicTBOTO, KOETO Ce 00XBaIla OT HAcTOsAIIATa AeKIapanus, € B cboTBeTcTBHE ¢ Permament (EC) MDR
2017/745 3a MEOUIIMHCKH U3EIHS.

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.
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MTN-MDR-DOC-BF, A/2
IsmaTa mpuapyxkaBaria JOKyMEHTAIFS € ChXPaHSIBa B TIOMEIICHUATA Ha TIPON3BOIUTEIIS.

OO0 NPpUIIOKUM perjiaMeHT:

Ipuiioxken cranaapr:
Bewuku npyru mpuITOKMMH 3aKOHOZATENICTBA, XapMOHM3WpPAHH CTaHAApTH W oOmm crenupukannyn Ha Chbio3a
(ny6nukyBanu B OduiinaieH BeCTHUK Ha EBporelickute 00IHOCTH)

3a moapoOHHUTE XapMOHU3HUPAHH CTaHIapTH BIkTe [Iprnoxkenue 1.

DEKRA Certification B.V.
Meander 1051

6825 MJ Arnhem

P.O. Box 5185

6802 ED Arnhem

The Netherlands

CE 0344

Hotuduuoupan opran (Mme u agpec):

HNnenTnukannonen Homep:

Homep Ha cepruduxara: 6082015CE01

JlaTa Ha u3naBaHe Ha cepTUdUKaATA: 2023-07-24

Jara na u3tuyane Ha cepTtudukara: 2027-09-01

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.
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Overensstemmelseserklaering

Producentens navn

Producentens adresse

Producent SRN

Navn pa EU-autoriseret repraesentant
EU-autoriseret reprasentants adresse
EU-autoriseret reprasentant SRN

Produktnavn

Produktets handelsnavn

Grundleggende UDI-DI
Katalognummer
GMDN-kode
EMDN-kode

Klassifikation

Rute for overensstemmelsesvurdering

Tilsigtet Anvendelse & Indikationer

Micro-Tech (Nanjing) Co., Ltd.

No. 10 Gaoke Third Road, Nanjing National Hi-Tech,
Industrial Development Zone, Nanjing 210032,
Jiangsu Province, People’s Republic of China

CN-MF-000006950

Shanghai International Holding Corp. GmbH (Europe)
Eiffestrasse 80, 20537 Hamburg Germany

DE-AR-000000001

Biopsipincet til engangsbrug

TechBite™ Biopsipincet til engangsbrug
TruBite™ Biopsipincet til engangsbrug
6902284BF387119Q

Attachment 2
38711
G03080101, R07020101

Klasse Ila, Regel 6 i henhold til Bilag VIII i MDR
2017/745

Bilag IX (Uden kap. IT) i MDR 2017/745

Disse Biopsipincet til engangsbrug bruges til at indsamle
levende veevsprover i fordgjelseskanalen og luftvejene

under endoskopien.

Overensstemmelseserklaringen er udstedt under eget ansvar af Micro-Tech (Nanjing) Co., Ltd. Enheden, der

er omfattet af denne erklaering, er 1 overensstemmelse med forordning (EU) MDR 2017/745 for medicinsk

udstyr.

Al understattende dokumentation opbevares hos producenten.

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.
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Generelt gzldende forordning:

Standard anvendt:

Al anden galdende unionslovgivning, harmoniserede standarder og falles specifikationer (offentliggjort i De
Europziske Fallesskabers Officielle Tidende)

De detaljerede harmoniserede standarder se Bilag 1.

Bemyndiget organ (navn og adresse): DEKRA Certification B.V.
Meander 1051

6825 MJ Arnhem

P.O. Box 5185

6802 ED Arnhem

The Netherlands
Identifikationsnummer: CE 0344
Certifikatnummer: 6082015CE01
Udstedelsesdato for certifikatet: 2023-07-24
Certifikatets udlebsdato: 2027-09-01

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.
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Konformititserklirung

Herstellername

Herstelleradresse

Hersteller SRN

Name des bevollmiichtigten EU-Vertreters

Adresse des bevollmiichtigten EU-Vertreters
Bevollmichtigter EU-Vertreter SRN

Produktname

Handelsname des Produkts

Basis-UDI-DI
Katalognummer
GMDN-Code
EMDN-Code

Einstufung

Konformititsbewertungsroute

Verwendungszweck Und Angaben

Micro-Tech (Nanjing) Co., Ltd.
No. 10 Gaoke Third Road, Nanjing National Hi-
Tech, Industrial Development Zone, Nanjing

210032, Jiangsu Province, People’s Republic of
China

CN-MF-000006950

Shanghai International Holding Corp. GmbH
(Europe)
Eiffestrasse 80, 20537 Hamburg Germany

DE-AR-000000001

Biopsiezange zum einmaligen Gebrauch

TechBite™ Biopsiezange zum einmaligen

Gebrauch

TruBite™ Biopsiezange zum einmaligen Gebrauch
6902284BF387119Q

Attachment 2

38711

G03080101, R07020101

Klasse Ila, Vorschrift 6 geméal dem Anhang VIlIder
MDR 2017/745

Anhang IX (Ohne Kap. II) der MDR 2017/745

Diese Biopsiezange zum einmaligen Gebrauch
werden zur Entnahme lebender Gewebeproben aus
dem Verdauungstrakt und den Atemwegen wéhrend

der Endoskopie verwendet.

Die Konformititserklarung wird unter der alleinigen Verantwortung von Micro-Tech (Nanjing) Co., Ltd.

ausgestellt. Das Instrument, auf das sich die vorliegende Erklarung bezieht, entspricht der Verordnung (EU)

MDR 2017/745 fiir Medizinprodukte.

Alle unterstiitzenden Unterlagen werden in den Raumlichkeiten des Herstellers aufbewahrt.

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.
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Allgemein geltende Verordnung:

Angewendete Norm:

Alle anderen anwendbaren Unionsgesetzgebungen, harmonisierten Normen und gemeinsamen Spezifikationen
(verdffentlicht im Amtsblatt der Europdischen Gemeinschaften)

Die detaillierten harmonisierten Normen finden Sie in Anhang 1.

Benannte Behorde (Name und DEKRA Certification B.V.
Meander 1051

Anschrift): 6825 MJ Arnhem
P.O. Box 5185
6802 ED Arnhem
The Netherlands
Identifikationsnummer: CE 0344
Zertifikatsnummer: 6082015CE01
Ausstellungsdatum des Zertifikats: 2023-07-24
Ablaufdatum des Zertifikats: 2027-09-01

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.
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Déclaration de conformité

Nom du fabricant

Adresse du fabricant

N° d'immatriculation du dabricant

Nom du représentant autorisé de I'UE

Adresse du représentant autorisé de 'UE

N° d'immatriculation du mandataire UE agréé
Nom du produit

Nom commercial du produit

UDI-DI de base

Numéro de catalogue

Code GMDN

Code EMDN

Classification

Itinéraire d'évaluation de la conformité

Utilisation Prévue Et Indications

Micro-Tech (Nanjing) Co., Ltd.
No. 10 Gaoke Third Road, Nanjing National Hi-Tech,

Industrial Development Zone, Nanjing 210032, Jiangsu

Province, People’s Republic of China

CN-MF-000006950

Shanghai International Holding Corp. GmbH (Europe)
Eiffestrasse 80, 20537 Hamburg Germany
DE-AR-000000001

Pinces a biopsie a usage unique

Pinces a biopsie a usage unique TechBite™

Pinces a biopsie a usage unique TruBite™
6902284BF387119Q

Attachment 2

38711

G03080101, R07020101

Classe Ila, régle 6 selon I'annexeVIII du MDR 2017/745

Annexe IX (Sans chap. 1) du MDR 2017/745

Ces pinces a biopsie a usage unique sont utilisées pour
prélever des échantillons de tissus vivants du tube digestif et

des voies respiratoires sous endoscopie.

La déclaration de conformité est émise sous la seule responsabilité de Micro-Tech (Nanjing) Co., Ltd. Le

dispositif faisant l'objet de la présente déclaration est conforme au Reglement (UE) MDR 2017/745 relatif aux

dispositifs médicaux.

Toutes les pieces justificatives sont conservées dans les locaux du fabricant.

Réglementation générale applicable :

Norme appliquée :

Toutes les autres législations de 1'Union applicables, les normes harmonisées et les spécifications communes

(publiées au Journal officiel des Communautés européennes)

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.
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Le détail des normes harmonisées voir I'annexe 1.

DEKRA Certification B.V.
Meander 1051

6825 MJ Arnhem

P.O. Box 5185

6802 ED Arnhem

The Netherlands
CE 0344

Organisme notifié (nom et adresse) :

Numéro d'identification:

Numéro de certificat: 6082015CE01

Date d'édition du certificat : 2023-07-24

Date d'expiration du certificat : 2027-09-01

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.

12/48



®

MTN-MDR-DOC-BF, A/2

Vaatimustenmukaisuusvakuutus

Valmistajan nimi

Valmistajan osoite

Valmistajan SRN

EU:ssa valtuutetun edustajan nimi

EU:ssa valtuutetun edustajan osoite
EU-valtuutettu edustaja SRN

Tuotteen nimi

Tuotteen kauppanimi

Perus UDI-DI
Luettelonumero
GMDN-koodi
EMDN-koodi

Luokitus

Vaatimustenmukaisuuden arviointireitti

Tarkoitettu Kaytto Ja Kayttokohteet

Micro-Tech (Nanjing) Co., Ltd.
No. 10 Gaoke Third Road, Nanjing National Hi-
Tech, Industrial Development Zone, Nanjing

210032, Jiangsu Province, People’s Republic of
China

CN-MF-000006950

Shanghai International Holding Corp. GmbH
(Europe)
Eiffestrasse 80, 20537 Hamburg Germany

DE-AR-000000001

Kertakéyttdiset biopsiapihdit

TechBite™ kertakiyttdiset biopsiapihdit
TruBite™ kertakiyttoiset biopsiapihdit
6902284BF387119Q

Attachment 2
38711
G03080101, R07020101

Luokka Ila, sdantd 6 liitteen VIII MDR 2017/745
mukaisesti

Liite IX (ilman lukua IT) MDR 2017/745:sta

Nditd Kertakdyttoiset biopsiapihdit kdytetdan eldvien
kudosnédytteiden kerddmiseen ruoansulatuskanavasta
ja hengitysteistd endoskopiassa.

Vaatimustenmukaisuusvakuutus on yksinomaisesti Micro-Tech (Nanjing) Co., Ltd:n vastuulla. Laite, jota timéa
vakuutus koskee, on 14dédkinnéllisid laitteita koskevan asetuksen (EU) MDR 2017/745 mukainen.
Kaikki tata tukevat asiakirjat sdilytetddn valmistajan tiloissa.

Yleisesti sovellettava asetus:

Sovellettu standardi:

Kaikki muu sovellettava unionin lainsdddéntd, yhdenmukaistetut standardit ja yhteiset maéritelmét (julkaistu

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.
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Euroopan yhteisdjen virallisessa lehdessi)

Yksityiskohtaiset yhdenmukaistetut standardit katso liite 1.

Taho jolle ilmoitettu (nimi ja osoite): DEKRA Certification B.V.
Meander 1051

6825 MJ Arnhem
P.O.Box 5185
6802 ED Arnhem

The Netherlands

Tunnusnumero: CE 0344

Todistuksen numero: 6082015CEO01

Todistuksen myontamispiAiviamadri: 2023-07-24

Todistuksen viimeinen voimassaolopiivi: 2027-09-01

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.
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Prohlaseni o shodé

Nazev vyrobce

Adresa vyrobce

Jediné registracni Cislo vyrobce

Nazev zplnomocnéného zastupce v EU

Adresa zplnomocnéného zastupce v EU

Jediné registracni Cislo zplnomocnéného
zastupce v EU

Nazev vyrobku

Obchodni nazev produktu

Zikladni UDI-DI:
Katalogové cislo
Kéd GMDN

Kéd EMDN

Klasifikace

Postup posuzovani shody

Utel Pouziti A Indikace

Micro-Tech (Nanjing) Co., Ltd.
No. 10 Gaoke Third Road, Nanjing National Hi-
Tech, Industrial Development Zone, Nanjing

210032, Jiangsu Province, People’s Republic of
China

CN-MF-000006950

Shanghai International Holding Corp. GmbH
(Europe)
Eiffestrasse 80, 20537 Hamburg Germany

DE-AR-000000001

Jednorazové bioptické klesté

Jednorazové bioptické klesté TechBite™

Jednorazové bioptické klesté TruBite™

6902284BF387119Q

Attachment 2
38711
G03080101, R07020101

Ttida Ila, pravidlo 6 podle ptilohyVIII MDR
2017/745

Piloha IX (bez kap. II) MDR 2017/745

Tyto jednorazové bioptické kleste se pouzivaji ke sbéru
vzorkll zivé tkané zazivaciho a dychaciho traktu pfi

endoskopii.

Prohlaseni o shod¢ se vydava na vyhradni odpovédnost spole¢nosti Micro-Tech (Nanjing) Co., Ltd. Prosttedek,

na ktery se vztahuje toto prohlaseni, je v souladu s nafizenim (EU) MDR 2017/745 o zdravotnickych

prostiedcich.

Veskera podptirnd dokumentace je uchovavana v prostorach vyrobce.

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.
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Obecné platné nafizeni:

Pouzité normy:

Vsechny ostatni platné unijni pravni predpisy, harmonizované normy a spoleéné specifikace (zvefejnéné v Urednim
véstniku Evropskych spolecenstvi)

Podrobné harmonizované normy viz pfiloha 1.

Oznameny subjekt (nizev a adresa): DEKRA Certification B.V.
Meander 1051

6825 MJ Arnhem
P.O.Box 5185
6802 ED Arnhem

The Netherlands

Identifikaéni &islo: CE 0344

Cislo certifikatu: 6082015CE01

Datum vydani certifikatu: 2023-07-24

Datum vyprSeni platnosti certifikatu: 2027-09-01

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.
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Atbilstibas deklaracija

Razotaja nosaukums

RaZotaja adrese

Razotaja SRN

ES pilnvarota parstavja vards
ES pilnvarota parstavja adrese
ES pilnvarota parstavja SRN
Izstradajuma nosaukums

Izstradajuma tirdzniectbas nosaukums

Pamata UDI-DI
Kataloga numurs
GMDN kods
EMDN kods

Klasifikacija

Atbilstibas novertéSanas marSruts

Paredzeta LietoSana Un Indikacijas

Micro-Tech (Nanjing) Co., Ltd.

No. 10 Gaoke Third Road, Nanjing National Hi-Tech,
Industrial Development Zone, Nanjing 210032,
Jiangsu Province, People’s Republic of China

CN-MF-000006950

Shanghai International Holding Corp. GmbH (Europe)
Eiffestrasse 80, 20537 Hamburg Germany
DE-AR-000000001

Vienreizgjas lietoSanas biopsijas knaibles

TechBite™ vienreizgjas lietosanas biopsijas knaibles

TruBite™ vienreizgjas lietodanas biopsijas knaibles

6902284BF387119Q

Attachment 2
38711
G03080101, R07020101

I1a klase, 6. noteikums saskana ar pielikumuVIII MDR
2017/745

IX pielikums (bez sad. II) MDR 2017/745

Sis vienreizgjas lietosanas biopsijas knaibles tiek
izmantotas, lai savaktu dzivo audu paraugus no
gremosanas trakta un elpcelu endoskopijas.

Atbilstibas deklaracija tiek izdota, Micro-Tech (Nanjing) Co., Ltd. uznemoties pilnu atbildibu. lerice, uz kuru
attiecas ST deklaracija, atbilst Regulai (ES) MDR 2017/745 par medicinas ieric€m.
Visa apliecino$a dokumentacija tiek glabata razotaja telpas.

Visparigi piemérojamie noteikumi:

Piemérots standarts:

Visi pargjie piemérojamie Savienibas tiesibu akti, saskanotie standarti un kopgjas specifikacijas (publicétas Eiropas
Kopienu Oficialaja Vestnesi)

Siki izstradatus saskanotos standartus skatit 1. pielikuma.

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.
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DEKRA Certification B.V.
Meander 1051

Pilnvarota iestade (nosaukums un

adrese): 6825 MJ Arnhem
P.O.Box 5185
6802 ED Arnhem
The Netherlands
Identifikacijas numurs: CE 0344
Sertifikata numurs: 6082015CEO01
Sertifikata izdoSanas datums: 2023-07-24
Sertifikata deriguma termins: 2027-09-01

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.
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Declaracion de conformidad

Nombre del fabricante

Direccion del fabricante

Numero de serie del fabricante

Nombre del representante autorizado en la UE

Direccion del representante autorizado en la UE

Numero de serie del representante autorizado en
la UE

Nombre del producto

Nombre comercial del producto

UDI-DI basico
Numero de catilogo
Cédigo GMDN
Cédigo EMDN

Clasificacion

Ruta de evaluacion de conformidad

Uso Previsto E Indicaciones

Micro-Tech (Nanjing) Co., Ltd.
No. 10 Gaoke Third Road, Nanjing National Hi-

Tech, Industrial Development Zone, Nanjing
210032, Jiangsu Province, People’s Republic of
China

CN-MF-000006950

Shanghai International Holding Corp. GmbH
(Europe)
Eiffestrasse 80, 20537 Hamburg Germany

DE-AR-000000001

Pinzas de biopsia de un solo uso

Pinzas de biopsia de un solo uso TechBite™

Pinzas de biopsia de un solo uso TruBite™
6902284BF387119Q

Attachment 2

38711

G03080101, R07020101

Clase IIa, Norma 6 segun el AnexoVIIl de MDR
2017/745

Anexo IX (sin cap. II) de MDR 2017/745

Estas Pinzas de biopsia de un solo uso se utilizan para
recoger muestras de tejido vivo del tracto digestivo y

del tracto respiratorio mediante una endoscopia.

La Declaracion de Conformidad se emite bajo la exclusiva responsabilidad de Micro-Tech (Nanjing) Co., Ltd.

El dispositivo cubierto por la presente declaracion cumple con la norma (UE) MDR 2017/745 para dispositivos

médicos.

Todos los comprobantes se conservan en las instalaciones del fabricante.

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.
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Normas generales vigentes:

Norma aplicada:
Todas las demas legislaciones, normas armonizadas y especificaciones comunes vigentes de la Unidn (publicadas
en el Diario Oficial de las Comunidades Europeas)

Ver el detalle de las normas armonizadas en el Anexo 1.

Organismo notificado (nombre y direccién): DEKRA Certification B.V.
Meander 1051

6825 MJ Arnhem

P.O. Box 5185

6802 ED Arnhem

The Netherlands
Nimero de identificacion: CE 0344
Numero certificado: 6082015CEO01
Fecha de emision del certificado: 2023-07-24
Fecha de vencimiento del certificado: 2027-09-01

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.
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Atitikties deklaracija

Gamintojo pavadinimas

Gamintojo adresas

Gamintojas unikalusis

registracijos numeris (SRN)

ES jgaliotojo atstovo vardas ir pavardé

ES jgaliotojo atstovo adresas

ES jgaliotojo atstovo unikalusis
registracijos numeris (SRN)

Produkto pavadinimas

Komercinis produkto pavadinimas

Bazinis UDI-DI
Katalogo numeris
GMDN kodas
EMDN kodas

Klasifikacija

Atitikties vertinimo budas

Numatytas Naudojimas Ir Indikacijos

Micro-Tech (Nanjing) Co., Ltd.
No. 10 Gaoke Third Road, Nanjing National Hi-
Tech, Industrial Development Zone, Nanjing

210032, Jiangsu Province, People’s Republic of
China

CN-MF-000006950

Shanghai International Holding Corp. GmbH
(Europe)
Eiffestrasse 80, 20537 Hamburg Germany

DE-AR-000000001

Vienkartinio naudojimo biopsijos znyplés

TechBite™ vienkartinio naudojimo biopsijos

znyplés

TruBite™ vienkartinio naudojimo biopsijos
znyplés

6902284BF387119Q

Attachment 2
38711
G03080101, R07020101

Ila klasé, 6 taisyklé pagal VIII MDR 2017/745
prieda

MDR 2017/745 1X priedas (be II skyriaus)

Sios Vienkartinio naudojimo biopsijos Znyplés
virskinamojo trakto ir kvépavimo taky gyvy audiniy
meéginiams surinkti endoskopijos metu.

Uz atitikties deklaracijos i§davima atsako tik ,,Micro-Tech (Nanjing) Co., Ltd.” Prietaisas, kuriam taikoma §i

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.
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deklaracija, atitinka ES medicinos priemoniy reglamento 2017/745 (MDR) reikalavimus.

Visi patvirtinamieji dokumentai saugomi gamintojo patalpose.

Bendrasis taikomas reglamentas:

Taikomas standartas:

Visi kiti taikomi Sajungos teisés aktai, darnieji standartai ir bendroji specifikacija (paskelbta Europos Bendrijy
oficialiajame leidinyje)

ISsamius darniuosius standartus zr. 1 priede.

DEKRA Certification B.V.
Meander 1051

Notifikuotoji jstaiga (pavadinimas ir

adresas): 6825 MJ Arnhem
P.O.Box 5185
6802 ED Arnhem
The Netherlands
Identifikavimo numeris: CE 0344
Sertifikato numeris: 6082015CEO1
Sertifikato iSdavimo data: 2023-07-24
Sertifikatas galioja iki: 2027-09-01

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.
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Konformititserklirung

Numm vum Fabrikant

Adress vum Fabrikant

SRN vum Fabrikant

Numm vum EU-autoriséierte Vertrieder

Adress vum EU-autoriséierte Vertrieder
SRN vum EU-autoriséierte Vertrieder

Produktnumm

Produkt-Handelsnumm

Basis UDI-DI
Katalognummer
GMDN-Code
EMDN-Code

Klassifikatioun

Konformitéits-Bewiertungsroute

Virgesinne Benotzung & Indikatiounen

Micro-Tech (Nanjing) Co., Ltd.
No. 10 Gaoke Third Road, Nanjing National Hi-
Tech, Industrial Development Zone, Nanjing

210032, Jiangsu Province, People’s Republic of
China

CN-MF-000006950

Shanghai International Holding Corp. GmbH
(Europe)
Eiffestrasse 80, 20537 Hamburg Germany

DE-AR-000000001

Biopsie-Pince fir eng eenzeg Benotzung

TechBite™ Biopsie-Pince fir eng eenzeg

Benotzung

TruBite™ Biopsie-Pince fir eng eenzeg Benotzung

6902284BF387119Q

Attachment 2
38711
G03080101, R07020101

Klass IIa, Reegel 6 geméiss AnnexVIIl vun MDR
2017/745

Annex IX (ouni Kap. II) vuan MDR 2017/745

Dés Biopsie-Pince fir eng eenzeg Benotzung gétt
benotzt, fir lieweg Gewebeprouwen aus dem
Verdauungstrakt an dem Otmungstrakt énnert der
Endoskopie ze sammelen.

D'Konformitéitserkldrung gétt énner der elengeger Verantwortung vu Micro-Tech (Nanjing) Co., Ltd. Den
Apparat, dee vun déser Deklaratioun ofgedeckt ass, entsprécht der Regulatioun (EU) MDR 2017/745 fir

medizinesch Geriter.

All énnerstétzend Dokumentatioun gétt an de Raimlechkeete vum Hiersteller gespéichert.

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.
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Allgemeng applicabel Regulatioun:

Standard ugewant:

All aner applicabel Gewerkschaftsgesetzer, harmoniséiert Normen a gemeinsam Spezifizéierung (am Offizielle
Journal vun den Europdesche Gemeinschaften veréffentlecht)

Déi detailléiert harmoniséiert Normen, Anhang 1.

Notifizéierte Kierper (Numm & Adress): DEKRA Certification B.V.
Meander 1051

6825 MJ Arnhem

P.O. Box 5185

6802 ED Arnhem

The Netherlands
Identifikatiounsnummer: CE 0344
Zertifikatsnummer: 6082015CE01
Zertifikatveréffentlechungsdatum: 2023-07-24
Zertifikatsoflafdatum: 2027-09-01

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.
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Declaratie de conformitate

Numele producatorului

Adresa producatorului

SRN producator

Numele reprezentantului autorizat in UE

Adresa reprezentantului autorizat in UE
SRN reprezentant autorizat in UE

Nume produs

Numele comercial al produsului

UDI-DI de baza
Numar catalog
Cod GMDN
Cod EMDN

Clasificare

Traseul de evaluare a conformitatii

Utilizare Preconizata Si Indicatii

Micro-Tech (Nanjing) Co., Ltd.
No. 10 Gaoke Third Road, Nanjing National Hi-
Tech, Industrial Development Zone, Nanjing

210032, Jiangsu Province, People’s Republic of
China

CN-MF-000006950

Shanghai International Holding Corp. GmbH
(Europe)
Eiffestrasse 80, 20537 Hamburg Germany

DE-AR-000000001

Forceps pentru biopsie de unica folosinta

Forceps pentru biopsie de unica folosinta

TechBite™

Forceps pentru biopsie de unica folosintd TruBite™

6902284BF387119Q

Attachment 2
38711
G03080101, R07020101

Clasa Ila, Regula 6 conform AnexeiVIII din MDR
2017/745

Anexa IX (Fara cap. II) din MDR 2017/745

Aceste Forceps pentru biopsie de unica folosinta sunt
utilizate pentru a colecta probe de tesut viu ale
tractului digestiv si ale tractului respirator in regim

endoscopic.

Declaratia de conformitate este emisd sub responsabilitatea exclusivd a Micro-Tech (Nanjing) Co., Ltd.

Dispozitivul care face obiectul prezentei declaratii este conform cu Regulamentul (UE) MDR 2017/745 pentru

dispozitive medicale.

Toata documentatia justificativa este pastrata la sediul producatorului.

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.
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Regulament general aplicabil:

Standard aplicat:
Toate celelalte legislatii aplicabile ale Uniunii, standarde armonizate si specificatii comune (publicate in Jurnalul
Oficial al Comunitdtii Europene)

Standardele armonizate detaliate vezi Anexa 1.

Organism notificat (nume si adresi): DEKRA Certification B.V.
Meander 1051

6825 MJ Arnhem
P.O. Box 5185
6802 ED Arnhem
The Netherlands

Numar de identificare: CE 0344

Numarul certificatului: 6082015CE01

Data emiterii certificatului: 2023-07-24

Data de expirare a certificatului: 2027-09-01

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.
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Dikjarazzjoni ta' Konformita

Isem tal-Manifattur

Indirizz tal-Manifattur

SRN tal-Manifattur

Isem ir-Rapprezentant Awtorizzat tal-UE

Indirizz tar-Rapprezentant Awtorizzat tal-UE
SRN tar-Rapprezentant Awtorizzat tal-UE

Isem tal-Prodott

Isem tal-Kummer¢ tal-Prodott

UDI-DI baziku
Numru tal-Katalogu
Kodi¢i GMDN
Kodi¢i EMDN

Klassifikazzjoni

Rotta ta' Valutazzjoni tal-Konformita

Uzu Mahsub U Indikazzjonijiet

Micro-Tech (Nanjing) Co., Ltd.
No. 10 Gaoke Third Road, Nanjing National Hi-
Tech, Industrial Development Zone, Nanjing

210032, Jiangsu Province, People’s Republic of
China

CN-MF-000006950

Shanghai International Holding Corp. GmbH
(Europe)
Eiffestrasse 80, 20537 Hamburg Germany

DE-AR-000000001

For¢ipi ghal Bijopsija ta' Uzu Uniku

TechBite™ For¢ipi ghal Bijopsija ta' Uzu Uniku
TruBite™ For¢ipi ghal Bijopsija ta' Uzu Uniku
6902284BF387119Q

Attachment 2
38711
G03080101, R07020101

Klassi Ila, Artikolu 6 skont 1-Anness VIII tal-MDR
2017/745

Anness IX (Minghajr kap. IT) ta' MDR 2017/745

Dawn il-for¢ipi ghal bijopsija ta' uzu uniku huma
uzati biex jingabru kampjuni ta' tessut haj mill-apparat
digestiv u apparat respiratorju taht I-endoskopija.

Id-Dikjarazzjoni ta' Konformita tinhareg taht ir-responsabbilta unika ta' Micro-Tech (Nanjing) Co., Ltd. L-

apparat li huwa kopert minn din id-dikjarazzjoni huwa konformi mar-Regolament (UE) MDR 2017/745 ghall-

apparat mediku.

Id-dokumentazzjoni ta' appogg kollha tinzamm fil-post tal-manifattur.

Regolament generali applikabbli:

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.
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Standard Applikat:

Il-legizlazzjonijiet 1-ohra kollha applikabbli, l-istandards armonizzati u l-ispecifikazzjoni komuni tal-Unjoni
(ippubblikati fil-Gurnal Uffi¢jali tal-Komunitajiet Ewropej)

L-istandards armonizzati fid-dettall ara d-Dokument Mehmuz 1.

Korp Notifikat (Isem u Indirizz): DEKRA Certification B.V.
Meander 1051

6825 MJ Arnhem

P.O. Box 5185
6802 ED Arnhem
The Netherlands
Numru ta' Identifikazzjoni: CE 0344
Numru taé-Certifikat: 6082015CEO01
Certifikat Mahrug Data: 2023-07-24
Data tal-Iskadenza taé-Certifikat: 2027-09-01

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.
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Produsentens navn

Produsentens adresse

Produsent SRN

EU autorisert representant navn

EU autorisert representant adresse
EU autorisert representant SRN
Produktnavn

Produktets handel navn

Grunnleggende UDI DI
Katalog nummer
GMDN kode

EMDN kode

Klassifisering

Rute for samsvar vurdering

Tiltenkt Bruk Og Indikasjoner

Erklering om samsvar

Micro-Tech (Nanjing) Co., Ltd.
No. 10 Gaoke Third Road, Nanjing National Hi-
Tech, Industrial Development Zone, Nanjing

210032, Jiangsu Province, People’s Republic of
China

CN-MF-000006950

Shanghai International Holding Corp. GmbH
(Europe)

Eiffestrasse 80, 20537 Hamburg Germany
DE-AR-000000001

Biopsi tang til engangsbruk

TechBite™ Biopsi tang til engangsbruk
TruBite™ Biopsi tang til engangsbruk
6902284BF387119Q

Attachment 2

38711

G03080101, R07020101

Klasse IIa, regel 6 i henhold til vedleggVIIl av MDR
2017/745

Vedlegg IX (Uten kap. I1) av MDR 2017/745

Disse Biopsi tang til engangsbrukbrukes til 4 samle
levende vevsprover av fordgyelseskanalen og
luftveiene under endoskopien.

Erkleering om samsvar er utstedt under eget ansvar av Micro-Tech (Nanjing) Co., Ltd. Enheten som dekkes av

denne erkleringen er i samsvar med forordning (EU) MDR 2017/745 for medisinsk utstyr.

All statte dokumentasjon oppbevares hos produsenten.

Generelt gjeldende forskrift:
Standard brukt:

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.

29 /48



MTN-MDR-DOC-BF, A/2

All annen gjeldende fagforening lovgivning, harmoniserte standarder og felles spesifikasjoner (publisert i De

Europeiske Fellesskaps Tidende)

De detaljerte harmoniserte standardene se vedlegg 1.

DEKRA Certification B.V.
Meander 1051

Varslet organ (navn og adresse):

6825 MJ Arnhem
P.O. Box 5185
6802 ED Arnhem
The Netherlands
Identifikasjon nummer: CE 0344
Sertifikat nummer: 6082015CE01
Sertifikat utstedt dato: 2023-07-24
Sertifikatets utlep dato: 2027-09-01

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.
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Forsidkran om overensstimmelse

Namn pa tillverkare

Tillverkarens adress

Tillverkarens SRN

Namn pa EU-auktoriserad representant

Adress for EU-auktoriserad representant
EU-auktoriserad representant SRN

Produktnamn

Produktens handelsnamn

Grundliggande UDI-DI
Katalognummer
GMDN-kod
EMDN-kod

Klassificering

Vig for bedomning av 6verensstimmelse

Avsedd Anvindning & Indikationer

Micro-Tech (Nanjing) Co., Ltd.
No. 10 Gaoke Third Road, Nanjing National Hi-
Tech, Industrial Development Zone, Nanjing

210032, Jiangsu Province, People’s Republic of
China

CN-MF-000006950

Shanghai International Holding Corp. GmbH
(Europe)
Eiffestrasse 80, 20537 Hamburg Germany

DE-AR-000000001

Biopsipincett for engédngsbruk

TechBite™ biopsipincett for engédngsbruk
TruBite™ biopsipincett for engangsbruk
6902284BF387119Q

Attachment 2

38711

G03080101, R07020101

Klass IIa, regel 6 enligt bilagaVIII till MDR
2017/745

Bilaga IX (Utan kap. II) till MDR 2017/745

Dessa biopsipincett for engangsbruk anvénds for att
samla levande viavnadsprover i matsméltningskanalen

och luftvigarna under endoskopi.

Forsdkran om overensstimmelse utfardas under eget ansvar av Micro-Tech (Nanjing) Co., Ltd. Enheten som

omfattas av denna deklaration 6verensstimmer med forordningen (EU) MDR 2017/745 for medicintekniska

produkter.

All styrkande dokumentation forvaras i tillverkarens lokaler.

Allmiin tillimplig forordning:

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.
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Tillimpad standard:
All annan tillimplig facklig lagstiftning, Gverensstimmande standarder och gemensamma specifikationer
(publicerade 1 Europeiska gemenskapernas officiella tidning)

Detaljerade dverensstimmande standarder se bilaga 1.

DEKRA Certification B.V.
Meander 1051

6825 MJ Arnhem

P.O. Box 5185

6802 ED Arnhem

The Netherlands
CE 0344

Anmiilt organ (namn och adress):

Identifieringsnummer:

Certifikatnummer: 6082015CEO01

Certifikat utfardat datum: 2023-07-24

Certifikatets utgangsdatum: 2027-09-01

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.
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Vyhlasenie o zhode

Nazov vyrobcu Micro-Tech (Nanjing) Co., Ltd.

No. 10 Gaoke Third Road, Nanjing National Hi-

Adresa vyrobcu ) ]
Tech, Industrial Development Zone, Nanjing

210032, Jiangsu Province, People’s Republic of
China

CN-MF-000006950

Vyrobca SRN

Meno splnomocneného zistupcu EU Shanghai International Holding Corp. GmbH
(Europe)

Adresa autorizovaného zastupcu EU Eiffestrasse 80, 20537 Hamburg Germany

Splnomocneny zastupca EU SRN DE-AR-000000001

Nazov produktu Bioptické klieste na jedno pouzitie

Obchodny nazov produktu TechBite™ Bioptické klieste na jedno pouzitie
TruBite™ Bioptické klieste na jedno pouzitie

Zikladné UDI-DI 6902284BF387119Q

Katalogové ¢islo Attachment 2

Kod GMDN 38711

Kéd EMDN G03080101, R07020101

Klasifikacia Trieda Ila, pravidlo 6 podla prilohyVIII MDR
2017/745

Postup posudzovania zhody Priloha IX (bez kap. II) MDR 2017/745

ZamySlané Pouzitie A Indikacie Tieto Bioptické klieste na jedno pouZitie sa pouzivaju

na odber vzoriek zivého tkaniva z traviaceho a

dychacieho traktu pri endoskopii.

Vyhlasenie o zhode sa vydava na vyhradnii zodpovednost’ spolocnosti Micro-Tech (Nanjing) Co., Ltd.
Pomdcka, na ktort sa vzt'ahuje toto vyhlasenie, je v sulade s nariadenim (EU) MDR 2017/745 pre zdravotnicke
pomdcky.

Vsetka sprievodna dokumentacia sa uchovava v priestoroch vyrobcu.

VSeobecne zavizné nariadenie:

Aplikovana norma:

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.
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Vsetky ostatné uplatnitené pravne predpisy Unie, harmonizované normy a spolo¢né Specifikacie (uverejnené v

Uradnom vestniku Eurdpskych spolocenstiev)

Podrobné harmonizované normy pozri v prilohe 1.

DEKRA Certification B.V.
Meander 1051

6825 MJ Arnhem

P.O. Box 5185

6802 ED Arnhem

The Netherlands
CE 0344

Notifikovany organ (meno a adresa):

Identifikac¢né Cislo:

Cislo certifikatu: 6082015CE01

Datum vydania certifikatu: 2023-07-24

Datum vyprsania platnosti certifikatu: 2027-09-01

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.
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Izjava o skladnosti

Ime proizvajalca

Naslov proizvajalca

Proizvajalec SRN

Ime pooblas¢enega zastopnika EU

Naslov pooblasc¢enega predstavnika EU
Pooblasceni predstavnik EU SRN

Ime izdelka

Trgovsko ime izdelka

Osnovni UDI-DI
KataloSka Stevilka
Koda GMDN
Koda EMDN

Razvrstitev

Pot ugotavljanja skladnosti

Namen Uporabe In Indikacije

Micro-Tech (Nanjing) Co., Ltd.
No. 10 Gaoke Third Road, Nanjing National Hi-
Tech, Industrial Development Zone, Nanjing

210032, Jiangsu Province, People’s Republic of
China

CN-MF-000006950

Shanghai International Holding Corp. GmbH
(Europe)
Eiffestrasse 80, 20537 Hamburg Germany

DE-AR-000000001

Biopsijskih kles¢ za enkratno uporabo

Biopsijskih kle$¢ za enkratno uporabo TechBite™
Biopsijskih kle$¢ za enkratno uporabo TRUBite™
6902284BF387119Q

Attachment 2

38711

G03080101, R07020101

Razred Ila, pravilo 6 v skladu s prilogoVIII MDR
2017/745

Priloga X (brez poglavja II) MDR 2017/745

Te Biopsijskih kleS¢ za enkratno uporabo se
uporabljajo za zbiranje vzorcev Zivih tkiv prebavnega

trakta in dihalnih poti pod endoskopijo.

1zjava o skladnosti je izdana pod izklju¢no odgovornostjo Micro-Tech (Nanjing) Co., Ltd. Naprava, ki je zajeta
v tej izjavi, je v skladu z Uredbo (EU) MDR 2017/745 za medicinske pripomocke.
Vsa spremljajoca dokumentacija se hrani v prostorih proizvajalca.

Splosna veljavna uredba:

Uporabljen standard:

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.
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Vse druge veljavne zakonodaje Unije, usklajeni standardi in skupne specifikacije (objavljene v Uradnem listu

Evropskih skupnosti)

Podrobne harmonizirane standarde glej prilogo 1.

DEKRA Certification B.V.
Meander 1051

6825 MJ Arnhem

P.O. Box 5185

6802 ED Arnhem

The Netherlands

PriglaSeni organ (ime in naslov):

Identifikacijska §tevilka: CE 0344

Stevilka potrdila: 6082015CE01

Datum izdaje potrdila: 2023-07-24

Datum poteka veljavnosti potrdila: 2027-09-01

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.
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Uretici Ad1

Uretici Adresi

Uretici SRN

AB Yetkili Temsilci Adi

AB Yetkili Temsilcisi Adresi
AB Yetkili Temsilcisi SRN

Uriin Ad1

Uriin Ticari Adi

Temel UDI-DI
Katalog Numarasi
GMDN Kodu
EMDN Kodu

Smiflandirma

Uygunluk Degerlendirme Rotasi

Kullaniom Amac1 & Endikasyonlari

Uygunluk beyani

Micro-Tech (Nanjing) Co., Ltd.
No. 10 Gaoke Third Road, Nanjing National Hi-
Tech, Industrial Development Zone, Nanjing

210032, Jiangsu Province, People’s Republic of
China

CN-MF-000006950

Shanghai International Holding Corp. GmbH
(Europe)
Eiffestrasse 80, 20537 Hamburg Germany

DE-AR-000000001

Tek Kullanimlik Biyopsi Forsepsi

TechBite™ Tek Kullanimlik Biyopsi Forsepsi
TruBite™ Tek Kullanimlik Biyopsi Forsepsi
6902284BF387119Q

Attachment 2

38711

G03080101, R0O7020101

Ek VIII uyarinca Smif Ila, Kural 6 MDR 2017/745
Ek IX (Bol. II olmaksizin) MDR 2017/745

Bu Tek Kullanimlik Biyopsi Forsepsi, endoskopi
altinda sindirim sistemi ve solunum yollarindan canli

doku 6rnekleri almak i¢in kullanilir.

Uygunluk Beyani, tamamen Micro-Tech (Nanjing) Co., Ltd.'nin sorumlulugunda yaymlanmigtir. Bu beyanin
kapsadigi cihaz, tibbi cihazlar i¢in MDR 2017/745 (AB) Y 6netmeligine uygundur.
T{im miistenit belgeler, {ireticinin tesislerinde muhafaza edilir.

Genel gecerli Yonetmelik:

Uygulanan Standart:

Diger tiim gegerli birlik mevzuati, uyumlastirilmis standartlar ve ortak sartname (Avrupa Topluluklari Resmi

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
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Gazetesinde yaymlanmistir)

Ayrintili uyumlastirilmis standartlar i¢in Ek 1'e bakiniz.

Onaylanmis Kurulus (Ad ve Adres): DEKRA Certification B.V.
Meander 1051

6825 MJ Arnhem

P.O. Box 5185

6802 ED Arnhem

The Netherlands
Kimlik Numarasi: CE 0344
Sertifika numarasi: 6082015CE01
Sertifika Verilme Tarihi: 2023-07-24
Sertifika Bitis Tarihi: 2027-09-01

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
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AfA®oN cVPUUOPP®ONG

‘Ovopa KOTOOKEVAGTY)

Algv0vvoN KOTOOKEVAOTN

SRN ketackgvaot

‘Ovopo. ££0061000TNUEVOD AVTITPOCAOTOV GTIV
EE

Aev0vvon £E0061000TNREVOV AVTITPOCOTOV
oty EE

SRN gEovorodotnuévov avritposonov oty EE
‘Ovopa Tpoidvrog

Epmopuc ovopacio mpoidévrog

Baowo UDI-DI
ApOpoc kaTardyov
Kowowkogc GMDN
Koowog EMDN

Tagivounon

Awdikacio aglorloynons coppuopemong

Ipopreropnevn Xpnon Ko EvociEeie

Micro-Tech (Nanjing) Co., Ltd.

No. 10 Gaoke Third Road, Nanjing National Hi-
Tech, Industrial
210032,
China

CN-MF-000006950

Development Zone, Nanjing

Jiangsu Province, People’s Republic of

Shanghai International Holding Corp. GmbH
(Europe)

Eiffestrasse 80, 20537 Hamburg Germany

DE-AR-000000001

Aoida Broyiog pioag xpnong
TechBite™ AaBida Broyiag piog xpriong
TruBite™ Aofida Broyiag piag xprong
6902284BF387119Q

Attachment 2

38711

G03080101, R07020101

Kamyopia Ila, Kavévag 6 ovppovo pe 10

Hopaptnua VIII tov kavoviepot 2017/745 yw ta
TPOTEYVOLOYIKE TPOTOVTAL

Hopdpmpa IX Xopic t0 kepdrowo II) tov

KOVOVIGHOU Y10 TO 1O TPOTEYVOAOYIKO TPOTOVTOL
1

Avt n AaBida Broyiog piog xpnong xpnoiLomoteiton
Y. T ovAloyn deiypdtov {ovioavod 16ToV  TOv
TETTIKOV GLOTHLLOTOG KOl TNG OVOTVEVGTIKNG 0000 GTO

TAaic1o TG EVOOoKOTN GG,

H oAwon coppdpewmong ekdidetal pe amokAeiotikn evdovn g Micro-Tech (Nanjing) Co., Ltd. To wpoidv

OV KOAOTTETOL OO TNV Tapovoo dNA®on cvppopeavetar pe tov Kavoviopd (EE) 2017/745 yw ta

LOTPOTEYVOLOYIKE TPOTOVTAL.

Confidentiality: This document contains information that is confidential and proprietary property of Micro-Tech (Nanjing) CO.,
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Olo T S1KaoA0YNTIKA PLUAGGGOVTAL GTIC EYKATUCTAGELS TOV KOTAGKEVOOTH.

Kavoviopog yeviknig toybog:

Mpo6Tvmo mov epappdélerar:

Oleg o1 dAleg 1oydovoeg vopobesieg ™G Evoong, ta evapproviopéve Tpdtuma Kot ot KOwEG mTpodiaypapég (Tov
dnpocievovrar oty Emionun Epnuepida tov Evponaikdv Kowothtwv)

Ta avolvtikd evoappovicpéva tpotoma fAEne [Ipocdptnua 1.

Kowonompévog opyaviopéds (6vope ken DEKRA Certification B.V.
Meander 1051
debboven): 6825 MJ Arnhem
P.O. Box 5185
6802 ED Arnhem
The Netherlands
Ap1Opéc TavTomoinong: CE 0344
Ap10pég mMOTOTOMTIKOD: 6082015CEO01
Hpugpopnvio £ékd0061G TLGTOTOUTIKOV: 2023-07-24
2027-09-01

Hpepounvia Méng motomomTikov:
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Megfeleldségi nyilatkozat

Gyarto neve

Gyarté cime

Gyarto egyedi regisztracios szama

Az EU meghatalmazott képviselojének neve

Az EU meghatalmazott képviselojének cime

Az EU meghatalmazott képviseldjének egyedi
regisztracios szama

Terméknév

Termék kereskedelmi neve

Alap UDI-DI
Katalogusszam
GMDN-kéd
EMDN-kod

Besorolas

Megfeleloségértékelési eljaras

Rendeltetésszerii Hasznalat Es Javallatok

Micro-Tech (Nanjing) Co., Ltd.
No. 10 Gaoke Third Road, Nanjing National Hi-
Tech, Industrial Development Zone, Nanjing

210032, Jiangsu Province, People’s Republic of
China

CN-MF-000006950

Shanghai International Holding Corp. GmbH
(Europe)
Eiffestrasse 80, 20537 Hamburg Germany

DE-AR-000000001

Eldobhaté biopszias csipesz
TechBite™ eldobhato biopszias csipesz

TruBite™ eldobhaté biopszias csipesz
6902284BF387119Q

Attachment 2

38711

G03080101, R07020101

Ila. osztaly, az MDR 2017/745 mellékleteVIII
szerinti 6. szabaly

Az MDR 2017/745 IX. melléklete (a II. fejezet
nélkiil)

Ez az eldobhat6 biopszids csipesz az emésztérendszer
és a légutak ¢€l6 szovetmintdinak endoszkdpiaval
torténd Osszegyiijtésére szolgal.

A megfeleldségi nyilatkozat a Micro-Tech (Nanjing) Co., Ltd. kizarolagos felelsségvallalasaval kertilt

kibocsatasra. A jelen nyilatkozat targyat képezo eszkdz megfelel az orvostechnikai eszkdzokre vonatkozo (EU)

MDR 2017/745 rendeletnek.

A kisér6é dokumentaci6 a gyarto létesitményeiben talalhato.

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.
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Altalanos hatalyu rendelet:

Alkalmazott szabvany:
Minden egyéb alkalmazand6 unids jogszabaly, harmonizalt szabvany és kozos eldiras (az Europai Kozosségek
Hivatalos Lapjaban keriilt kozzétételre)

A részletes harmonizalt szabvanyokat az 1. melléklet tartalmazza.

DEKRA Certification B.V.
Meander 1051

6825 MJ Arnhem

P.O. Box 5185

6802 ED Arnhem

The Netherlands
CE 0344

Bejelentett szervezet (név és cim):

Azonositéoszam:

Tanusitvany szama: 6082015CEO1

Tanusitvany kiallitdsanak datuma: 2023-07-24

Tantsitvany érvényességi ideje: 2027-09-01

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.
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Dichiarazione di conformita

nome del produttore

Indirizzo del produttore

Produttore SRN

Nome del rappresentante autorizzato UE

Indirizzo del rappresentante autorizzato UE
Rappresentante autorizzato per I'UE SRN
Nome prodotto

Nome commerciale del prodotto

UDI-DI di base
Numero di catalogo
Codice GMDN
Codice EMDN

Classificazione

Percorso di valutazione della conformita

Uso Previsto E Indicazioni

Micro-Tech (Nanjing) Co., Ltd.
No. 10 Gaoke Third Road, Nanjing National Hi-
Tech, Industrial Development Zone, Nanjing

210032, Jiangsu Province, People’s Republic of
China

CN-MF-000006950

Shanghai International Holding Corp. GmbH
(Europe)

Eiffestrasse 80, 20537 Hamburg Germany
DE-AR-000000001

Forcipe per biopsia monouso
TechBite™ Forcipe per biopsia monouso

TruBite™ Forcipe per biopsia monouso
6902284BF387119Q

Attachment 2

38711

G03080101, R07020101

Classe IIa, Regola 6 secondo I'allegatoVIII del MDR
2017/745

Allegato IX (Senza cap. II) del MDR 2017/745

Questi Forcipe per biopsia monouso vengono utilizzati
per raccogliere campioni di tessuto vivo del tratto
digestivo e del tratto respiratorio sotto l'endoscopia.

La Dichiarazione di conformita ¢ rilasciata sotto la responsabilita esclusiva di Micro-Tech (Nanjing) Co., Ltd.

11 dispositivo oggetto della presente dichiarazione ¢ conforme al Regolamento (UE) MDR 2017/745 per i

dispositivi medici.

Tutta la documentazione di supporto € conservata presso la sede del produttore.

Regolamento generale applicabile:

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.
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Standard applicato:
Tutte le altre legislazioni sindacali applicabili, le norme armonizzate e le specifiche comuni (pubblicate nella
Gazzetta Ufficiale delle Comunita Europee)

Per le norme armonizzate di dettaglio si veda l'allegato 1.

Ente preposto (nome e indirizzo): DEKRA Certification B.V.
Meander 1051

6825 MJ Arnhem

P.O. Box 5185
6802 ED Arnhem
The Netherlands
Numero identificativo: CE 0344
Numero di certificato: 6082015CE01
Data di emissione del certificato: 2023-07-24
Data di scadenza del certificato: 2027-09-01
Signature: Place and date of issue:
ML‘ .......................... e Jing s prbiace, PRe . Ja2 3428
NAME: Betky Li

Person Responsible for Regulatory
Compliance

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.
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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

* [SO/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

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.
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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/NS56FINAL:2019 Clinical Evaluation

* MEDDEV 2.12-1 Rev8 2013+Additional Guidance on MEDDEYV 2.12/1 Rev.8 July 2019
Guidelines on a medical devices vigilance system

* MEDDEYV 2.7.1 Rev 4 Clinical evaluation: a guide for manufacturers and notified bodies

* [SO/TR 20416 Medical devices — Post-market surveillance for manufacturers

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.
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Attachment 2 Catalogue Number

Specification list of Biopsy Forceps MTN-0020914
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Revision History

Revision Date Description

A/0 2023-05-18 Initial

A/l 2023-09-13 Add EU Authorized Representative’s SRN.
A2 2023-09-15 Translate into multiple languages

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.

48 /48



Declaration of Conformity

Manufacturer Micro-Tech (Nanjing) Co., Ltd.

Address NO. 10 Gaoke Third Road, Nanjing National
Hi-Tech, Industrial Development Zone, Nanjing
210032, Jiangsu Province, People’s Republic
of China

European Representative Shanghai International Holding Corp. GmbH
(Europe)

Address Eiffestrasse 80, 20537 Hamburg Germany

Product name Disposable Hot Biopsy Forceps

Model Number Please see Attachment 2

UMDNS code 11502

Classification Class lIb (Annex IX, Rule 9 of MDD 93/42/EEC)

Conformity Assessment Route Annex Il (without 11.4) of MDD 93/42/EEC

We herewith declare that the above-mentioned products meet the transposition into national law,
the provisions of the following EC Council Directives and Standards. All supporting
documentations are retained under the premises of the manufacturer.

DIRECTIVES

General applicable Directives:

Medical Device Directive: Council Directive 93/42/EEC

Standard Applied:
< EN 1S013485:2016 Medical devices — Quality management systems- Requirements for

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

devices

The detail harmonized standards see Attachment 1.

Confidentiality: This document contains information that is confidential and proprietary property of Micro-Tech (Nanjing)
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Notified Body: SGS Belgium NV, Noorderlaan 87, BE-2030 Antwerpen,

Belgium
Identification number: CE 1639
Certificate Number : CN19/41071

Expire date of the certificate: 2028-12-31

Place, Date of Certificate: Nanjing, 2009-01-09

Name: Frank Liu

Signature: Date 2023-07-27

Position: Management Representative

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.

2/42



Attachment 1

<~ Council Directive 93/42/EEC of 14 June 1993 concerning medical devices.

< EN ISO13485:2016 Medical devices — Quality management systems- Requirements for regulatory
purposes

< ENISO 15223-1: 2021 Medical devices -- Symbols to be used with medical device labels, labelling
and information to be supplied -- Part 1: General requirements

< ENISO 14971:2019/A11:2021 Medical devices - Application of risk management to medical devices
< 1SO 10993-1: 2020 Biological evaluation of medical devices - Part 1: Evaluation and testing

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

< EN ISO 10993-7:2008/A1: 2022 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

< ENISO 11135: 2014/A1:2019 Sterilization of health care products -Ethylene oxide —Requirements
for development, validation and routine control of a sterilization process for medical devices

< ENISO 11607-1:2020: Packaging for terminally sterilized medical devices — Part 1. Requirements
for materials, sterile barrier systems and packaging systems

< EN ISO 11607-2:2020: Packaging for terminally sterilized medical devices — Part 2: Validation
requirements for forming, sealing and assembly processes

< ISTA-2A:2011: Series Partial Simulation Performance Test Procedure (Packaged-Products 150Ib
(68kg) or less)

<  ASTM F1140/F1140M-13, Standard Test Methods For Internal Pressurization Failure Resistance Of
Unrestrained Packages.

< ASTM F1886/F1886M: 2016 Standard Test Method for Determining Integrity of Seals for Flexible
Packaging by Visual Inspection

< ENISO 20417:2021 Information supplied by the manufacturer with medical devices

< SG5/N2R8:2007 Clinical Evaluation

< EN ISO 11737-1:2018 Sterilization of medical devices -- Microbiological methods -- Part 1:
Determination of a population of microorganisms on products

< EN ISO 11737-2:2009 Sterilization of medical devices - Microbiological methods - Part 2: Tests of

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

< ASTM F1980-16 Standard Guide for Accelerated Aging of Sterile Barrier Systems for Medical
Devices

< EN 62366-1:2015/AMD 1:2020 Medical devices — Application of usability engineering to medical
devices

< MEDDEV 2.7.1 (Rev. 4, 2016) Clinical evaluation: a guide for manufacturers and notified bodies

< MEDDEYV 2.12.1 (Rev. 8, 2013) Guidelines on a medical devices vigilance system

< MEDDEV 2.12.2 (Rev. 2, 2012) Post market clinical follow-up studies a guide for manufacturers and
notified bodies

<~ 1S0O 8600-1: 2015 Optics and photonics —Medical endoscopes and endotherapy devices —Part
1: General requirements

< EN IEC 60601-2-2:2018 Medical electrical equipment Part 2-2: Particular requirements for the
safety of high frequency surgical equipment

<~ EN 60601-2-18:2015 Medical electrical equipment Part 2-18: Particular requirements for the safety
of endoscopic equipment

< EN60601-1-2:2015 Medical Electrical Equipment.Part 1-2: General Requirements Basic Safety and
Essential Performance - Collateral Standard: Electromagnetic Disturbances - Requirements and Tests
<~ EN 60601-1:2006+A12:2014 Medical Electrical Equipment- Part 1: Medical electrical equipment —

general requirements for the basic safety and essential performance

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.

4142



Attachment 2:
Disposable Hot Biopsy Forceps Product List
o Opening width of i . i . . )
No. REF Classification of Classification of jaws cup jaws Configuration Configuration Dlametelzr Of Jaws Eﬁectl.ve length
Handle ) Type Needle (unit:mm) (unit:mm)
(unit:mm)
1 NHBF05-10018030 New MIM Oval 4.5 Two Wire without 1.8 300
2 NHBF05-10018050 New MIM Oval 4.5 Two Wire without 1.8 500
3 NHBF05-10018080 New MIM Oval 4.5 Two Wire without 1.8 800
4 NHBF05-10018100 New MIM Oval 4.5 Two Wire without 1.8 1000
5 NHBF05-10018120 New MIM Oval 4.5 Two Wire without 1.8 1200
6 NHBF05-10018160 New MIM Oval 4.5 Two Wire without 1.8 1600
7 NHBF05-10018180 New MIM Oval 4.5 Two Wire without 1.8 1800
8 NHBF05-10018200 New MIM Oval 4.5 Two Wire without 1.8 2000
9 NHBF05-10018230 New MIM Oval 4.5 Two Wire without 1.8 2300
10 | NHBF05-10018260 New MIM Oval 4.5 Two Wire without 1.8 2600
11 | NHBF05-10023030 New MIM Oval 6.7 Two Wire without 2.3 300
12 | NHBF05-10023050 New MIM Oval 6.7 Two Wire without 2.3 500
13 | NHBF05-10023080 New MIM Oval 6.7 Two Wire without 2.3 800
14 | NHBF05-10023100 New MIM Oval 6.7 Two Wire without 2.3 1000
15 | NHBF05-10023120 New MIM Oval 6.7 Two Wire without 2.3 1200
16 | NHBF05-10023160 New MIM Oval 6.7 Two Wire without 2.3 1600
17 | NHBF05-10023180 New MIM Oval 6.7 Two Wire without 2.3 1800
18 | NHBF05-10023200 New MIM Oval 6.7 Two Wire without 2.3 2000
19 | NHBF05-10023230 New MIM Oval 6.7 Two Wire without 2.3 2300

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.
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20 | NHBF05-10023260 New MIM Oval 6.7 Two Wire without 2.3 2600
21 | NHBF05-00030030 New MIM Oval 8.5 Two Wire without 3 300
22 | NHBF05-00030050 New MIM Oval 8.5 Two Wire without 3 500
23 | NHBF05-00030080 New MIM Oval 85 Two Wire without 3 800
24 | NHBF05-00030100 New MIM Oval 85 Two Wire without 3 1000
25 | NHBF05-00030120 New MIM Oval 85 Two Wire without 3 1200
26 | NHBF05-00030160 New MIM Oval 8.5 Two Wire without 3 1600
27 | NHBF05-00030180 New MIM Oval 85 Two Wire without 3 1800
28 | NHBF05-00030200 New MIM Oval 8.5 Two Wire without 3 2000
29 | NHBF05-00030230 New MIM Oval 8.5 Two Wire without 3 2300
30 | NHBF05-00030260 New MIM Oval 8.5 Two Wire without 3 2600
31 | NHBF05-10118030 New MIM Oval 4.5 Two Wire with 1.8 300
32 | NHBF05-10118050 New MIM Oval 4.5 Two Wire with 1.8 500
33 | NHBF05-10118080 New MIM Oval 4.5 Two Wire with 1.8 800
34 | NHBF05-10118100 New MIM Oval 4.5 Two Wire with 1.8 1000
35 | NHBF05-10118120 New MIM Oval 4.5 Two Wire with 1.8 1200
36 | NHBF05-10118160 New MIM Oval 4.5 Two Wire with 1.8 1600
37 | NHBF05-10118180 New MIM Oval 4.5 Two Wire with 1.8 1800
38 | NHBF05-10118200 New MIM Oval 4.5 Two Wire with 1.8 2000
39 | NHBF05-10118230 New MIM Oval 4.5 Two Wire with 1.8 2300
40 | NHBF05-10118260 New MIM Oval 4.5 Two Wire with 1.8 2600
41 | NHBF05-10123030 New MIM Oval 6.7 Two Wire with 2.3 300
42 | NHBF05-10123050 New MIM Oval 6.7 Two Wire with 2.3 500
43 | NHBF05-10123080 New MIM Oval 6.7 Two Wire with 2.3 800
44 | NHBF05-10123100 New MIM Oval 6.7 Two Wire with 2.3 1000
45 | NHBF05-10123120 New MIM Oval 6.7 Two Wire with 2.3 1200
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46 | NHBF05-10123160 New MIM Oval 6.7 Two Wire with 23 1600
47 | NHBF05-10123180 New MIM Oval 6.7 Two Wire with 23 1800
48 | NHBF05-10123200 New MIM Oval 6.7 Two Wire with 2.3 2000
49 | NHBF05-10123230 New MIM Oval 6.7 Two Wire with 2.3 2300
50 | NHBF05-10123260 New MIM Oval 6.7 Two Wire with 2.3 2600
51 | NHBF05-00130030 New MIM Oval 8.5 Two Wire with 3 300
52 | NHBF05-00130050 New MIM Oval 8.5 Two Wire with 3 500
53 | NHBF05-00130080 New MIM Oval 8.5 Two Wire with 3 800
54 | NHBF05-00130100 New MIM Oval 8.5 Two Wire with 3 1000
55 | NHBF05-00130120 New MIM Oval 8.5 Two Wire with 3 1200
56 | NHBF05-00130160 New MIM Oval 8.5 Two Wire with 3 1600
57 | NHBF05-00130180 New MIM Oval 8.5 Two Wire with 3 1800
58 | NHBF05-00130200 New MIM Oval 8.5 Two Wire with 3 2000
59 | NHBF05-00130230 New MIM Oval 8.5 Two Wire with 3 2300
60 | NHBF05-00130260 New MIM Oval 8.5 Two Wire with 3 2600
61 | NHBF05-11018030 New MIM Oval 4.5 Four-bar linkage without 1.8 300
62 | NHBF05-11018050 New MIM Oval 4.5 Four-bar linkage without 1.8 500
63 | NHBF05-11018080 New MIM Oval 4.5 Four-bar linkage without 1.8 800
64 | NHBF05-11018100 New MIM Oval 4.5 Four-bar linkage without 1.8 1000
65 | NHBF05-11018120 New MIM Oval 4.5 Four-bar linkage without 1.8 1200
66 | NHBF05-11018160 New MIM Oval 4.5 Four-bar linkage without 1.8 1600
67 | NHBF05-11018180 New MIM Oval 4.5 Four-bar linkage without 1.8 1800
68 | NHBF05-11018200 New MIM Oval 4.5 Four-bar linkage without 1.8 2000
69 | NHBF05-11018230 New MIM Oval 4.5 Four-bar linkage without 1.8 2300
70 | NHBF05-11018260 New MIM Oval 4.5 Four-bar linkage without 1.8 2600
71 | NHBF05-11023030 New MIM Oval 6.7 Four-bar linkage without 2.3 300
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72 | NHBF05-11023050 New MIM Oval 6.7 Four-bar linkage without 2.3 500
73 | NHBF05-11023080 New MIM Oval 6.7 Four-bar linkage without 2.3 800
74 | NHBF05-11023100 New MIM Oval 6.7 Four-bar linkage without 2.3 1000
75 | NHBF05-11023120 New MIM Oval 6.7 Four-bar linkage without 2.3 1200
76 | NHBF05-11023160 New MIM Oval 6.7 Four-bar linkage without 2.3 1600
77 | NHBF05-11023180 New MIM Oval 6.7 Four-bar linkage without 2.3 1800
78 | NHBF05-11023200 New MIM Oval 6.7 Four-bar linkage without 2.3 2000
79 | NHBF05-11023230 New MIM Oval 6.7 Four-bar linkage without 2.3 2300
80 | NHBF05-11023260 New MIM Oval 6.7 Four-bar linkage without 2.3 2600
81 | NHBF05-01030030 New MIM Oval 8.5 Four-bar linkage without 3 300
82 | NHBF05-01030050 New MIM Oval 8.5 Four-bar linkage without 3 500
83 | NHBF05-01030080 New MIM Oval 8.5 Four-bar linkage without 3 800
84 | NHBF05-01030100 New MIM Oval 8.5 Four-bar linkage without 3 1000
85 | NHBF05-01030120 New MIM Oval 8.5 Four-bar linkage without 3 1200
86 | NHBF05-01030160 New MIM Oval 8.5 Four-bar linkage without 3 1600
87 | NHBF05-01030180 New MIM Oval 8.5 Four-bar linkage without 3 1800
88 | NHBF05-01030200 New MIM Oval 8.5 Four-bar linkage without 3 2000
89 | NHBF05-01030230 New MIM Oval 8.5 Four-bar linkage without 3 2300
90 | NHBF05-01030260 New MIM Oval 8.5 Four-bar linkage without 3 2600
91 | NHBF05-11118030 New MIM Oval 4.5 Four-bar linkage with 1.8 300
92 | NHBF05-11118050 New MIM Oval 4.5 Four-bar linkage with 1.8 500
93 | NHBF05-11118080 New MIM Oval 4.5 Four-bar linkage with 1.8 800
94 | NHBF05-11118100 New MIM Oval 4.5 Four-bar linkage with 1.8 1000
95 | NHBF05-11118120 New MIM Oval 4.5 Four-bar linkage with 1.8 1200
96 | NHBF05-11118160 New MIM Oval 4.5 Four-bar linkage with 1.8 1600
97 | NHBF05-11118180 New MIM Oval 4.5 Four-bar linkage with 1.8 1800
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98 | NHBF05-11118200 New MIM Oval 4.5 Four-bar linkage with 1.8 2000
99 | NHBF05-11118230 New MIM Oval 4.5 Four-bar linkage with 1.8 2300
100 | NHBF05-11118260 New MIM Oval 4.5 Four-bar linkage with 1.8 2600
101 | NHBF05-11123030 New MIM Oval 6.7 Four-bar linkage with 2.3 300
102 | NHBF05-11123050 New MIM Oval 6.7 Four-bar linkage with 2.3 500
103 | NHBF05-11123080 New MIM Oval 6.7 Four-bar linkage with 2.3 800
104 | NHBF05-11123100 New MIM Oval 6.7 Four-bar linkage with 2.3 1000
105 | NHBF05-11123120 New MIM Oval 6.7 Four-bar linkage with 2.3 1200
106 | NHBF05-11123160 New MIM Oval 6.7 Four-bar linkage with 2.3 1600
107 | NHBF05-11123180 New MIM Oval 6.7 Four-bar linkage with 2.3 1800
108 | NHBF05-11123200 New MIM Oval 6.7 Four-bar linkage with 2.3 2000
109 | NHBF05-11123230 New MIM Oval 6.7 Four-bar linkage with 2.3 2300
110 | NHBF05-11123260 New MIM Oval 6.7 Four-bar linkage with 2.3 2600
111 | NHBF05-01130030 New MIM Oval 8.5 Four-bar linkage with 3 300
112 | NHBF05-01130050 New MIM Oval 8.5 Four-bar linkage with 3 500
113 | NHBF05-01130080 New MIM Oval 8.5 Four-bar linkage with 3 800
114 | NHBF05-01130100 New MIM Oval 8.5 Four-bar linkage with 3 1000
115 | NHBF05-01130120 New MIM Oval 8.5 Four-bar linkage with 3 1200
116 | NHBF05-01130160 New MIM Oval 8.5 Four-bar linkage with 3 1600
117 | NHBF05-01130180 New MIM Oval 8.5 Four-bar linkage with 3 1800
118 | NHBF05-01130200 New MIM Oval 8.5 Four-bar linkage with 3 2000
119 | NHBF05-01130230 New MIM Oval 8.5 Four-bar linkage with 3 2300
120 | NHBF05-01130260 New MIM Oval 8.5 Four-bar linkage with 3 2600
121 | NHBF15-10018030 New MIM Alligator 4.5 Two Wire without 1.8 300
122 | NHBF15-10018050 New MIM Alligator 4.5 Two Wire without 1.8 500
123 | NHBF15-10018080 New MIM Alligator 4.5 Two Wire without 1.8 800
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124 | NHBF15-10018100 New MIM Alligator 4.5 Two Wire without 1.8 1000
125 | NHBF15-10018120 New MIM Alligator 4.5 Two Wire without 1.8 1200
126 | NHBF15-10018160 New MIM Alligator 4.5 Two Wire without 1.8 1600
127 | NHBF15-10018180 New MIM Alligator 4.5 Two Wire without 1.8 1800
128 | NHBF15-10018200 New MIM Alligator 4.5 Two Wire without 1.8 2000
129 | NHBF15-10018230 New MIM Alligator 4.5 Two Wire without 1.8 2300
130 | NHBF15-10018260 New MIM Alligator 4.5 Two Wire without 1.8 2600
131 | NHBF15-10023030 New MIM Alligator 6.7 Two Wire without 2.3 300
132 | NHBF15-10023050 New MIM Alligator 6.7 Two Wire without 2.3 500
133 | NHBF15-10023080 New MIM Alligator 6.7 Two Wire without 2.3 800
134 | NHBF15-10023100 New MIM Alligator 6.7 Two Wire without 2.3 1000
135 | NHBF15-10023120 New MIM Alligator 6.7 Two Wire without 2.3 1200
136 | NHBF15-10023160 New MIM Alligator 6.7 Two Wire without 2.3 1600
137 | NHBF15-10023180 New MIM Alligator 6.7 Two Wire without 2.3 1800
138 | NHBF15-10023200 New MIM Alligator 6.7 Two Wire without 2.3 2000
139 | NHBF15-10023230 New MIM Alligator 6.7 Two Wire without 2.3 2300
140 | NHBF15-10023260 New MIM Alligator 6.7 Two Wire without 2.3 2600
141 | NHBF15-00030030 New MIM Alligator 8.5 Two Wire without 3 300
142 | NHBF15-00030050 New MIM Alligator 8.5 Two Wire without 3 500
143 | NHBF15-00030080 New MIM Alligator 8.5 Two Wire without 3 800
144 | NHBF15-00030100 New MIM Alligator 8.5 Two Wire without 3 1000
145 | NHBF15-00030120 New MIM Alligator 8.5 Two Wire without 3 1200
146 | NHBF15-00030160 New MIM Alligator 8.5 Two Wire without 3 1600
147 | NHBF15-00030180 New MIM Alligator 8.5 Two Wire without 3 1800
148 | NHBF15-00030200 New MIM Alligator 8.5 Two Wire without 3 2000
149 | NHBF15-00030230 New MIM Alligator 8.5 Two Wire without 3 2300
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150 | NHBF15-00030260 New MIM Alligator 8.5 Two Wire without 3 2600
151 | NHBF15-10118030 New MIM Alligator 4.5 Two Wire with 1.8 300
152 | NHBF15-10118050 New MIM Alligator 4.5 Two Wire with 1.8 500
153 | NHBF15-10118080 New MIM Alligator 4.5 Two Wire with 1.8 800
154 | NHBF15-10118100 New MIM Alligator 4.5 Two Wire with 1.8 1000
155 | NHBF15-10118120 New MIM Alligator 4.5 Two Wire with 1.8 1200
156 | NHBF15-10118160 New MIM Alligator 4.5 Two Wire with 1.8 1600
157 | NHBF15-10118180 New MIM Alligator 4.5 Two Wire with 1.8 1800
158 | NHBF15-10118200 New MIM Alligator 4.5 Two Wire with 1.8 2000
159 | NHBF15-10118230 New MIM Alligator 4.5 Two Wire with 1.8 2300
160 | NHBF15-10118260 New MIM Alligator 4.5 Two Wire with 1.8 2600
161 | NHBF15-10123030 New MIM Alligator 6.7 Two Wire with 2.3 300
162 | NHBF15-10123050 New MIM Alligator 6.7 Two Wire with 2.3 500
163 | NHBF15-10123080 New MIM Alligator 6.7 Two Wire with 2.3 800
164 | NHBF15-10123100 New MIM Alligator 6.7 Two Wire with 2.3 1000
165 | NHBF15-10123120 New MIM Alligator 6.7 Two Wire with 2.3 1200
166 | NHBF15-10123160 New MIM Alligator 6.7 Two Wire with 2.3 1600
167 | NHBF15-10123180 New MIM Alligator 6.7 Two Wire with 2.3 1800
168 | NHBF15-10123200 New MIM Alligator 6.7 Two Wire with 2.3 2000
169 | NHBF15-10123230 New MIM Alligator 6.7 Two Wire with 2.3 2300
170 | NHBF15-10123260 New MIM Alligator 6.7 Two Wire with 2.3 2600
171 | NHBF15-00130030 New MIM Alligator 8.5 Two Wire with 3 300
172 | NHBF15-00130050 New MIM Alligator 8.5 Two Wire with 3 500
173 | NHBF15-00130080 New MIM Alligator 8.5 Two Wire with 3 800
174 | NHBF15-00130100 New MIM Alligator 8.5 Two Wire with 3 1000
175 | NHBF15-00130120 New MIM Alligator 8.5 Two Wire with 3 1200
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176 | NHBF15-00130160 New MIM Alligator 8.5 Two Wire with 3 1600
177 | NHBF15-00130180 New MIM Alligator 8.5 Two Wire with 3 1800
178 | NHBF15-00130200 New MIM Alligator 8.5 Two Wire with 3 2000
179 | NHBF15-00130230 New MIM Alligator 85 Two Wire with 3 2300
180 | NHBF15-00130260 New MIM Alligator 85 Two Wire with 3 2600
181 | NHBF15-11018030 New MIM Alligator 4.5 Four-bar linkage without 1.8 300
182 | NHBF15-11018050 New MIM Alligator 4.5 Four-bar linkage without 1.8 500
183 | NHBF15-11018080 New MIM Alligator 4.5 Four-bar linkage without 1.8 800
184 | NHBF15-11018100 New MIM Alligator 4.5 Four-bar linkage without 1.8 1000
185 | NHBF15-11018120 New MIM Alligator 4.5 Four-bar linkage without 1.8 1200
186 | NHBF15-11018160 New MIM Alligator 4.5 Four-bar linkage without 1.8 1600
187 | NHBF15-11018180 New MIM Alligator 4.5 Four-bar linkage without 1.8 1800
188 | NHBF15-11018200 New MIM Alligator 4.5 Four-bar linkage without 1.8 2000
189 | NHBF15-11018230 New MIM Alligator 4.5 Four-bar linkage without 1.8 2300
190 | NHBF15-11018260 New MIM Alligator 4.5 Four-bar linkage without 1.8 2600
191 | NHBF15-11023030 New MIM Alligator 6.7 Four-bar linkage without 2.3 300
192 | NHBF15-11023050 New MIM Alligator 6.7 Four-bar linkage without 2.3 500
193 | NHBF15-11023080 New MIM Alligator 6.7 Four-bar linkage without 2.3 800
194 | NHBF15-11023100 New MIM Alligator 6.7 Four-bar linkage without 2.3 1000
195 | NHBF15-11023120 New MIM Alligator 6.7 Four-bar linkage without 2.3 1200
196 | NHBF15-11023160 New MIM Alligator 6.7 Four-bar linkage without 2.3 1600
197 | NHBF15-11023180 New MIM Alligator 6.7 Four-bar linkage without 2.3 1800
198 | NHBF15-11023200 New MIM Alligator 6.7 Four-bar linkage without 2.3 2000
199 | NHBF15-11023230 New MIM Alligator 6.7 Four-bar linkage without 2.3 2300
200 | NHBF15-11023260 New MIM Alligator 6.7 Four-bar linkage without 2.3 2600
201 | NHBF15-01030030 New MIM Alligator 8.5 Four-bar linkage without 3 300
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202 | NHBF15-01030050 New MIM Alligator 8.5 Four-bar linkage without 3 500
203 | NHBF15-01030080 New MIM Alligator 8.5 Four-bar linkage without 3 800
204 | NHBF15-01030100 New MIM Alligator 8.5 Four-bar linkage without 3 1000
205 | NHBF15-01030120 New MIM Alligator 8.5 Four-bar linkage without 3 1200
206 | NHBF15-01030160 New MIM Alligator 8.5 Four-bar linkage without 3 1600
207 | NHBF15-01030180 New MIM Alligator 8.5 Four-bar linkage without 3 1800
208 | NHBF15-01030200 New MIM Alligator 8.5 Four-bar linkage without 3 2000
209 | NHBF15-01030230 New MIM Alligator 8.5 Four-bar linkage without 3 2300
210 | NHBF15-01030260 New MIM Alligator 8.5 Four-bar linkage without 3 2600
211 | NHBF15-11118030 New MIM Alligator 4.5 Four-bar linkage with 1.8 300
212 | NHBF15-11118050 New MIM Alligator 4.5 Four-bar linkage with 1.8 500
213 | NHBF15-11118080 New MIM Alligator 4.5 Four-bar linkage with 1.8 800
214 | NHBF15-11118100 New MIM Alligator 4.5 Four-bar linkage with 1.8 1000
215 | NHBF15-11118120 New MIM Alligator 4.5 Four-bar linkage with 1.8 1200
216 | NHBF15-11118160 New MIM Alligator 4.5 Four-bar linkage with 1.8 1600
217 | NHBF15-11118180 New MIM Alligator 4.5 Four-bar linkage with 1.8 1800
218 | NHBF15-11118200 New MIM Alligator 4.5 Four-bar linkage with 1.8 2000
219 | NHBF15-11118230 New MIM Alligator 4.5 Four-bar linkage with 1.8 2300
220 | NHBF15-11118260 New MIM Alligator 4.5 Four-bar linkage with 1.8 2600
221 | NHBF15-11123030 New MIM Alligator 6.7 Four-bar linkage with 2.3 300
222 | NHBF15-11123050 New MIM Alligator 6.7 Four-bar linkage with 2.3 500
223 | NHBF15-11123080 New MIM Alligator 6.7 Four-bar linkage with 2.3 800
224 | NHBF15-11123100 New MIM Alligator 6.7 Four-bar linkage with 2.3 1000
225 | NHBF15-11123120 New MIM Alligator 6.7 Four-bar linkage with 2.3 1200
226 | NHBF15-11123160 New MIM Alligator 6.7 Four-bar linkage with 2.3 1600
227 | NHBF15-11123180 New MIM Alligator 6.7 Four-bar linkage with 2.3 1800
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228 | NHBF15-11123200 New MIM Alligator 6.7 Four-bar linkage with 2.3 2000
229 | NHBF15-11123230 New MIM Alligator 6.7 Four-bar linkage with 2.3 2300
230 | NHBF15-11123260 New MIM Alligator 6.7 Four-bar linkage with 2.3 2600
231 | NHBF15-01130030 New MIM Alligator 8.5 Four-bar linkage with 3 300
232 | NHBF15-01130050 New MIM Alligator 8.5 Four-bar linkage with 3 500
233 | NHBF15-01130080 New MIM Alligator 8.5 Four-bar linkage with 3 800
234 | NHBF15-01130100 New MIM Alligator 8.5 Four-bar linkage with 3 1000
235 | NHBF15-01130120 New MIM Alligator 8.5 Four-bar linkage with 3 1200
236 | NHBF15-01130160 New MIM Alligator 8.5 Four-bar linkage with 3 1600
237 | NHBF15-01130180 New MIM Alligator 8.5 Four-bar linkage with 3 1800
238 | NHBF15-01130200 New MIM Alligator 8.5 Four-bar linkage with 3 2000
239 | NHBF15-01130230 New MIM Alligator 8.5 Four-bar linkage with 3 2300
240 | NHBF15-01130260 New MIM Alligator 8.5 Four-bar linkage with 3 2600
241 | NHBF55-10018030 New Stamping Oval 4.5 Two Wire without 1.8 300
242 | NHBF55-10018050 New Stamping Oval 4.5 Two Wire without 1.8 500
243 | NHBF55-10018080 New Stamping Oval 4.5 Two Wire without 1.8 800
244 | NHBF55-10018100 New Stamping Oval 4.5 Two Wire without 1.8 1000
245 | NHBF55-10018120 New Stamping Oval 4.5 Two Wire without 1.8 1200
246 | NHBF55-10018160 New Stamping Oval 4.5 Two Wire without 1.8 1600
247 | NHBF55-10018180 New Stamping Oval 4.5 Two Wire without 1.8 1800
248 | NHBF55-10018200 New Stamping Oval 4.5 Two Wire without 1.8 2000
249 | NHBF55-10018230 New Stamping Oval 4.5 Two Wire without 1.8 2300
250 | NHBF55-10018260 New Stamping Oval 4.5 Two Wire without 1.8 2600
251 | NHBF55-10023030 New Stamping Oval 6.7 Two Wire without 2.3 300
252 | NHBF55-10023050 New Stamping Oval 6.7 Two Wire without 2.3 500
253 | NHBF55-10023080 New Stamping Oval 6.7 Two Wire without 2.3 800
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254 | NHBF55-10023100 New Stamping Oval 6.7 Two Wire without 2.3 1000
255 | NHBF55-10023120 New Stamping Oval 6.7 Two Wire without 2.3 1200
256 | NHBF55-10023160 New Stamping Oval 6.7 Two Wire without 2.3 1600
257 | NHBF55-10023180 New Stamping Oval 6.7 Two Wire without 2.3 1800
258 | NHBF55-10023200 New Stamping Oval 6.7 Two Wire without 2.3 2000
259 | NHBF55-10023230 New Stamping Oval 6.7 Two Wire without 2.3 2300
260 | NHBF55-10023260 New Stamping Oval 6.7 Two Wire without 2.3 2600
261 | NHBF55-00030030 New Stamping Oval 8.5 Two Wire without 3 300
262 | NHBF55-00030050 New Stamping Oval 8.5 Two Wire without 3 500
263 | NHBF55-00030080 New Stamping Oval 8.5 Two Wire without 3 800
264 | NHBF55-00030100 New Stamping Oval 8.5 Two Wire without 3 1000
265 | NHBF55-00030120 New Stamping Oval 8.5 Two Wire without 3 1200
266 | NHBF55-00030160 New Stamping Oval 8.5 Two Wire without 3 1600
267 | NHBF55-00030180 New Stamping Oval 8.5 Two Wire without 3 1800
268 | NHBF55-00030200 New Stamping Oval 8.5 Two Wire without 3 2000
269 | NHBF55-00030230 New Stamping Oval 8.5 Two Wire without 3 2300
270 | NHBF55-00030260 New Stamping Oval 8.5 Two Wire without 3 2600
271 | NHBF55-10118030 New Stamping Oval 4.5 Two Wire with 1.8 300
272 | NHBF55-10118050 New Stamping Oval 4.5 Two Wire with 1.8 500
273 | NHBF55-10118080 New Stamping Oval 4.5 Two Wire with 1.8 800
274 | NHBF55-10118100 New Stamping Oval 4.5 Two Wire with 1.8 1000
275 | NHBF55-10118120 New Stamping Oval 4.5 Two Wire with 1.8 1200
276 | NHBF55-10118160 New Stamping Oval 4.5 Two Wire with 1.8 1600
277 | NHBF55-10118180 New Stamping Oval 4.5 Two Wire with 1.8 1800
278 | NHBF55-10118200 New Stamping Oval 4.5 Two Wire with 1.8 2000
279 | NHBF55-10118230 New Stamping Oval 4.5 Two Wire with 1.8 2300
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280 | NHBF55-10118260 New Stamping Oval 4.5 Two Wire with 1.8 2600
281 | NHBF55-10123030 New Stamping Oval 6.7 Two Wire with 2.3 300
282 | NHBF55-10123050 New Stamping Oval 6.7 Two Wire with 2.3 500
283 | NHBF55-10123080 New Stamping Oval 6.7 Two Wire with 2.3 800
284 | NHBF55-10123100 New Stamping Oval 6.7 Two Wire with 2.3 1000
285 | NHBF55-10123120 New Stamping Oval 6.7 Two Wire with 2.3 1200
286 | NHBF55-10123160 New Stamping Oval 6.7 Two Wire with 2.3 1600
287 | NHBF55-10123180 New Stamping Oval 6.7 Two Wire with 2.3 1800
288 | NHBF55-10123200 New Stamping Oval 6.7 Two Wire with 2.3 2000
289 | NHBF55-10123230 New Stamping Oval 6.7 Two Wire with 2.3 2300
290 | NHBF55-10123260 New Stamping Oval 6.7 Two Wire with 2.3 2600
291 | NHBF55-00130030 New Stamping Oval 8.5 Two Wire with 3 300
292 | NHBF55-00130050 New Stamping Oval 8.5 Two Wire with 3 500
293 | NHBF55-00130080 New Stamping Oval 8.5 Two Wire with 3 800
294 | NHBF55-00130100 New Stamping Oval 8.5 Two Wire with 3 1000
295 | NHBF55-00130120 New Stamping Oval 8.5 Two Wire with 3 1200
296 | NHBF55-00130160 New Stamping Oval 8.5 Two Wire with 3 1600
297 | NHBF55-00130180 New Stamping Oval 8.5 Two Wire with 3 1800
298 | NHBF55-00130200 New Stamping Oval 8.5 Two Wire with 3 2000
299 | NHBF55-00130230 New Stamping Oval 8.5 Two Wire with 3 2300
300 | NHBF55-00130260 New Stamping Oval 8.5 Two Wire with 3 2600
301 | NHBF55-11018030 New Stamping Oval 4.5 Four-bar linkage without 1.8 300
302 | NHBF55-11018050 New Stamping Oval 4.5 Four-bar linkage without 1.8 500
303 | NHBF55-11018080 New Stamping Oval 4.5 Four-bar linkage without 1.8 800
304 | NHBF55-11018100 New Stamping Oval 4.5 Four-bar linkage without 1.8 1000
305 | NHBF55-11018120 New Stamping Oval 4.5 Four-bar linkage without 1.8 1200
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306 | NHBF55-11018160 New Stamping Oval 4.5 Four-bar linkage without 1.8 1600
307 | NHBF55-11018180 New Stamping Oval 4.5 Four-bar linkage without 1.8 1800
308 | NHBF55-11018200 New Stamping Oval 4.5 Four-bar linkage without 1.8 2000
309 | NHBF55-11018230 New Stamping Oval 4.5 Four-bar linkage without 1.8 2300
310 | NHBF55-11018260 New Stamping Oval 4.5 Four-bar linkage without 1.8 2600
311 | NHBF55-11023030 New Stamping Oval 6.7 Four-bar linkage without 2.3 300
312 | NHBF55-11023050 New Stamping Oval 6.7 Four-bar linkage without 2.3 500
313 | NHBF55-11023080 New Stamping Oval 6.7 Four-bar linkage without 2.3 800
314 | NHBF55-11023100 New Stamping Oval 6.7 Four-bar linkage without 2.3 1000
315 | NHBF55-11023120 New Stamping Oval 6.7 Four-bar linkage without 2.3 1200
316 | NHBF55-11023160 New Stamping Oval 6.7 Four-bar linkage without 2.3 1600
317 | NHBF55-11023180 New Stamping Oval 6.7 Four-bar linkage without 2.3 1800
318 | NHBF55-11023200 New Stamping Oval 6.7 Four-bar linkage without 2.3 2000
319 | NHBF55-11023230 New Stamping Oval 6.7 Four-bar linkage without 2.3 2300
320 | NHBF55-11023260 New Stamping Oval 6.7 Four-bar linkage without 2.3 2600
321 | NHBF55-01030030 New Stamping Oval 8.5 Four-bar linkage without 3 300
322 | NHBF55-01030050 New Stamping Oval 8.5 Four-bar linkage without 3 500
323 | NHBF55-01030080 New Stamping Oval 8.5 Four-bar linkage without 3 800
324 | NHBF55-01030100 New Stamping Oval 8.5 Four-bar linkage without 3 1000
325 | NHBF55-01030120 New Stamping Oval 8.5 Four-bar linkage without 3 1200
326 | NHBF55-01030160 New Stamping Oval 8.5 Four-bar linkage without 3 1600
327 | NHBF55-01030180 New Stamping Oval 8.5 Four-bar linkage without 3 1800
328 | NHBF55-01030200 New Stamping Oval 8.5 Four-bar linkage without 3 2000
329 | NHBF55-01030230 New Stamping Oval 8.5 Four-bar linkage without 3 2300
330 | NHBF55-01030260 New Stamping Oval 8.5 Four-bar linkage without 3 2600
331 | NHBF55-11118030 New Stamping Oval 4.5 Four-bar linkage with 1.8 300
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332 | NHBF55-11118050 New Stamping Oval 4.5 Four-bar linkage with 1.8 500
333 | NHBF55-11118080 New Stamping Oval 4.5 Four-bar linkage with 1.8 800
334 | NHBF55-11118100 New Stamping Oval 4.5 Four-bar linkage with 1.8 1000
335 | NHBF55-11118120 New Stamping Oval 4.5 Four-bar linkage with 1.8 1200
336 | NHBF55-11118160 New Stamping Oval 4.5 Four-bar linkage with 1.8 1600
337 | NHBF55-11118180 New Stamping Oval 4.5 Four-bar linkage with 1.8 1800
338 | NHBF55-11118200 New Stamping Oval 4.5 Four-bar linkage with 1.8 2000
339 | NHBF55-11118230 New Stamping Oval 4.5 Four-bar linkage with 1.8 2300
340 | NHBF55-11118260 New Stamping Oval 4.5 Four-bar linkage with 1.8 2600
341 | NHBF55-11123030 New Stamping Oval 6.7 Four-bar linkage with 2.3 300
342 | NHBF55-11123050 New Stamping Oval 6.7 Four-bar linkage with 2.3 500
343 | NHBF55-11123080 New Stamping Oval 6.7 Four-bar linkage with 2.3 800
344 | NHBF55-11123100 New Stamping Oval 6.7 Four-bar linkage with 2.3 1000
345 | NHBF55-11123120 New Stamping Oval 6.7 Four-bar linkage with 2.3 1200
346 | NHBF55-11123160 New Stamping Oval 6.7 Four-bar linkage with 2.3 1600
347 | NHBF55-11123180 New Stamping Oval 6.7 Four-bar linkage with 2.3 1800
348 | NHBF55-11123200 New Stamping Oval 6.7 Four-bar linkage with 2.3 2000
349 | NHBF55-11123230 New Stamping Oval 6.7 Four-bar linkage with 2.3 2300
350 | NHBF55-11123260 New Stamping Oval 6.7 Four-bar linkage with 2.3 2600
351 | NHBF55-01130030 New Stamping Oval 8.5 Four-bar linkage with 3 300
352 | NHBF55-01130050 New Stamping Oval 8.5 Four-bar linkage with 3 500
353 | NHBF55-01130080 New Stamping Oval 8.5 Four-bar linkage with 3 800
354 | NHBF55-01130100 New Stamping Oval 8.5 Four-bar linkage with 3 1000
355 | NHBF55-01130120 New Stamping Oval 8.5 Four-bar linkage with 3 1200
356 | NHBF55-01130160 New Stamping Oval 8.5 Four-bar linkage with 3 1600
357 | NHBF55-01130180 New Stamping Oval 8.5 Four-bar linkage with 3 1800

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.

18/42




358 | NHBF55-01130200 New Stamping Oval 8.5 Four-bar linkage with 3 2000
359 | NHBF55-01130230 New Stamping Oval 8.5 Four-bar linkage with 3 2300
360 | NHBF55-01130260 New Stamping Oval 8.5 Four-bar linkage with 3 2600
361 | NHBF65-10018030 New Stamping Alligator 4.5 Two Wire without 1.8 300
362 | NHBF65-10018050 New Stamping Alligator 4.5 Two Wire without 1.8 500
363 | NHBF65-10018080 New Stamping Alligator 4.5 Two Wire without 1.8 800
364 | NHBF65-10018100 New Stamping Alligator 4.5 Two Wire without 1.8 1000
365 | NHBF65-10018120 New Stamping Alligator 4.5 Two Wire without 1.8 1200
366 | NHBF65-10018160 New Stamping Alligator 4.5 Two Wire without 1.8 1600
367 | NHBF65-10018180 New Stamping Alligator 4.5 Two Wire without 1.8 1800
368 | NHBF65-10018200 New Stamping Alligator 4.5 Two Wire without 1.8 2000
369 | NHBF65-10018230 New Stamping Alligator 4.5 Two Wire without 1.8 2300
370 | NHBF65-10018260 New Stamping Alligator 4.5 Two Wire without 1.8 2600
371 | NHBF65-10023030 New Stamping Alligator 6.7 Two Wire without 2.3 300
372 | NHBF65-10023050 New Stamping Alligator 6.7 Two Wire without 2.3 500
373 | NHBF65-10023080 New Stamping Alligator 6.7 Two Wire without 2.3 800
374 | NHBF65-10023100 New Stamping Alligator 6.7 Two Wire without 2.3 1000
375 | NHBF65-10023120 New Stamping Alligator 6.7 Two Wire without 2.3 1200
376 | NHBF65-10023160 New Stamping Alligator 6.7 Two Wire without 2.3 1600
377 | NHBF65-10023180 New Stamping Alligator 6.7 Two Wire without 2.3 1800
378 | NHBF65-10023200 New Stamping Alligator 6.7 Two Wire without 2.3 2000
379 | NHBF65-10023230 New Stamping Alligator 6.7 Two Wire without 2.3 2300
380 | NHBF65-10023260 New Stamping Alligator 6.7 Two Wire without 2.3 2600
381 | NHBF65-00030030 New Stamping Alligator 8.5 Two Wire without 3 300
382 | NHBF65-00030050 New Stamping Alligator 8.5 Two Wire without 3 500
383 | NHBF65-00030080 New Stamping Alligator 8.5 Two Wire without 3 800
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384 | NHBF65-00030100 New Stamping Alligator 8.5 Two Wire without 3 1000
385 | NHBF65-00030120 New Stamping Alligator 8.5 Two Wire without 3 1200
386 | NHBF65-00030160 New Stamping Alligator 8.5 Two Wire without 3 1600
387 | NHBF65-00030180 New Stamping Alligator 8.5 Two Wire without 3 1800
388 | NHBF65-00030200 New Stamping Alligator 8.5 Two Wire without 3 2000
389 | NHBF65-00030230 New Stamping Alligator 8.5 Two Wire without 3 2300
390 | NHBF65-00030260 New Stamping Alligator 8.5 Two Wire without 3 2600
391 | NHBF65-10118030 New Stamping Alligator 4.5 Two Wire with 1.8 300
392 | NHBF65-10118050 New Stamping Alligator 4.5 Two Wire with 1.8 500
393 | NHBF65-10118080 New Stamping Alligator 4.5 Two Wire with 1.8 800
394 | NHBF65-10118100 New Stamping Alligator 4.5 Two Wire with 1.8 1000
395 | NHBF65-10118120 New Stamping Alligator 4.5 Two Wire with 1.8 1200
396 | NHBF65-10118160 New Stamping Alligator 4.5 Two Wire with 1.8 1600
397 | NHBF65-10118180 New Stamping Alligator 4.5 Two Wire with 1.8 1800
398 | NHBF65-10118200 New Stamping Alligator 4.5 Two Wire with 1.8 2000
399 | NHBF65-10118230 New Stamping Alligator 4.5 Two Wire with 1.8 2300
400 | NHBF65-10118260 New Stamping Alligator 4.5 Two Wire with 1.8 2600
401 | NHBF65-10123030 New Stamping Alligator 6.7 Two Wire with 2.3 300
402 | NHBF65-10123050 New Stamping Alligator 6.7 Two Wire with 2.3 500
403 | NHBF65-10123080 New Stamping Alligator 6.7 Two Wire with 2.3 800
404 | NHBF65-10123100 New Stamping Alligator 6.7 Two Wire with 2.3 1000
405 | NHBF65-10123120 New Stamping Alligator 6.7 Two Wire with 2.3 1200
406 | NHBF65-10123160 New Stamping Alligator 6.7 Two Wire with 2.3 1600
407 | NHBF65-10123180 New Stamping Alligator 6.7 Two Wire with 2.3 1800
408 | NHBF65-10123200 New Stamping Alligator 6.7 Two Wire with 2.3 2000
409 | NHBF65-10123230 New Stamping Alligator 6.7 Two Wire with 2.3 2300
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410 | NHBF65-10123260 New Stamping Alligator 6.7 Two Wire with 2.3 2600
411 | NHBF65-00130030 New Stamping Alligator 8.5 Two Wire with 3 300
412 | NHBF65-00130050 New Stamping Alligator 8.5 Two Wire with 3 500
413 | NHBF65-00130080 New Stamping Alligator 8.5 Two Wire with 3 800
414 | NHBF65-00130100 New Stamping Alligator 8.5 Two Wire with 3 1000
415 | NHBF65-00130120 New Stamping Alligator 85 Two Wire with 3 1200
416 | NHBF65-00130160 New Stamping Alligator 8.5 Two Wire with 3 1600
417 | NHBF65-00130180 New Stamping Alligator 8.5 Two Wire with 3 1800
418 | NHBF65-00130200 New Stamping Alligator 8.5 Two Wire with 3 2000
419 | NHBF65-00130230 New Stamping Alligator 8.5 Two Wire with 3 2300
420 | NHBF65-00130260 New Stamping Alligator 8.5 Two Wire with 3 2600
421 | NHBF65-11018030 New Stamping Alligator 4.5 Four-bar linkage without 1.8 300
422 | NHBF65-11018050 New Stamping Alligator 4.5 Four-bar linkage without 1.8 500
423 | NHBF65-11018080 New Stamping Alligator 4.5 Four-bar linkage without 1.8 800
424 | NHBF65-11018100 New Stamping Alligator 4.5 Four-bar linkage without 1.8 1000
425 | NHBF65-11018120 New Stamping Alligator 4.5 Four-bar linkage without 1.8 1200
426 | NHBF65-11018160 New Stamping Alligator 4.5 Four-bar linkage without 1.8 1600
427 | NHBF65-11018180 New Stamping Alligator 4.5 Four-bar linkage without 1.8 1800
428 | NHBF65-11018200 New Stamping Alligator 4.5 Four-bar linkage without 1.8 2000
429 | NHBF65-11018230 New Stamping Alligator 4.5 Four-bar linkage without 1.8 2300
430 | NHBF65-11018260 New Stamping Alligator 4.5 Four-bar linkage without 1.8 2600
431 | NHBF65-11023030 New Stamping Alligator 6.7 Four-bar linkage without 2.3 300
432 | NHBF65-11023050 New Stamping Alligator 6.7 Four-bar linkage without 2.3 500
433 | NHBF65-11023080 New Stamping Alligator 6.7 Four-bar linkage without 2.3 800
434 | NHBF65-11023100 New Stamping Alligator 6.7 Four-bar linkage without 2.3 1000
435 | NHBF65-11023120 New Stamping Alligator 6.7 Four-bar linkage without 2.3 1200
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436 | NHBF65-11023160 New Stamping Alligator 6.7 Four-bar linkage without 2.3 1600
437 | NHBF65-11023180 New Stamping Alligator 6.7 Four-bar linkage without 2.3 1800
438 | NHBF65-11023200 New Stamping Alligator 6.7 Four-bar linkage without 2.3 2000
439 | NHBF65-11023230 New Stamping Alligator 6.7 Four-bar linkage without 2.3 2300
440 | NHBF65-11023260 New Stamping Alligator 6.7 Four-bar linkage without 2.3 2600
441 | NHBF65-01030030 New Stamping Alligator 8.5 Four-bar linkage without 3 300
442 | NHBF65-01030050 New Stamping Alligator 8.5 Four-bar linkage without 3 500
443 | NHBF65-01030080 New Stamping Alligator 8.5 Four-bar linkage without 3 800
444 | NHBF65-01030100 New Stamping Alligator 8.5 Four-bar linkage without 3 1000
445 | NHBF65-01030120 New Stamping Alligator 8.5 Four-bar linkage without 3 1200
446 | NHBF65-01030160 New Stamping Alligator 8.5 Four-bar linkage without 3 1600
447 | NHBF65-01030180 New Stamping Alligator 8.5 Four-bar linkage without 3 1800
448 | NHBF65-01030200 New Stamping Alligator 8.5 Four-bar linkage without 3 2000
449 | NHBF65-01030230 New Stamping Alligator 8.5 Four-bar linkage without 3 2300
450 | NHBF65-01030260 New Stamping Alligator 8.5 Four-bar linkage without 3 2600
451 | NHBF65-11118030 New Stamping Alligator 4.5 Four-bar linkage with 1.8 300
452 | NHBF65-11118050 New Stamping Alligator 4.5 Four-bar linkage with 1.8 500
453 | NHBF65-11118080 New Stamping Alligator 4.5 Four-bar linkage with 1.8 800
454 | NHBF65-11118100 New Stamping Alligator 4.5 Four-bar linkage with 1.8 1000
455 | NHBF65-11118120 New Stamping Alligator 4.5 Four-bar linkage with 1.8 1200
456 | NHBF65-11118160 New Stamping Alligator 4.5 Four-bar linkage with 1.8 1600
457 | NHBF65-11118180 New Stamping Alligator 4.5 Four-bar linkage with 1.8 1800
458 | NHBF65-11118200 New Stamping Alligator 4.5 Four-bar linkage with 1.8 2000
459 | NHBF65-11118230 New Stamping Alligator 4.5 Four-bar linkage with 1.8 2300
460 | NHBF65-11118260 New Stamping Alligator 4.5 Four-bar linkage with 1.8 2600
461 | NHBF65-11123030 New Stamping Alligator 6.7 Four-bar linkage with 2.3 300
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462 | NHBF65-11123050 New Stamping Alligator 6.7 Four-bar linkage with 2.3 500
463 | NHBF65-11123080 New Stamping Alligator 6.7 Four-bar linkage with 2.3 800
464 | NHBF65-11123100 New Stamping Alligator 6.7 Four-bar linkage with 2.3 1000
465 | NHBF65-11123120 New Stamping Alligator 6.7 Four-bar linkage with 2.3 1200
466 | NHBF65-11123160 New Stamping Alligator 6.7 Four-bar linkage with 2.3 1600
467 | NHBF65-11123180 New Stamping Alligator 6.7 Four-bar linkage with 2.3 1800
468 | NHBF65-11123200 New Stamping Alligator 6.7 Four-bar linkage with 2.3 2000
469 | NHBF65-11123230 New Stamping Alligator 6.7 Four-bar linkage with 2.3 2300
470 | NHBF65-11123260 New Stamping Alligator 6.7 Four-bar linkage with 2.3 2600
471 | NHBF65-01130030 New Stamping Alligator 8.5 Four-bar linkage with 3 300
472 | NHBF65-01130050 New Stamping Alligator 8.5 Four-bar linkage with 3 500
473 | NHBF65-01130080 New Stamping Alligator 8.5 Four-bar linkage with 3 800
474 | NHBF65-01130100 New Stamping Alligator 8.5 Four-bar linkage with 3 1000
475 | NHBF65-01130120 New Stamping Alligator 8.5 Four-bar linkage with 3 1200
476 | NHBF65-01130160 New Stamping Alligator 8.5 Four-bar linkage with 3 1600
477 | NHBF65-01130180 New Stamping Alligator 8.5 Four-bar linkage with 3 1800
478 | NHBF65-01130200 New Stamping Alligator 8.5 Four-bar linkage with 3 2000
479 | NHBF65-01130230 New Stamping Alligator 8.5 Four-bar linkage with 3 2300
480 | NHBF65-01130260 New Stamping Alligator 8.5 Four-bar linkage with 3 2600
481 | HBF05-10018030 Normal MIM Oval 4.5 Two Wire without 1.8 300
482 | HBF05-10018050 Normal MIM Oval 4.5 Two Wire without 1.8 500
483 | HBF05-10018080 Normal MIM Oval 4.5 Two Wire without 1.8 800
484 | HBF05-10018100 Normal MIM Oval 4.5 Two Wire without 1.8 1000
485 | HBF05-10018120 Normal MIM Oval 4.5 Two Wire without 1.8 1200
486 | HBF05-10018160 Normal MIM Oval 4.5 Two Wire without 1.8 1600
487 | HBF05-10018180 Normal MIM Oval 4.5 Two Wire without 1.8 1800
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488 | HBF05-10018200 Normal MIM Oval 4.5 Two Wire without 1.8 2000
489 | HBF05-10018230 Normal MIM Oval 4.5 Two Wire without 1.8 2300
490 | HBF05-10018260 Normal MIM Oval 4.5 Two Wire without 1.8 2600
491 | HBF05-10023030 Normal MIM Oval 6.7 Two Wire without 2.3 300
492 | HBF05-10023050 Normal MIM Oval 6.7 Two Wire without 2.3 500
493 | HBF05-10023080 Normal MIM Oval 6.7 Two Wire without 2.3 800
494 | HBF05-10023100 Normal MIM Oval 6.7 Two Wire without 2.3 1000
495 | HBF05-10023120 Normal MIM Oval 6.7 Two Wire without 2.3 1200
496 | HBF05-10023160 Normal MIM Oval 6.7 Two Wire without 2.3 1600
497 | HBF05-10023180 Normal MIM Oval 6.7 Two Wire without 2.3 1800
498 | HBF05-10023200 Normal MIM Oval 6.7 Two Wire without 2.3 2000
499 | HBF05-10023230 Normal MIM Oval 6.7 Two Wire without 2.3 2300
500 | HBF05-10023260 Normal MIM Oval 6.7 Two Wire without 2.3 2600
501 | HBFO05-00030030 Normal MIM Oval 8.5 Two Wire without 3 300
502 | HBF05-00030050 Normal MIM Oval 8.5 Two Wire without 3 500
503 | HBF05-00030080 Normal MIM Oval 8.5 Two Wire without 3 800
504 | HBF05-00030100 Normal MIM Oval 8.5 Two Wire without 3 1000
505 | HBF05-00030120 Normal MIM Oval 8.5 Two Wire without 3 1200
506 | HBF05-00030160 Normal MIM Oval 8.5 Two Wire without 3 1600
507 | HBFO05-00030180 Normal MIM Oval 8.5 Two Wire without 3 1800
508 | HBF05-00030200 Normal MIM Oval 8.5 Two Wire without 3 2000
509 | HBF05-00030230 Normal MIM Oval 8.5 Two Wire without 3 2300
510 | HBFO05-00030260 Normal MIM Oval 8.5 Two Wire without 3 2600
511 | HBF05-10118030 Normal MIM Oval 4.5 Two Wire with 1.8 300
512 | HBF05-10118050 Normal MIM Oval 4.5 Two Wire with 1.8 500
513 | HBF05-10118080 Normal MIM Oval 4.5 Two Wire with 1.8 800
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514 | HBF05-10118100 Normal MIM Oval 4.5 Two Wire with 1.8 1000
515 | HBF05-10118120 Normal MIM Oval 4.5 Two Wire with 1.8 1200
516 | HBFO05-10118160 Normal MIM Oval 4.5 Two Wire with 1.8 1600
517 | HBF05-10118180 Normal MIM Oval 4.5 Two Wire with 1.8 1800
518 | HBF05-10118200 Normal MIM Oval 4.5 Two Wire with 1.8 2000
519 | HBF05-10118230 Normal MIM Oval 4.5 Two Wire with 1.8 2300
520 | HBF05-10118260 Normal MIM Oval 4.5 Two Wire with 1.8 2600
521 | HBF05-10123030 Normal MIM Oval 6.7 Two Wire with 2.3 300
522 | HBF05-10123050 Normal MIM Oval 6.7 Two Wire with 2.3 500
523 | HBF05-10123080 Normal MIM Oval 6.7 Two Wire with 2.3 800
524 | HBF05-10123100 Normal MIM Oval 6.7 Two Wire with 2.3 1000
525 | HBF05-10123120 Normal MIM Oval 6.7 Two Wire with 2.3 1200
526 | HBF05-10123160 Normal MIM Oval 6.7 Two Wire with 2.3 1600
527 | HBF05-10123180 Normal MIM Oval 6.7 Two Wire with 2.3 1800
528 | HBF05-10123200 Normal MIM Oval 6.7 Two Wire with 2.3 2000
529 | HBF05-10123230 Normal MIM Oval 6.7 Two Wire with 2.3 2300
530 | HBF05-10123260 Normal MIM Oval 6.7 Two Wire with 2.3 2600
531 | HBF05-00130030 Normal MIM Oval 8.5 Two Wire with 3 300
532 | HBF05-00130050 Normal MIM Oval 8.5 Two Wire with 3 500
533 | HBF05-00130080 Normal MIM Oval 8.5 Two Wire with 3 800
534 | HBF05-00130100 Normal MIM Oval 8.5 Two Wire with 3 1000
535 | HBF05-00130120 Normal MIM Oval 8.5 Two Wire with 3 1200
536 | HBF05-00130160 Normal MIM Oval 8.5 Two Wire with 3 1600
537 | HBF05-00130180 Normal MIM Oval 8.5 Two Wire with 3 1800
538 | HBF05-00130200 Normal MIM Oval 8.5 Two Wire with 3 2000
539 | HBF05-00130230 Normal MIM Oval 8.5 Two Wire with 3 2300
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540 | HBF05-00130260 Normal MIM Oval 8.5 Two Wire with 3 2600
541 | HBF05-11018030 Normal MIM Oval 4.5 Four-bar linkage without 1.8 300
542 | HBF05-11018050 Normal MIM Oval 4.5 Four-bar linkage without 1.8 500
543 | HBF05-11018080 Normal MIM Oval 4.5 Four-bar linkage without 1.8 800
544 | HBF05-11018100 Normal MIM Oval 4.5 Four-bar linkage without 1.8 1000
545 | HBF05-11018120 Normal MIM Oval 4.5 Four-bar linkage without 1.8 1200
546 | HBF05-11018160 Normal MIM Oval 4.5 Four-bar linkage without 1.8 1600
547 | HBF05-11018180 Normal MIM Oval 4.5 Four-bar linkage without 1.8 1800
548 | HBF05-11018200 Normal MIM Oval 4.5 Four-bar linkage without 1.8 2000
549 | HBF05-11018230 Normal MIM Oval 4.5 Four-bar linkage without 1.8 2300
550 | HBF05-11018260 Normal MIM Oval 4.5 Four-bar linkage without 1.8 2600
551 | HBF05-11023030 Normal MIM Oval 6.7 Four-bar linkage without 2.3 300
552 | HBF05-11023050 Normal MIM Oval 6.7 Four-bar linkage without 2.3 500
553 | HBF05-11023080 Normal MIM Oval 6.7 Four-bar linkage without 2.3 800
554 | HBF05-11023100 Normal MIM Oval 6.7 Four-bar linkage without 2.3 1000
555 | HBF05-11023120 Normal MIM Oval 6.7 Four-bar linkage without 2.3 1200
556 | HBF05-11023160 Normal MIM Oval 6.7 Four-bar linkage without 2.3 1600
557 | HBF05-11023180 Normal MIM Oval 6.7 Four-bar linkage without 2.3 1800
558 | HBF05-11023200 Normal MIM Oval 6.7 Four-bar linkage without 2.3 2000
559 | HBF05-11023230 Normal MIM Oval 6.7 Four-bar linkage without 2.3 2300
560 | HBF05-11023260 Normal MIM Oval 6.7 Four-bar linkage without 2.3 2600
561 | HBF05-01030030 Normal MIM Oval 8.5 Four-bar linkage without 3 300
562 | HBF05-01030050 Normal MIM Oval 8.5 Four-bar linkage without 3 500
563 | HBF05-01030080 Normal MIM Oval 8.5 Four-bar linkage without 3 800
564 | HBF05-01030100 Normal MIM Oval 8.5 Four-bar linkage without 3 1000
565 | HBF05-01030120 Normal MIM Oval 8.5 Four-bar linkage without 3 1200
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566 | HBF05-01030160 Normal MIM Oval 8.5 Four-bar linkage without 3 1600
567 | HBF05-01030180 Normal MIM Oval 8.5 Four-bar linkage without 3 1800
568 | HBF05-01030200 Normal MIM Oval 8.5 Four-bar linkage without 3 2000
569 | HBF05-01030230 Normal MIM Oval 8.5 Four-bar linkage without 3 2300
570 | HBF05-01030260 Normal MIM Oval 8.5 Four-bar linkage without 3 2600
571 | HBF05-11118030 Normal MIM Oval 4.5 Four-bar linkage with 1.8 300
572 | HBF05-11118050 Normal MIM Oval 4.5 Four-bar linkage with 1.8 500
573 | HBF05-11118080 Normal MIM Oval 4.5 Four-bar linkage with 1.8 800
574 | HBF05-11118100 Normal MIM Oval 4.5 Four-bar linkage with 1.8 1000
575 | HBF05-11118120 Normal MIM Oval 4.5 Four-bar linkage with 1.8 1200
576 | HBFO05-11118160 Normal MIM Oval 4.5 Four-bar linkage with 1.8 1600
577 | HBF05-11118180 Normal MIM Oval 4.5 Four-bar linkage with 1.8 1800
578 | HBF05-11118200 Normal MIM Oval 4.5 Four-bar linkage with 1.8 2000
579 | HBF05-11118230 Normal MIM Oval 4.5 Four-bar linkage with 1.8 2300
580 | HBF05-11118260 Normal MIM Oval 4.5 Four-bar linkage with 1.8 2600
581 | HBF05-11123030 Normal MIM Oval 6.7 Four-bar linkage with 2.3 300
582 | HBF05-11123050 Normal MIM Oval 6.7 Four-bar linkage with 2.3 500
583 | HBF05-11123080 Normal MIM Oval 6.7 Four-bar linkage with 2.3 800
584 | HBF05-11123100 Normal MIM Oval 6.7 Four-bar linkage with 2.3 1000
585 | HBF05-11123120 Normal MIM Oval 6.7 Four-bar linkage with 2.3 1200
586 | HBF05-11123160 Normal MIM Oval 6.7 Four-bar linkage with 2.3 1600
587 | HBF05-11123180 Normal MIM Oval 6.7 Four-bar linkage with 2.3 1800
588 | HBF05-11123200 Normal MIM Oval 6.7 Four-bar linkage with 2.3 2000
589 | HBF05-11123230 Normal MIM Oval 6.7 Four-bar linkage with 2.3 2300
590 | HBF05-11123260 Normal MIM Oval 6.7 Four-bar linkage with 2.3 2600
591 | HBF05-01130030 Normal MIM Oval 8.5 Four-bar linkage with 3 300
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592 | HBF05-01130050 Normal MIM Oval 8.5 Four-bar linkage with 3 500
593 | HBF05-01130080 Normal MIM Oval 8.5 Four-bar linkage with 3 800
594 | HBF05-01130100 Normal MIM Oval 8.5 Four-bar linkage with 3 1000
595 | HBF05-01130120 Normal MIM Oval 8.5 Four-bar linkage with 3 1200
596 | HBF05-01130160 Normal MIM Oval 8.5 Four-bar linkage with 3 1600
597 | HBF05-01130180 Normal MIM Oval 8.5 Four-bar linkage with 3 1800
598 | HBF05-01130200 Normal MIM Oval 8.5 Four-bar linkage with 3 2000
599 | HBF05-01130230 Normal MIM Oval 8.5 Four-bar linkage with 3 2300
600 | HBF05-01130260 Normal MIM Oval 8.5 Four-bar linkage with 3 2600
601 | HBF15-10018030 Normal MIM Alligator 4.5 Two Wire without 1.8 300
602 | HBF15-10018050 Normal MIM Alligator 4.5 Two Wire without 1.8 500
603 | HBF15-10018080 Normal MIM Alligator 4.5 Two Wire without 1.8 800
604 | HBF15-10018100 Normal MIM Alligator 4.5 Two Wire without 1.8 1000
605 | HBF15-10018120 Normal MIM Alligator 4.5 Two Wire without 1.8 1200
606 | HBF15-10018160 Normal MIM Alligator 4.5 Two Wire without 1.8 1600
607 | HBF15-10018180 Normal MIM Alligator 4.5 Two Wire without 1.8 1800
608 | HBF15-10018200 Normal MIM Alligator 4.5 Two Wire without 1.8 2000
609 | HBF15-10018230 Normal MIM Alligator 4.5 Two Wire without 1.8 2300
610 | HBF15-10018260 Normal MIM Alligator 4.5 Two Wire without 1.8 2600
611 | HBF15-10023030 Normal MIM Alligator 6.7 Two Wire without 2.3 300
612 | HBF15-10023050 Normal MIM Alligator 6.7 Two Wire without 2.3 500
613 | HBF15-10023080 Normal MIM Alligator 6.7 Two Wire without 2.3 800
614 | HBF15-10023100 Normal MIM Alligator 6.7 Two Wire without 2.3 1000
615 | HBF15-10023120 Normal MIM Alligator 6.7 Two Wire without 2.3 1200
616 | HBF15-10023160 Normal MIM Alligator 6.7 Two Wire without 2.3 1600
617 | HBF15-10023180 Normal MIM Alligator 6.7 Two Wire without 2.3 1800
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618 | HBF15-10023200 Normal MIM Alligator 6.7 Two Wire without 2.3 2000
619 | HBF15-10023230 Normal MIM Alligator 6.7 Two Wire without 2.3 2300
620 | HBF15-10023260 Normal MIM Alligator 6.7 Two Wire without 2.3 2600
621 | HBF15-00030030 Normal MIM Alligator 8.5 Two Wire without 3 300
622 | HBF15-00030050 Normal MIM Alligator 8.5 Two Wire without 3 500
623 | HBF15-00030080 Normal MIM Alligator 8.5 Two Wire without 3 800
624 | HBF15-00030100 Normal MIM Alligator 8.5 Two Wire without 3 1000
625 | HBF15-00030120 Normal MIM Alligator 85 Two Wire without 3 1200
626 | HBF15-00030160 Normal MIM Alligator 8.5 Two Wire without 3 1600
627 | HBF15-00030180 Normal MIM Alligator 8.5 Two Wire without 3 1800
628 | HBF15-00030200 Normal MIM Alligator 8.5 Two Wire without 3 2000
629 | HBF15-00030230 Normal MIM Alligator 8.5 Two Wire without 3 2300
630 | HBF15-00030260 Normal MIM Alligator 8.5 Two Wire without 3 2600
631 | HBF15-10118030 Normal MIM Alligator 4.5 Two Wire with 1.8 300
632 | HBF15-10118050 Normal MIM Alligator 4.5 Two Wire with 1.8 500
633 | HBF15-10118080 Normal MIM Alligator 4.5 Two Wire with 1.8 800
634 | HBF15-10118100 Normal MIM Alligator 4.5 Two Wire with 1.8 1000
635 | HBF15-10118120 Normal MIM Alligator 4.5 Two Wire with 1.8 1200
636 | HBF15-10118160 Normal MIM Alligator 4.5 Two Wire with 1.8 1600
637 | HBF15-10118180 Normal MIM Alligator 4.5 Two Wire with 1.8 1800
638 | HBF15-10118200 Normal MIM Alligator 4.5 Two Wire with 1.8 2000
639 | HBF15-10118230 Normal MIM Alligator 4.5 Two Wire with 1.8 2300
640 | HBF15-10118260 Normal MIM Alligator 4.5 Two Wire with 1.8 2600
641 | HBF15-10123030 Normal MIM Alligator 6.7 Two Wire with 2.3 300
642 | HBF15-10123050 Normal MIM Alligator 6.7 Two Wire with 2.3 500
643 | HBF15-10123080 Normal MIM Alligator 6.7 Two Wire with 2.3 800
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644 | HBF15-10123100 Normal MIM Alligator 6.7 Two Wire with 2.3 1000
645 | HBF15-10123120 Normal MIM Alligator 6.7 Two Wire with 2.3 1200
646 | HBF15-10123160 Normal MIM Alligator 6.7 Two Wire with 2.3 1600
647 | HBF15-10123180 Normal MIM Alligator 6.7 Two Wire with 2.3 1800
648 | HBF15-10123200 Normal MIM Alligator 6.7 Two Wire with 2.3 2000
649 | HBF15-10123230 Normal MIM Alligator 6.7 Two Wire with 2.3 2300
650 | HBF15-10123260 Normal MIM Alligator 6.7 Two Wire with 2.3 2600
651 | HBF15-00130030 Normal MIM Alligator 8.5 Two Wire with 3 300
652 | HBF15-00130050 Normal MIM Alligator 8.5 Two Wire with 3 500
653 | HBF15-00130080 Normal MIM Alligator 8.5 Two Wire with 3 800
654 | HBF15-00130100 Normal MIM Alligator 8.5 Two Wire with 3 1000
655 | HBF15-00130120 Normal MIM Alligator 8.5 Two Wire with 3 1200
656 | HBF15-00130160 Normal MIM Alligator 8.5 Two Wire with 3 1600
657 | HBF15-00130180 Normal MIM Alligator 8.5 Two Wire with 3 1800
658 | HBF15-00130200 Normal MIM Alligator 8.5 Two Wire with 3 2000
659 | HBF15-00130230 Normal MIM Alligator 8.5 Two Wire with 3 2300
660 | HBF15-00130260 Normal MIM Alligator 8.5 Two Wire with 3 2600
661 | HBF15-11018030 Normal MIM Alligator 4.5 Four-bar linkage without 1.8 300
662 | HBF15-11018050 Normal MIM Alligator 4.5 Four-bar linkage without 1.8 500
663 | HBF15-11018080 Normal MIM Alligator 4.5 Four-bar linkage without 1.8 800
664 | HBF15-11018100 Normal MIM Alligator 4.5 Four-bar linkage without 1.8 1000
665 | HBF15-11018120 Normal MIM Alligator 4.5 Four-bar linkage without 1.8 1200
666 | HBF15-11018160 Normal MIM Alligator 4.5 Four-bar linkage without 1.8 1600
667 | HBF15-11018180 Normal MIM Alligator 4.5 Four-bar linkage without 1.8 1800
668 | HBF15-11018200 Normal MIM Alligator 4.5 Four-bar linkage without 1.8 2000
669 | HBF15-11018230 Normal MIM Alligator 4.5 Four-bar linkage without 1.8 2300
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670 | HBF15-11018260 Normal MIM Alligator 4.5 Four-bar linkage without 1.8 2600
671 | HBF15-11023030 Normal MIM Alligator 6.7 Four-bar linkage without 2.3 300
672 | HBF15-11023050 Normal MIM Alligator 6.7 Four-bar linkage without 2.3 500
673 | HBF15-11023080 Normal MIM Alligator 6.7 Four-bar linkage without 2.3 800
674 | HBF15-11023100 Normal MIM Alligator 6.7 Four-bar linkage without 2.3 1000
675 | HBF15-11023120 Normal MIM Alligator 6.7 Four-bar linkage without 2.3 1200
676 | HBF15-11023160 Normal MIM Alligator 6.7 Four-bar linkage without 2.3 1600
677 | HBF15-11023180 Normal MIM Alligator 6.7 Four-bar linkage without 2.3 1800
678 | HBF15-11023200 Normal MIM Alligator 6.7 Four-bar linkage without 2.3 2000
679 | HBF15-11023230 Normal MIM Alligator 6.7 Four-bar linkage without 2.3 2300
680 | HBF15-11023260 Normal MIM Alligator 6.7 Four-bar linkage without 2.3 2600
681 | HBF15-01030030 Normal MIM Alligator 8.5 Four-bar linkage without 3 300
682 | HBF15-01030050 Normal MIM Alligator 8.5 Four-bar linkage without 3 500
683 | HBF15-01030080 Normal MIM Alligator 8.5 Four-bar linkage without 3 800
684 | HBF15-01030100 Normal MIM Alligator 8.5 Four-bar linkage without 3 1000
685 | HBF15-01030120 Normal MIM Alligator 8.5 Four-bar linkage without 3 1200
686 | HBF15-01030160 Normal MIM Alligator 8.5 Four-bar linkage without 3 1600
687 | HBF15-01030180 Normal MIM Alligator 8.5 Four-bar linkage without 3 1800
688 | HBF15-01030200 Normal MIM Alligator 8.5 Four-bar linkage without 3 2000
689 | HBF15-01030230 Normal MIM Alligator 8.5 Four-bar linkage without 3 2300
690 | HBF15-01030260 Normal MIM Alligator 8.5 Four-bar linkage without 3 2600
691 | HBF15-11118030 Normal MIM Alligator 4.5 Four-bar linkage with 1.8 300
692 | HBF15-11118050 Normal MIM Alligator 4.5 Four-bar linkage with 1.8 500
693 | HBF15-11118080 Normal MIM Alligator 4.5 Four-bar linkage with 1.8 800
694 | HBF15-11118100 Normal MIM Alligator 4.5 Four-bar linkage with 1.8 1000
695 | HBF15-11118120 Normal MIM Alligator 4.5 Four-bar linkage with 1.8 1200
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696 | HBF15-11118160 Normal MIM Alligator 4.5 Four-bar linkage with 1.8 1600
697 | HBF15-11118180 Normal MIM Alligator 4.5 Four-bar linkage with 1.8 1800
698 | HBF15-11118200 Normal MIM Alligator 4.5 Four-bar linkage with 1.8 2000
699 | HBF15-11118230 Normal MIM Alligator 4.5 Four-bar linkage with 1.8 2300
700 | HBF15-11118260 Normal MIM Alligator 4.5 Four-bar linkage with 1.8 2600
701 | HBF15-11123030 Normal MIM Alligator 6.7 Four-bar linkage with 2.3 300
702 | HBF15-11123050 Normal MIM Alligator 6.7 Four-bar linkage with 2.3 500
703 | HBF15-11123080 Normal MIM Alligator 6.7 Four-bar linkage with 2.3 800
704 | HBF15-11123100 Normal MIM Alligator 6.7 Four-bar linkage with 2.3 1000
705 | HBF15-11123120 Normal MIM Alligator 6.7 Four-bar linkage with 2.3 1200
706 | HBF15-11123160 Normal MIM Alligator 6.7 Four-bar linkage with 2.3 1600
707 | HBF15-11123180 Normal MIM Alligator 6.7 Four-bar linkage with 2.3 1800
708 | HBF15-11123200 Normal MIM Alligator 6.7 Four-bar linkage with 2.3 2000
709 | HBF15-11123230 Normal MIM Alligator 6.7 Four-bar linkage with 2.3 2300
710 | HBF15-11123260 Normal MIM Alligator 6.7 Four-bar linkage with 2.3 2600
711 | HBF15-01130030 Normal MIM Alligator 8.5 Four-bar linkage with 3 300
712 | HBF15-01130050 Normal MIM Alligator 8.5 Four-bar linkage with 3 500
713 | HBF15-01130080 Normal MIM Alligator 8.5 Four-bar linkage with 3 800
714 | HBF15-01130100 Normal MIM Alligator 8.5 Four-bar linkage with 3 1000
715 | HBF15-01130120 Normal MIM Alligator 8.5 Four-bar linkage with 3 1200
716 | HBF15-01130160 Normal MIM Alligator 8.5 Four-bar linkage with 3 1600
717 | HBF15-01130180 Normal MIM Alligator 8.5 Four-bar linkage with 3 1800
718 | HBF15-01130200 Normal MIM Alligator 8.5 Four-bar linkage with 3 2000
719 | HBF15-01130230 Normal MIM Alligator 8.5 Four-bar linkage with 3 2300
720 | HBF15-01130260 Normal MIM Alligator 8.5 Four-bar linkage with 3 2600
721 | HBF55-10018030 Normal Stamping Oval 4.5 Two Wire without 1.8 300

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.

32/42




722 | HBF55-10018050 Normal Stamping Oval 4.5 Two Wire without 1.8 500
723 | HBF55-10018080 Normal Stamping Oval 4.5 Two Wire without 1.8 800
724 | HBF55-10018100 Normal Stamping Oval 4.5 Two Wire without 1.8 1000
725 | HBF55-10018120 Normal Stamping Oval 4.5 Two Wire without 1.8 1200
726 | HBF55-10018160 Normal Stamping Oval 4.5 Two Wire without 1.8 1600
727 | HBF55-10018180 Normal Stamping Oval 4.5 Two Wire without 1.8 1800
728 | HBF55-10018200 Normal Stamping Oval 4.5 Two Wire without 1.8 2000
729 | HBF55-10018230 Normal Stamping Oval 4.5 Two Wire without 1.8 2300
730 | HBF55-10018260 Normal Stamping Oval 4.5 Two Wire without 1.8 2600
731 | HBF55-10023030 Normal Stamping Oval 6.7 Two Wire without 2.3 300
732 | HBF55-10023050 Normal Stamping Oval 6.7 Two Wire without 2.3 500
733 | HBF55-10023080 Normal Stamping Oval 6.7 Two Wire without 2.3 800
734 | HBF55-10023100 Normal Stamping Oval 6.7 Two Wire without 2.3 1000
735 | HBF55-10023120 Normal Stamping Oval 6.7 Two Wire without 2.3 1200
736 | HBF55-10023160 Normal Stamping Oval 6.7 Two Wire without 2.3 1600
737 | HBF55-10023180 Normal Stamping Oval 6.7 Two Wire without 2.3 1800
738 | HBF55-10023200 Normal Stamping Oval 6.7 Two Wire without 2.3 2000
739 | HBF55-10023230 Normal Stamping Oval 6.7 Two Wire without 2.3 2300
740 | HBF55-10023260 Normal Stamping Oval 6.7 Two Wire without 2.3 2600
741 | HBF55-00030030 Normal Stamping Oval 8.5 Two Wire without 3 300
742 | HBF55-00030050 Normal Stamping Oval 8.5 Two Wire without 3 500
743 | HBF55-00030080 Normal Stamping Oval 8.5 Two Wire without 3 800
744 | HBF55-00030100 Normal Stamping Oval 8.5 Two Wire without 3 1000
745 | HBF55-00030120 Normal Stamping Oval 8.5 Two Wire without 3 1200
746 | HBF55-00030160 Normal Stamping Oval 8.5 Two Wire without 3 1600
747 | HBF55-00030180 Normal Stamping Oval 8.5 Two Wire without 3 1800
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748 | HBF55-00030200 Normal Stamping Oval 8.5 Two Wire without 3 2000
749 | HBF55-00030230 Normal Stamping Oval 8.5 Two Wire without 3 2300
750 | HBF55-00030260 Normal Stamping Oval 8.5 Two Wire without 3 2600
751 | HBF55-10118030 Normal Stamping Oval 4.5 Two Wire with 1.8 300
752 | HBF55-10118050 Normal Stamping Oval 4.5 Two Wire with 1.8 500
753 | HBF55-10118080 Normal Stamping Oval 4.5 Two Wire with 1.8 800
754 | HBF55-10118100 Normal Stamping Oval 4.5 Two Wire with 1.8 1000
755 | HBF55-10118120 Normal Stamping Oval 4.5 Two Wire with 1.8 1200
756 | HBF55-10118160 Normal Stamping Oval 4.5 Two Wire with 1.8 1600
757 | HBF55-10118180 Normal Stamping Oval 4.5 Two Wire with 1.8 1800
758 | HBF55-10118200 Normal Stamping Oval 4.5 Two Wire with 1.8 2000
759 | HBF55-10118230 Normal Stamping Oval 4.5 Two Wire with 1.8 2300
760 | HBF55-10118260 Normal Stamping Oval 4.5 Two Wire with 1.8 2600
761 | HBF55-10123030 Normal Stamping Oval 6.7 Two Wire with 2.3 300
762 | HBF55-10123050 Normal Stamping Oval 6.7 Two Wire with 2.3 500
763 | HBF55-10123080 Normal Stamping Oval 6.7 Two Wire with 2.3 800
764 | HBF55-10123100 Normal Stamping Oval 6.7 Two Wire with 2.3 1000
765 | HBF55-10123120 Normal Stamping Oval 6.7 Two Wire with 2.3 1200
766 | HBF55-10123160 Normal Stamping Oval 6.7 Two Wire with 2.3 1600
767 | HBF55-10123180 Normal Stamping Oval 6.7 Two Wire with 2.3 1800
768 | HBF55-10123200 Normal Stamping Oval 6.7 Two Wire with 2.3 2000
769 | HBF55-10123230 Normal Stamping Oval 6.7 Two Wire with 2.3 2300
770 | HBF55-10123260 Normal Stamping Oval 6.7 Two Wire with 2.3 2600
771 | HBF55-00130030 Normal Stamping Oval 8.5 Two Wire with 3 300
772 | HBF55-00130050 Normal Stamping Oval 8.5 Two Wire with 3 500
773 | HBF55-00130080 Normal Stamping Oval 8.5 Two Wire with 3 800
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774 | HBF55-00130100 Normal Stamping Oval 8.5 Two Wire with 3 1000
775 | HBF55-00130120 Normal Stamping Oval 8.5 Two Wire with 3 1200
776 | HBF55-00130160 Normal Stamping Oval 8.5 Two Wire with 3 1600
777 | HBF55-00130180 Normal Stamping Oval 8.5 Two Wire with 3 1800
778 | HBF55-00130200 Normal Stamping Oval 8.5 Two Wire with 3 2000
779 | HBF55-00130230 Normal Stamping Oval 8.5 Two Wire with 3 2300
780 | HBF55-00130260 Normal Stamping Oval 8.5 Two Wire with 3 2600
781 | HBF55-11018030 Normal Stamping Oval 4.5 Four-bar linkage without 1.8 300
782 | HBF55-11018050 Normal Stamping Oval 4.5 Four-bar linkage without 1.8 500
783 | HBF55-11018080 Normal Stamping Oval 4.5 Four-bar linkage without 1.8 800
784 | HBF55-11018100 Normal Stamping Oval 4.5 Four-bar linkage without 1.8 1000
785 | HBF55-11018120 Normal Stamping Oval 4.5 Four-bar linkage without 1.8 1200
786 | HBF55-11018160 Normal Stamping Oval 4.5 Four-bar linkage without 1.8 1600
787 | HBF55-11018180 Normal Stamping Oval 4.5 Four-bar linkage without 1.8 1800
788 | HBF55-11018200 Normal Stamping Oval 4.5 Four-bar linkage without 1.8 2000
789 | HBF55-11018230 Normal Stamping Oval 4.5 Four-bar linkage without 1.8 2300
790 | HBF55-11018260 Normal Stamping Oval 4.5 Four-bar linkage without 1.8 2600
791 | HBF55-11023030 Normal Stamping Oval 6.7 Four-bar linkage without 2.3 300
792 | HBF55-11023050 Normal Stamping Oval 6.7 Four-bar linkage without 2.3 500
793 | HBF55-11023080 Normal Stamping Oval 6.7 Four-bar linkage without 2.3 800
794 | HBF55-11023100 Normal Stamping Oval 6.7 Four-bar linkage without 2.3 1000
795 | HBF55-11023120 Normal Stamping Oval 6.7 Four-bar linkage without 2.3 1200
796 | HBF55-11023160 Normal Stamping Oval 6.7 Four-bar linkage without 2.3 1600
797 | HBF55-11023180 Normal Stamping Oval 6.7 Four-bar linkage without 2.3 1800
798 | HBF55-11023200 Normal Stamping Oval 6.7 Four-bar linkage without 2.3 2000
799 | HBF55-11023230 Normal Stamping Oval 6.7 Four-bar linkage without 2.3 2300
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800 | HBF55-11023260 Normal Stamping Oval 6.7 Four-bar linkage without 2.3 2600
801 | HBF55-01030030 Normal Stamping Oval 8.5 Four-bar linkage without 3 300
802 | HBF55-01030050 Normal Stamping Oval 8.5 Four-bar linkage without 3 500
803 | HBF55-01030080 Normal Stamping Oval 8.5 Four-bar linkage without 3 800
804 | HBF55-01030100 Normal Stamping Oval 8.5 Four-bar linkage without 3 1000
805 | HBF55-01030120 Normal Stamping Oval 8.5 Four-bar linkage without 3 1200
806 | HBF55-01030160 Normal Stamping Oval 8.5 Four-bar linkage without 3 1600
807 | HBF55-01030180 Normal Stamping Oval 8.5 Four-bar linkage without 3 1800
808 | HBF55-01030200 Normal Stamping Oval 8.5 Four-bar linkage without 3 2000
809 | HBF55-01030230 Normal Stamping Oval 8.5 Four-bar linkage without 3 2300
810 | HBF55-01030260 Normal Stamping Oval 8.5 Four-bar linkage without 3 2600
811 | HBF55-11118030 Normal Stamping Oval 4.5 Four-bar linkage with 1.8 300
812 | HBF55-11118050 Normal Stamping Oval 4.5 Four-bar linkage with 1.8 500
813 | HBF55-11118080 Normal Stamping Oval 4.5 Four-bar linkage with 1.8 800
814 | HBF55-11118100 Normal Stamping Oval 4.5 Four-bar linkage with 1.8 1000
815 | HBF55-11118120 Normal Stamping Oval 4.5 Four-bar linkage with 1.8 1200
816 | HBF55-11118160 Normal Stamping Oval 4.5 Four-bar linkage with 1.8 1600
817 | HBF55-11118180 Normal Stamping Oval 4.5 Four-bar linkage with 1.8 1800
818 | HBF55-11118200 Normal Stamping Oval 4.5 Four-bar linkage with 1.8 2000
819 | HBF55-11118230 Normal Stamping Oval 4.5 Four-bar linkage with 1.8 2300
820 | HBF55-11118260 Normal Stamping Oval 4.5 Four-bar linkage with 1.8 2600
821 | HBF55-11123030 Normal Stamping Oval 6.7 Four-bar linkage with 2.3 300
822 | HBF55-11123050 Normal Stamping Oval 6.7 Four-bar linkage with 2.3 500
823 | HBF55-11123080 Normal Stamping Oval 6.7 Four-bar linkage with 2.3 800
824 | HBF55-11123100 Normal Stamping Oval 6.7 Four-bar linkage with 2.3 1000
825 | HBF55-11123120 Normal Stamping Oval 6.7 Four-bar linkage with 2.3 1200

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.
36/42




826 | HBF55-11123160 Normal Stamping Oval 6.7 Four-bar linkage with 2.3 1600
827 | HBF55-11123180 Normal Stamping Oval 6.7 Four-bar linkage with 2.3 1800
828 | HBF55-11123200 Normal Stamping Oval 6.7 Four-bar linkage with 2.3 2000
829 | HBF55-11123230 Normal Stamping Oval 6.7 Four-bar linkage with 2.3 2300
830 | HBF55-11123260 Normal Stamping Oval 6.7 Four-bar linkage with 2.3 2600
831 | HBF55-01130030 Normal Stamping Oval 8.5 Four-bar linkage with 3 300
832 | HBF55-01130050 Normal Stamping Oval 8.5 Four-bar linkage with 3 500
833 | HBF55-01130080 Normal Stamping Oval 8.5 Four-bar linkage with 3 800
834 | HBF55-01130100 Normal Stamping Oval 8.5 Four-bar linkage with 3 1000
835 | HBF55-01130120 Normal Stamping Oval 8.5 Four-bar linkage with 3 1200
836 | HBF55-01130160 Normal Stamping Oval 8.5 Four-bar linkage with 3 1600
837 | HBF55-01130180 Normal Stamping Oval 8.5 Four-bar linkage with 3 1800
838 | HBF55-01130200 Normal Stamping Oval 8.5 Four-bar linkage with 3 2000
839 | HBF55-01130230 Normal Stamping Oval 8.5 Four-bar linkage with 3 2300
840 | HBF55-01130260 Normal Stamping Oval 8.5 Four-bar linkage with 3 2600
841 | HBF65-10018030 Normal Stamping Alligator 4.5 Two Wire without 1.8 300
842 | HBF65-10018050 Normal Stamping Alligator 4.5 Two Wire without 1.8 500
843 | HBF65-10018080 Normal Stamping Alligator 4.5 Two Wire without 1.8 800
844 | HBF65-10018100 Normal Stamping Alligator 4.5 Two Wire without 1.8 1000
845 | HBF65-10018120 Normal Stamping Alligator 4.5 Two Wire without 1.8 1200
846 | HBF65-10018160 Normal Stamping Alligator 4.5 Two Wire without 1.8 1600
847 | HBF65-10018180 Normal Stamping Alligator 4.5 Two Wire without 1.8 1800
848 | HBF65-10018200 Normal Stamping Alligator 4.5 Two Wire without 1.8 2000
849 | HBF65-10018230 Normal Stamping Alligator 4.5 Two Wire without 1.8 2300
850 | HBF65-10018260 Normal Stamping Alligator 4.5 Two Wire without 1.8 2600
851 | HBF65-10023030 Normal Stamping Alligator 6.7 Two Wire without 2.3 300
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852 | HBF65-10023050 Normal Stamping Alligator 6.7 Two Wire without 2.3 500
853 | HBF65-10023080 Normal Stamping Alligator 6.7 Two Wire without 2.3 800
854 | HBF65-10023100 Normal Stamping Alligator 6.7 Two Wire without 2.3 1000
855 | HBF65-10023120 Normal Stamping Alligator 6.7 Two Wire without 2.3 1200
856 | HBF65-10023160 Normal Stamping Alligator 6.7 Two Wire without 2.3 1600
857 | HBF65-10023180 Normal Stamping Alligator 6.7 Two Wire without 2.3 1800
858 | HBF65-10023200 Normal Stamping Alligator 6.7 Two Wire without 2.3 2000
859 | HBF65-10023230 Normal Stamping Alligator 6.7 Two Wire without 2.3 2300
860 | HBF65-10023260 Normal Stamping Alligator 6.7 Two Wire without 2.3 2600
861 | HBF65-00030030 Normal Stamping Alligator 8.5 Two Wire without 3 300
862 | HBF65-00030050 Normal Stamping Alligator 8.5 Two Wire without 3 500
863 | HBF65-00030080 Normal Stamping Alligator 8.5 Two Wire without 3 800
864 | HBF65-00030100 Normal Stamping Alligator 8.5 Two Wire without 3 1000
865 | HBF65-00030120 Normal Stamping Alligator 8.5 Two Wire without 3 1200
866 | HBF65-00030160 Normal Stamping Alligator 8.5 Two Wire without 3 1600
867 | HBF65-00030180 Normal Stamping Alligator 8.5 Two Wire without 3 1800
868 | HBF65-00030200 Normal Stamping Alligator 8.5 Two Wire without 3 2000
869 | HBF65-00030230 Normal Stamping Alligator 8.5 Two Wire without 3 2300
870 | HBF65-00030260 Normal Stamping Alligator 8.5 Two Wire without 3 2600
871 | HBF65-10118030 Normal Stamping Alligator 4.5 Two Wire with 1.8 300
872 | HBF65-10118050 Normal Stamping Alligator 4.5 Two Wire with 1.8 500
873 | HBF65-10118080 Normal Stamping Alligator 4.5 Two Wire with 1.8 800
874 | HBF65-10118100 Normal Stamping Alligator 4.5 Two Wire with 1.8 1000
875 | HBF65-10118120 Normal Stamping Alligator 4.5 Two Wire with 1.8 1200
876 | HBF65-10118160 Normal Stamping Alligator 4.5 Two Wire with 1.8 1600
877 | HBF65-10118180 Normal Stamping Alligator 4.5 Two Wire with 1.8 1800
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878 | HBF65-10118200 Normal Stamping Alligator 4.5 Two Wire with 1.8 2000
879 | HBF65-10118230 Normal Stamping Alligator 4.5 Two Wire with 1.8 2300
880 | HBF65-10118260 Normal Stamping Alligator 4.5 Two Wire with 1.8 2600
881 | HBF65-10123030 Normal Stamping Alligator 6.7 Two Wire with 2.3 300
882 | HBF65-10123050 Normal Stamping Alligator 6.7 Two Wire with 2.3 500
883 | HBF65-10123080 Normal Stamping Alligator 6.7 Two Wire with 2.3 800
884 | HBF65-10123100 Normal Stamping Alligator 6.7 Two Wire with 2.3 1000
885 | HBF65-10123120 Normal Stamping Alligator 6.7 Two Wire with 2.3 1200
886 | HBF65-10123160 Normal Stamping Alligator 6.7 Two Wire with 2.3 1600
887 | HBF65-10123180 Normal Stamping Alligator 6.7 Two Wire with 2.3 1800
888 | HBF65-10123200 Normal Stamping Alligator 6.7 Two Wire with 2.3 2000
889 | HBF65-10123230 Normal Stamping Alligator 6.7 Two Wire with 2.3 2300
890 | HBF65-10123260 Normal Stamping Alligator 6.7 Two Wire with 2.3 2600
891 | HBF65-00130030 Normal Stamping Alligator 8.5 Two Wire with 3 300
892 | HBF65-00130050 Normal Stamping Alligator 8.5 Two Wire with 3 500
893 | HBF65-00130080 Normal Stamping Alligator 8.5 Two Wire with 3 800
894 | HBF65-00130100 Normal Stamping Alligator 8.5 Two Wire with 3 1000
895 | HBF65-00130120 Normal Stamping Alligator 8.5 Two Wire with 3 1200
896 | HBF65-00130160 Normal Stamping Alligator 8.5 Two Wire with 3 1600
897 | HBF65-00130180 Normal Stamping Alligator 8.5 Two Wire with 3 1800
898 | HBF65-00130200 Normal Stamping Alligator 8.5 Two Wire with 3 2000
899 | HBF65-00130230 Normal Stamping Alligator 8.5 Two Wire with 3 2300
900 | HBF65-00130260 Normal Stamping Alligator 8.5 Two Wire with 3 2600
901 | HBF65-11018030 Normal Stamping Alligator 4.5 Four-bar linkage without 1.8 300
902 | HBF65-11018050 Normal Stamping Alligator 4.5 Four-bar linkage without 1.8 500
903 | HBF65-11018080 Normal Stamping Alligator 4.5 Four-bar linkage without 1.8 800
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904 | HBF65-11018100 Normal Stamping Alligator 4.5 Four-bar linkage without 1.8 1000
905 | HBF65-11018120 Normal Stamping Alligator 4.5 Four-bar linkage without 1.8 1200
906 | HBF65-11018160 Normal Stamping Alligator 4.5 Four-bar linkage without 1.8 1600
907 | HBF65-11018180 Normal Stamping Alligator 4.5 Four-bar linkage without 1.8 1800
908 | HBF65-11018200 Normal Stamping Alligator 4.5 Four-bar linkage without 1.8 2000
909 | HBF65-11018230 Normal Stamping Alligator 4.5 Four-bar linkage without 1.8 2300
910 | HBF65-11018260 Normal Stamping Alligator 4.5 Four-bar linkage without 1.8 2600
911 | HBF65-11023030 Normal Stamping Alligator 6.7 Four-bar linkage without 2.3 300
912 | HBF65-11023050 Normal Stamping Alligator 6.7 Four-bar linkage without 2.3 500
913 | HBF65-11023080 Normal Stamping Alligator 6.7 Four-bar linkage without 2.3 800
914 | HBF65-11023100 Normal Stamping Alligator 6.7 Four-bar linkage without 2.3 1000
915 | HBF65-11023120 Normal Stamping Alligator 6.7 Four-bar linkage without 2.3 1200
916 | HBF65-11023160 Normal Stamping Alligator 6.7 Four-bar linkage without 2.3 1600
917 | HBF65-11023180 Normal Stamping Alligator 6.7 Four-bar linkage without 2.3 1800
918 | HBF65-11023200 Normal Stamping Alligator 6.7 Four-bar linkage without 2.3 2000
919 | HBF65-11023230 Normal Stamping Alligator 6.7 Four-bar linkage without 2.3 2300
920 | HBF65-11023260 Normal Stamping Alligator 6.7 Four-bar linkage without 2.3 2600
921 | HBF65-01030030 Normal Stamping Alligator 8.5 Four-bar linkage without 3 300
922 | HBF65-01030050 Normal Stamping Alligator 8.5 Four-bar linkage without 3 500
923 | HBF65-01030080 Normal Stamping Alligator 8.5 Four-bar linkage without 3 800
924 | HBF65-01030100 Normal Stamping Alligator 8.5 Four-bar linkage without 3 1000
925 | HBF65-01030120 Normal Stamping Alligator 8.5 Four-bar linkage without 3 1200
926 | HBF65-01030160 Normal Stamping Alligator 8.5 Four-bar linkage without 3 1600
927 | HBF65-01030180 Normal Stamping Alligator 8.5 Four-bar linkage without 3 1800
928 | HBF65-01030200 Normal Stamping Alligator 8.5 Four-bar linkage without 3 2000
929 | HBF65-01030230 Normal Stamping Alligator 8.5 Four-bar linkage without 3 2300

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.
40/ 42




930 | HBF65-01030260 Normal Stamping Alligator 8.5 Four-bar linkage without 3 2600
931 | HBF65-11118030 Normal Stamping Alligator 4.5 Four-bar linkage with 1.8 300
932 | HBF65-11118050 Normal Stamping Alligator 4.5 Four-bar linkage with 1.8 500
933 | HBF65-11118080 Normal Stamping Alligator 4.5 Four-bar linkage with 1.8 800
934 | HBF65-11118100 Normal Stamping Alligator 4.5 Four-bar linkage with 1.8 1000
935 | HBF65-11118120 Normal Stamping Alligator 4.5 Four-bar linkage with 1.8 1200
936 | HBF65-11118160 Normal Stamping Alligator 4.5 Four-bar linkage with 1.8 1600
937 | HBF65-11118180 Normal Stamping Alligator 4.5 Four-bar linkage with 1.8 1800
938 | HBF65-11118200 Normal Stamping Alligator 4.5 Four-bar linkage with 1.8 2000
939 | HBF65-11118230 Normal Stamping Alligator 4.5 Four-bar linkage with 1.8 2300
940 | HBF65-11118260 Normal Stamping Alligator 4.5 Four-bar linkage with 1.8 2600
941 | HBF65-11123030 Normal Stamping Alligator 6.7 Four-bar linkage with 2.3 300
942 | HBF65-11123050 Normal Stamping Alligator 6.7 Four-bar linkage with 2.3 500
943 | HBF65-11123080 Normal Stamping Alligator 6.7 Four-bar linkage with 2.3 800
944 | HBF65-11123100 Normal Stamping Alligator 6.7 Four-bar linkage with 2.3 1000
945 | HBF65-11123120 Normal Stamping Alligator 6.7 Four-bar linkage with 2.3 1200
946 | HBF65-11123160 Normal Stamping Alligator 6.7 Four-bar linkage with 2.3 1600
947 | HBF65-11123180 Normal Stamping Alligator 6.7 Four-bar linkage with 2.3 1800
948 | HBF65-11123200 Normal Stamping Alligator 6.7 Four-bar linkage with 2.3 2000
949 | HBF65-11123230 Normal Stamping Alligator 6.7 Four-bar linkage with 2.3 2300
950 | HBF65-11123260 Normal Stamping Alligator 6.7 Four-bar linkage with 2.3 2600
951 | HBF65-01130030 Normal Stamping Alligator 8.5 Four-bar linkage with 3 300
952 | HBF65-01130050 Normal Stamping Alligator 8.5 Four-bar linkage with 3 500
953 | HBF65-01130080 Normal Stamping Alligator 8.5 Four-bar linkage with 3 800
954 | HBF65-01130100 Normal Stamping Alligator 8.5 Four-bar linkage with 3 1000
955 | HBF65-01130120 Normal Stamping Alligator 8.5 Four-bar linkage with 3 1200
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956 | HBF65-01130160 Normal Stamping Alligator 8.5 Four-bar linkage with 3 1600
957 | HBF65-01130180 Normal Stamping Alligator 8.5 Four-bar linkage with 3 1800
958 | HBF65-01130200 Normal Stamping Alligator 8.5 Four-bar linkage with 3 2000
959 | HBF65-01130230 Normal Stamping Alligator 8.5 Four-bar linkage with 3 2300
960 | HBF65-01130260 Normal Stamping Alligator 8.5 Four-bar linkage with 3 2600
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EU MDR DECLARATION OF CONFORMITY

REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL OF 5

Manufacturer’s Name

Manufacturer’s Address

Manufacturer’s SRN

EU Authorized Representative’s Name

EU Authorized Representative’s Address
EU Authorized Representative SRN
Product Name

Product Trade Name

Basic UDI-DI

Catalogue Number

GMDN Code

EMDN Code

Classification and Rule

Conformity Assessment Route

Intended Purpose

APRIL 2017

Micro-Tech (Nanjing) Co., Ltd.

No. 10 Gaoke Third Road, Nanjing National
Hi-Tech, Industrial Development Zone, Nanjing
210032, Jiangsu Province, People’s Republic of
China

CN-MF-000006950

Shanghai International Holding Corp. GmbH
(Europe)

Eiffestrasse 80, 20537 Hamburg Germany
DE-AR-000000001

Single-Use Coagulation Forceps

Ensure™ Single-Use Coagulation Forceps
6902284CF58039AJ

CF165-A, CF165-B, CF165-C, CF230-A,
CF230-B, CF230-C

58039

G03080199

Class Ilb (According to Annex VIII, Rule 9 of
MDR 2017/745)

Annex I1X (Without chap. Il) of MDR 2017/745

These instruments have been designed to be
used with endoscopes to cauterize and coagulate
or to perform hemostasis using high-frequency
current within the digestive tract.

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.

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

General applicable Regulation:

REGULATION (EU) 2017/745 of medical device

Standard Applied:

All other applicable union legislations, harmonized standards and common specification (published in the Official

Journal of the European Communities)
The details, please see Attachment 1.

Notified Body (Name & Address):

Identification Number:
Certificate Number:
Certificate Issue Date:

Certificate Expiry Date:

Signature:

Name: Becky Li

BSI Group — The Netherlands B.V
Say Building, John M. Keynesplein 9, K1066 EP

Amsterdam, The Netherlands
CE 2797

MDR 737205

2024-08-02

2026-12-09

Place and date of issue:

Position: Person Responsible for Regulatory Compliance

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.
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Attachment 1

EN ISO 13485:2016 Medical devices — Quality management systems- Requirements for
regulatory purposes

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 1SO 20417:2021 Information supplied by the manufacturer with medical devices

EN 1SO 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/A1:2022 Biological evaluation of medical devices - Part 7: Ethylene
oxide sterilization residuals - Amendment 1: Applicability of allowable limits for neonates and
infants

EN ISO 10993-10: 2023 Biological evaluation of medical devices - Part 10: Tests for skin
sensitization

EN 1SO 10993-11:2018 Biological evaluation of medical devices-Part 11: Tests for systemic
toxicity

EN 1SO 10993-23:2021 Biological evaluation of medical devices - Part 23: Tests for irritation

EN ISO 11135:2014/A1:2019 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/A1:2021 Sterilization of health care products - Microbiological methods -
Part 1: Determination of a population of microorganisms on products Sterilization of medical
devices

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

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

EN 1SO 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 8536-4: 2020 Infusion equipment for medical use -- Part 4: Infusion sets for single use,
gravity feed (ISO 8536-4:2019)

EN 60601-1:2006/A2:2021 Medical electrical equipment. Part 1: General requirements for basic
safety and essential performance

EN 60601-1-2: 2015 Medical electrical equipment Part 1-2: General requirements for basic
safety and essential performance — Collateral Standard: Electromagnetic disturbances —
Requirements and tests

EN IEC 60601-2-2: 2018 Medical electrical equipment Part 2-2: Particular requirements for the
basic safety and essential performance of high frequency surgical equipment and high frequency
surgical accessories

EN 60601-2-18:2015 Medical electrical equipment Part 2: Particular requirements for the safety
of endoscopic equipment

IEC 62366-1:2015+AMD 1:2020 Medical devices — Part 1: Application of usability engineering
to medical devices — Amendment 1

EN 60601-1-6:2010 Medical electrical equipment - Part 1-6: General requirements for basic
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safety and essential performance - Collateral standard: Usability

* |SO 8600-1-2015 Endoscopes — Medical endoscopes and endotherapy devices — Part 1:
General requirements

* |SO 8600-4-2014 Endoscopes — Medical endoscopes and endotherapy devices — Part 4:
Determination of maximum width of insertion portion

e EN ISO 14644-1:2015 Cleanroom and associated controlled environments - Part 1:
Classification of air cleanliness

e EN 17141:2020 Cleanrooms and associated controlled environments — Biocontamination
control

e 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

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

* MDCG 2020-5 Guidance on Clinical Evaluation

* MDCG 2020-6 Guidance on Sufficient Clinical Evaluation

* |IMDRF MDCE WG/N56FINAL:2019 Clinical Evaluation

* MEDDEV 2.7.1 (Rev. 4) Clinical evaluation: a guide for manufacturers and notified bodies

e MEDDEV 2.12.1 (Rev. 8) Guidelines on a medical devices vigilance system

* MEDDEV 2.12.2 (Rev. 2) Post market clinical follow-up studies a guide for manufacturers and
notified bodies

* ISO/TR 20416 Medical devices — post-market surveillance for manufacturers

* (EU) 2021/2226 laying down rules for the application of Regulation (EU) 2017/745 of the
European Parliament and of the Council as regards electronic instructions for use of medical

devices
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Revision History

Revision Date Description

A/0 2024-09-06 Initial
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Declaration of Conformity

Manufacturer Micro-Tech (Nanjing) Co., Ltd.

Address NO. 10 Gaoke Third Road, Nanjing National Hi-Tech, Industrial
Development Zone, Nanjing 210032, Jiangsu Province, People’s

Republic of China

European Shanghai International Holding Corp. GmbH (Europe)
Representative Eiffestrasse 80, 20537 Hamburg, Germany

Product name Guidewire Locking Device

Model Number Please see the Attachment

UMDNS Code 11726

Classification | sterile (Annex IX, Rule 1 of MDD 93/42/EEC)

Conformity Assessment Route: Annex V of MDD 93/42/EEC amended by directive 2007/47/EC
We herewith declare that the above-mentioned products meet the transposition into national law,
the provisions of the following EC Council Directives and Standards. All supporting documentations
are retained under the premises of the manufacturer. We are exclusively responsible for the
Declaration of Conformity.

DIRECTIVES
General applicable Directives:
Medical Device Directive: Council Directive 93/42/EEC concerning medical devices
Standard Applied:
All applicable harmonized Standards (published in the Official Journal of the European

Communities)

Notified Body: TUV SUD Product Service GmbH, Ridlerstr. 65, 80339 MUnchen,
Germany

Identification number: 0123

Certificate Number: G2S 048850 0048 Rev. 03

Expire date of the certificate: 2028-12-31

Place, Date of Certificate: Nanjing, 2018-09-27

ﬁmﬁ dok

Title: Management Representative

Signature: Date: 2023-07-27

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.
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Attachment
Product List of Guidewire Locking Device
No. REF Endoscopy Description
The Guidewire Locking Device is mounted at the end of the
Olympus/ ) ]
1 MT-RGL-O Fui endoscope. In the ERCP operation used to lock the wire and
ujinon
: seal the claw.
The Guidewire Locking Device is mounted at the end of the
2 MT-RGL-P Pentax endoscope. In the ERCP operation used to lock the wire and
seal the claw.

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.
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EU MDR 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

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

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

EU Authorized Representative SRN DE-AR-000000001

Product Name Single Use Electrosurgical Knife

Product Trade Name N/A

Basic UDI-DI 6902284MKS58039HV

Catalogue Number Please refer to Attachment 2

GMDN Code 58039

EMDN Code K020101

Classification and Rule Class IIb (According to Annex VIII, Rule 9 of MDR
2017/745)

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

Intended Purpose These devices have been designed to be used with

endoscopes and electrosurgical units for marking,
dissection, elevation, irrigation and preparation of
tissue layers in combination with monopolar cutting

and coagulation within the digestive tract.

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.

General applicable Regulation:
REGULATION (EU) 2017/745 of medical device

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.



=

A/O

Standard Applied:

All other applicable union legislations, harmonized standards and common specification (published in the Official

Journal of the European Communities), please see Attachment 1.

Notified Body (Name & Address):

Identification Number:
Certificate Number:
Certificate Issue Date:

Certificate Expiry Date:

Signature:

Bwltj _____ s s

Name: Bécky Li

BSI Group - The Netherlands B.V
Say Building, John M. Keynesplein 9, K1066 EP

Amsterdam, The Netherlands
CE 2797

MDR 737205

2024-08-02

2026-12-09

Place and daie of issue:

Nawia , PRe, 2074207

Position: Person Responsible for Regulatory Compliance

Confidentialitv:  This document contains information that is contidential and pronrietary property of Micro-Tech (Nanjing) CO..
Ltd Neither this document nor the information therein may be reproduced. used or distributed to or [or the benetit
of any third party without prior written consent ol Micro-Tech (Nanjing) COLL Lid,
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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/A1:2022 Biological evaluation of medical devices - Part 7: Ethylene
oxide sterilization residuals - Amendment 1: Applicability of allowable limits for neonates and
infants

EN ISO 10993-10: 2023 Biological evaluation of medical devices - Part 10: Tests for skin
sensitization

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

EN ISO 10993-23:2021 Biological evaluation of medical devices - Part 23: Tests for irritation
EN ISO 11135:2014/A1:2019 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/A1:2021 Sterilization of health care products - Microbiological methods
- Part 1: Determination of a population of microorganisms on products Sterilization of medical
devices

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

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

process

e EN ISO 11607-1:2020 Packaging for terminally sterilized medical devices — Part 1:
Requirements for materials, sterile barrier systems and packaging systems

e ENISO 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

e 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

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

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

* ENISO 8536-4: 2020 Infusion equipment for medical use -- Part 4: Infusion sets for single use,
gravity feed (ISO 8536-4:2019)

e EN 60601-1:2006/A2:2021 Medical electrical equipment. Part 1: General requirements for
basic safety and essential performance

* EN 60601-1-2: 2015 Medical electrical equipment Part 1-2: General requirements for basic
safety and essential performance — Collateral Standard: Electromagnetic disturbances —
Requirements and tests

e ENIEC 60601-2-2: 2018 Medical electrical equipment Part 2-2: Particular requirements for the
basic safety and essential performance of high frequency surgical equipment and high
frequency surgical accessories

e EN60601-2-18:2015 Medical electrical equipment Part 2: Particular requirements for the
safety of endoscopic equipment

e EN 62366-1:2015/A1:2020 Medical devices - Part 1: Application of usability engineering to

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.
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medical devices

* EN 60601-1-6:2010 Medical electrical equipment - Part 1-6: General requirements for basic
safety and essential performance - Collateral standard: Usability

* ISO 8600-1-2015 Endoscopes — Medical endoscopes and endotherapy devices - Part 1:
General requirements

* SO 8600-4-2014 Endoscopes — Medical endoscopes and endotherapy devices - Part 4:
Determination of maximum width of insertion portion

e EN ISO 14644-1:2015 Cleanroom and associated controlled environments - Part 1:
Classification of air cleanliness

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

e  MDCG 2018-1 V4 Guidance on basic UDI-DI and changes to UDI-DI

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

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

* MDCG 2020-5 Clinical Evaluation — Equivalence A guide for manufacturers and notified
bodies

e MDCG 2020-6 Regulation (EU) 2017/745: Clinical evidence needed for medical devices
previously CE marked under Directives 93/42/EEC or 90/385/EEC

e MEDDEYV 2.7.1 (Rev. 4) Clinical evaluation: a guide for manufacturers and notified bodies

e MEDDEV 2.12.1 (Rev. 8) Guidelines on a medical devices vigilance system

e MEDDEV 2.12.2 (Rev. 2) Post market clinical follow-up studies a guide for manufacturers and
notified bodies

e ISO/TR 20416 Medical devices — Post-market surveillance for manufacturers

* (EU) 2021/2226 laying down rules for the application of Regulation (EU) 2017/745 of the
European Parliament and of the Council as regards electronic instructions for use of medical

devices

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.
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Attachment 2 Catalogue Number

No. Specification Cutting Cutting Knife | Effective Working cI;i:l:C)i;O:r The maximum diameter of the
Knife Shape Length L1 Length L insertion portion D
NOT
1 MK-I-1-165 I 1.5 1650 Yes <2.7
2 MK-I-1-195 I 1.5 1950 Yes <2.7
3 MK-I-1-235 I 1.5 2350 Yes <2.7
4 MK-I-2-165 I 2 1650 Yes <2.7
5 MK-I-2-195 I 2 1950 Yes <2.7
6 MK-I-2-235 I 2 2350 Yes <2.7
7 MK-I-4-165 I 4 1650 Yes <2.7
8 MK-I-4-195 I 4 1950 Yes <2.7
9 MK-I-4-235 I 4 2350 Yes <2.7
10 MK-T-1-165 T 1.5 1650 Yes <2.7
11 MK-T-1-195 T 1.5 1950 Yes <2.7
12 MK-T-1-235 T 1.5 2350 Yes <2.7
13 MK-T-2-165 T 2 1650 Yes <2.7
14 MK-T-2-195 T 2 1950 Yes <2.7
15 MK-T-2-235 T 2 2350 Yes <2.7
16 MK-T-4-165 T 4 1650 Yes <2.7
17 MK-T-4-195 T 4 1950 Yes <2.7
18 MK-T-4-235 T 4 2350 Yes <2.7
19 MK-O-1-165 (0] 1.5 1650 Yes <27
20 MK-O-1-195 o 1.5 1950 Yes <2.7
21 MK-0O-1-235 (e} 1.5 2350 Yes <2.7
22 MK-0-2-165 (0] 2 1650 Yes <2.7
23 MK-0O-2-195 o 2 1950 Yes <2.7
24 MK-0-2-235 o 2 2350 Yes <2.7
25 MK-0-4-165 (¢} 4 1650 Yes <2.7
26 MK-0-4-195 (0] 4 1950 Yes <2.7
27 MK-0-4-235 o 4 2350 Yes <2.7
28 MK-IT-1-165 IT 1.5 1650 Yes <2.7
29 MK-IT-1-195 IT 1.5 1950 Yes <2.7
30 MK-IT-1-235 IT 1.5 2350 Yes <2.7
31 MK-IT-2-165 IT 2 1650 Yes <2.7
32 MK-IT-2-195 IT 2 1950 Yes <2.7

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.
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Cutting Cutting Knife | Effective Working Injection The maximum diameter of the
No. Specification capable or
Knife Shape Length L1 Length L NOT insertion portion D

33 MK-IT-2-235 IT 2 2350 Yes <2.7
34 MK-IT-4-165 IT 4 1650 Yes <2.7
35 MK-IT-4-195 IT 4 1950 Yes <2.7
36 MK-IT-4-235 IT 4 2350 Yes <2.7
37 MK-I-1-165-N I 1.5 1650 No <2.7
38 MK-I-1-195-N I 1.5 1950 No <2.7
39 MK-I-1-235-N I 1.5 2350 No <2.7
40 MK-I-2-165-N I 2 1650 No <2.7
41 MK-I-2-195-N I 2 1950 No <2.7
42 MK-I-2-235-N I 2 2350 No <2.7
43 MK-1-4-165-N I 4 1650 No <2.7
44 MK-1-4-195-N | 4 1950 No <2.7
45 MK-1-4-235-N I 4 2350 No <2.7
46 MK-T-1-165-N T 1.5 1650 No <2.7
47 MK-T-1-195-N T 1.5 1950 No <2.7
48 MK-T-1-235-N T 1.5 2350 No <2.7
49 MK-T-2-165-N T 2 1650 No <2.7
50 MK-T-2-195-N T 2 1950 No <2.7
51 MK-T-2-235-N T 2 2350 No <2.7
52 MK-T-4-165-N T 4 1650 No <2.7
53 MK-T-4-195-N T 4 1950 No <2.7
54 MK-T-4-235-N T 4 2350 No <2.7
55 MK-O-1-165-N (¢} 1.5 1650 No <2.7
56 MK-0-1-195-N (¢} 1.5 1950 No <2.7
57 MK-O-1-235-N (¢} 1.5 2350 No <2.7
58 MK-0-2-165-N (¢} 2 1650 No <2.7
59 MK-0-2-195-N (¢} 2 1950 No <2.7
60 MK-0-2-235-N o 2 2350 No <2.7
61 MK-0-4-165-N (¢} 4 1650 No <2.7
62 MK-0-4-195-N o 4 1950 No <2.7
63 MK-0-4-235-N (6] 4 2350 No <2.7
64 MK-IT-1-165-N IT 1.5 1650 No <2.7
65 MK-IT-1-195-N IT 1.5 1950 No <2.7
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Injection
) ) Cutting Cutting Knife | Effective Working The maximum diameter of the
No. Specification ] capable or ) ] )
Knife Shape Length L1 Length L insertion portion D
NOT

66 MK-IT-1-235-N IT 1.5 2350 No <2.7

67 MK-IT-2-165-N IT 2 1650 No <2.7

68 MK-IT-2-195-N IT 2 1950 No <2.7

69 MK-IT-2-235-N IT 2 2350 No <2.7

70 MK-IT-4-165-N IT 4 1650 No <2.7

71 MK-IT-4-195-N IT 4 1950 No <2.7

72 MK-I1T-4-235-N IT 4 2350 No <2.7
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Certificate

Standard

Certificate Registr. No.

Organization:

Site:

Scope:

Validity:

ISO 9001:2015
01 100 080127/01

OLYMPUS

Olympus Europa SE & Co. KG
Wendenstr. 20

20097 Hamburg

Germany

c/o Olympus Europa SE & Co. KG
Wendenstr. 20

20097 Hamburg

Germany

Marketing, sales and servicing of optical, opto-digital, electronic
and mechanical systems as well as associated accessories and
consumables in the field of endoscopy

Proof has been furnished by means of an audit that the
requirements of ISO 9001:2015 are met.

The certificate is valid in conjunction with the main certificate
01 100 080127 from 2023-07-16 until 2026-07-15.

2023-07-05 &L\

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kdln

(( pAKKs /A TUVRheinland®
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Traducere din limba engleza

CERTIFICAT

Mw; rm e |
TERUL JUS
Standard 1SO 9001:2015 MINA FANEA-HVANTg{/Enl
Nr. inregistrare certificat: 01 100 080127/01 Tgﬁgfgg QRFSXL%?

AUT. NR. 22089 /|
—JEL .- DZA5AT7 145

Organizatia: OLYM PU s

Olympus Europa SE & Co. KG
Wendenstr. 20

20097 Hamburg

Germania

Locatie: c/o Olympus Europa SE & Co. KG
Wendenstr. 20
20097 Hamburg
Germania

Domeniu: Marketing, comercializare si service pentru sisteme optice,
opto-digitale, electronice si mecanice precum si pentru
accesorii asociate si consumabile din domeniul endoscopiei.

S-a facut dovada indeplinirii cerintelor ISO 9001:2015 in
urma auditului.

Valabilitate: Certificatul este valabil impreuna cu certificatul principal 01
100 080127 de la 16-07-2023 pana in 15-07-2026

05-07-2023
(semnatura indescifrabila)
TUV Rheinland Cert GmbH
Am Grauen Stein — 51105 Koln
www.tuv.com (( pAkis A TUVRheinland®

Akkreditierungssteile f =
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Business Stream Products TUVRheinland *
Certification Department oo ——

TUV Rheinland LGA Products GmbH e 51105 KéIn

OLYMPUS MEDICAL SYSTEMS CORP.
2951 Ishikawa-cho, Hachioji-shi

Tokyo 192-8507

Japan

Notified Body Confirmation Letter
Reference. : OMSC_MDR Application 2024-04-16; order # 150294495

To whom it may concern,

Confirmation of the status of a formal application, written agreement, and
appropriate surveillance in the framework of Regulation EU 2023/607
amending Regulations (EU) 2017/745 and (EU) 2017/746 as regards the
transitional provisions for certain medical devices and in vitro diagnostic
medical devices.

This letter confirms that TUV Rheinland LGA Products GmbH, a Notified Body
(NB) designated against Regulation (EU) 2017/745 (MDR) and identified by the
number 0197 on NANDO, has received a formal application in accordance with
Section 4.3, first subparagraph of Annex VIl of MDR and has signed a written
agreement in accordance with Section 4.3, second subparagraph of Annex VII of
MDR with the following manufacturer:

OLYMPUS MEDICAL SYSTEMS CORP
2951 Ishikawa-cho, Hachioji-shi

Tokyo, 192-8507

Japan

SRN Number: JP-MF-000008016

The devices covered by the formal application and the written agreement mentioned
above are identified in the tables below. Table 1 identifies the devices for which
an MDR application has been received, written agreement concluded and for which
the NB is also responsible for appropriate surveillance under the applicable Directive.
Table 2 identifies the devices for which an MDR application has been received
and a written agreement concluded, but the NB has not yet taken the responsibility
for appropriate surveillance of the corresponding devices under the applicable
Directive.

In the case of devices covered by certificates issued under Directive 90/385/EEC
(AIMDD) or Directive 93/42/EEC (MDD) that expired after May 26, 2021 but before
March 20, 2023 without having been withdrawn, this letter also confirms that
the manufacturer either signed the written agreement under MDR by the date of
MDD/AIMDD certificate expiry; or provided evidence that a competent authority of
a Member State had granted a derogation or exemption from the applicable conformity
assessment procedure in accordance with Article 59(1) of MDR or Article 97(1) of
the MDR respectively, by March 20, 2023 for the relevant devices.

MS-0048822, rev.1
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Contact

Tel. +49 911 655-5225
Mail: medical-

products@de.tuv.com
Date April 30, 2024

TUV Rheinland
LGA Products GmbH

Am Grauen Stein
51105 Koln
Germany

Headquarter

TillystraBe 2
90431 Nuremberg

Phone. +49 911 655 5225

Fax +49 911 655 5226
service@de.tuv.com

www.tuv.com/safety

Board of Management

Dipl.-Ing.
Thomas Weigand, Spokesman

Dipl.-Kfm.
Dr. J6rg Schlésser

Nuremberg HRB 26013
VAT No.: DE 811835490

Chairman of the
Supervisory Board

Dr.-Ing. Michael Fibi
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mailto:medical-products@de.tuv.com
mailto:medical-products@de.tuv.com

-2

The transition timelines that apply to the devices covered by this letter, subject to the
manufacturer’s continued compliance to the other conditions specified in Article
120.3c of MDR (as amended by (EU) 2023/607), are shown below:
e May 26, 2026 for Class Il custom-made implantable devices
e December 31, 2027 for Class Ill devices and Class IIb implantable devices
excluding Well-established technologies (WET - sutures, staples, dental
fillings, dental braces, tooth crowns, screws, wedges, plates, wires, pins,

clips and connectors)

e December 31, 2028 for other Class IlIb devices, Class lla, Class | devices
placed on the market in sterile condition or have a measuring function

e December 31, 2028 for devices not requiring the involvement of a notified
body under MDD but requiring it under MDR (e.g., class | devices that
qualify as re-usable surgical instruments)

On behalf of the Notified Body

Ning N. C. Chang
Certification body

Table 1: Devices covered by this letter and for which the NB is also
responsible for appropriate surveillance of the corresponding devices under

the applicable Directive:
Device name or Basic UDI-DI
(under MDR application)

VIDEO SYSTEM CENTER
OLYMPUS CV-170

Single Use Injector
NM-600L-0421, NM-600L-0521,
NM-600L-0621, NM-600L-0423,
NM-600L-0523, NM-600L-0623,
NM-600L-0425, NM-600L-0525,
NM-600L-0625, NM-610L-0421,
NM-610L-0521, NM-610L-0621,
NM-610L-0423, NM-610L-0523,
NM-610L-0623, NM-610L-0425,
NM-610L-0525, NM-610L-0625,
NM-610L-0426, NM-610U-0323,
NM-610U-0423, NM-610U-0523,
NM-610U-0623, NM-610U-1825,
NM-610U-0325, NM-610U-0425,
NM-610U-0525, NM-610U-0625,
NM-610U-1826, NM-610U-0326,
NM-610U-0426

MS-0048822, rev.1

MDR Device
classification
(as proposed
by the
manufacturer
and verified
at the pre-
application
stage)

Class lla

Class lla

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

VIDEO SYSTEM CENTER
OLYMPUS CV-170

Single Use Injector
NM-600L-0421

MDD/AIMDD
Certificate
Reference(s) of
the devices
under MDR
application,
and the NB
Identification

Certificate # HD
60149405 0001
NB # 0197

Same as above



Device name or Basic UDI-DI

(under MDR application)

Single Use Biopsy Forceps

FB-215U, FB-216U

MEDICAL CONTROL UNIT
FOR ENDOSURGERY UCES-4

WATER CONTAINER
MAJ-901

ENDOCAPSULE SOFTWARE

10 MAJ-2188

ENDOCAPSULE SOFTWARE

10 LIGHT
MAJ-2189

ENDOCAPSULE SOFTWARE
10 UPGRADE PACKAGE MAJ-

2190

Single Use Biopsy Forceps

FB-456D
(EMDN: R070201)

Single Use Biopsy Forceps

FB-456D

(EMDN: U090301)
ULTRASONIC BIPOLAR
GENERATOR

USG-410

(EMDN: Z120108)
ULTRASONIC BIPOLAR
GENERATOR

USG-410

(EMDN: 2120109)
URETERO-RENO
FIBERSCOPE

URF-P7
URETERO-RENO
FIBERSCOPE

URF-P7R

Luer-Split MAJ-2092
GASTROINTESTINAL
VIDEOSCOPE

GIF-1100
COLONOVIDEOSCOPE
CF-HQ1100DL/I
BRONCHOVIDEO SCOPE
BF-1TH1100

SINGLE USE SPLINTING
TUBE

ST-SB1S
CYSTO-NEPHRO
VIDEOSCOPE

CYF-VH
RHINO-LARYNGO
VIDEOSCOPE
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MDR Device
classification
(as proposed
by the
manufacturer
and verified
at the pre-
application
stage)

Class lla

Class llb

Class lla
Class lla

Class lla

Class lla

Class lla

Class lla

Class llb

Class llb

Class lla

Class lla

Class lla
Class lla

Class lla
Class lla

Class lla

Class lla

Class lla

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

Single Use Biopsy Forceps
FB-215U

MEDICAL CONTROL
UNIT FOR
ENDOSURGERY UCES-4
WATER CONTAINER
MAJ-901

ENDOCAPSULE
SOFTWARE 10 MAJ-2188
ENDOCAPSULE
SOFTWARE 10 LIGHT
MAJ-2189
ENDOCAPSULE
SOFTWARE 10
UPGRADE PACKAGE
MAJ-2190

Single Use Biopsy Forceps
FB-456D

Single Use Biopsy Forceps
FB-456D

ULTRASONIC BIPOLAR
GENERATOR
USG-410

ULTRASONIC BIPOLAR
GENERATOR
USG-410

URETERO-RENO
FIBERSCOPE

URF-P7
URETERO-RENO
FIBERSCOPE
URF-P7R

Luer-Split MAJ-2092
GASTROINTESTINAL
VIDEOSCOPE
GIF-1100
COLONOVIDEOSCOPE
CF-HQ1100DL
BRONCHOVIDEO SCOPE
BF-1TH1100

SINGLE USE SPLINTING
TUBE

ST-SB1S
CYSTO-NEPHRO
VIDEOSCOPE

CYF-VH
RHINO-LARYNGO
VIDEOSCOPE
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MDD/AIMDD
Certificate
Reference(s) of
the devices
under MDR
application,
and the NB
Identification
Same as above

Same as above

Same as above
Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above
Same as above

Same as above
Same as above

Same as above

Same as above

Same as above



Device name or Basic UDI-DI
(under MDR application)

ENF-VT3
BRONCHOVIDEOSCOPE
OLYMPUS BF-1TH1200
EVIS EXERA I
BRONCHOVIDEOSCOPE
OLYMPUS BF-1TH190
BRONCHOVIDEOSCOPE
OLYMPUS BF-1TQ170
BRONCHOVIDEOSCOPE
OLYMPUS BF-H1100
BRONCHOVIDEOSCOPE
OLYMPUS BF-H1200
EVIS EXERA I
BRONCHOVIDEOSCOPE
OLYMPUS BF-H190
EVIS EXERA I
BRONCHOFIBERVIDEOSCOP
E OLYMPUS BF-MP190F

EVIS LUCERA ELITE
BRONCHOFIBERVIDEO
SCOPEOLYMPUS BF-MP290F

EVIS EXERA II
BRONCOVIDEOSCOPE
OLYMPUS BF-P190
EVIS LUCERA ELITE
BRONCHOVIDEOSCOPE
OLYMPUS BF-P290
BRONCHOVIDEOSCOPE
OLYMPUS BF-Q170
EVIS EXERA I
BRONCHOVIDEOSCOPE
OLYMPUS BF-Q190
EVIS EUS ULTRASOUND
BRONCHOFIBERVIDEO
SCOPE

OLYMPUS BF-UC190F
EVIS EUS ULTRASOUND
BRONCHOFIBERVIDEO
SCOPE

OLYMPUS BF-UC290F
EVIS EXERA II
BRONCHOVIDEOSCOPE
OLYMPUS BF-XP190
EVIS LUCERA ELITE
BRONCHOVIDEOSCOPE
OLYMPUS BF-XP290
EVIS EXERA Il
BRONCHOVIDEOSCOPE
OLYMPUS BF-XT190
COLONOVIDEOSCOPE

MS-0048822, rev.1

MDR Device
classification
(as proposed
by the
manufacturer
and verified
at the pre-
application
stage)

Class lla

Class lla

Class lla
Class lla
Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

ENF-VT3
BRONCHOVIDEOSCOPE
OLYMPUS BF-1TH1200
EVIS EXERA TI
BRONCHOVIDEOSCOPE
OLYMPUS BF-1TH190
BRONCHOVIDEOSCOPE
OLYMPUS BF-1TQ170
BRONCHOVIDEOSCOPE
OLYMPUS BF-H1100
BRONCHOVIDEOSCOPE
OLYMPUS BF-H1200
EVIS EXERA I
BRONCHOVIDEOSCOPE
OLYMPUS BF-H190
EVIS EXERA TI
BRONCHOFIBERVIDEOS
COPE OLYMPUS BF-
MP190F

EVIS LUCERA ELITE
BRONCHOFIBERVIDEOS
COPE OLYMPUS BF-
MP290F

EVIS EXERA II
BRONCOVIDEOSCOPE
OLYMPUS BF-P190

EVIS LUCERA ELITE
BRONCHOVIDEOSCOPE
OLYMPUS BF-P290
BRONCHOVIDEOSCOPE
OLYMPUS BF-Q170
EVIS EXERA II
BRONCHOVIDEOSCOPE
OLYMPUS BF-Q190
EVIS EUS ULTRASOUND
BRONCHOFIBERVIDEO
SCOPE

OLYMPUS BF-UC190F
EVIS EUS ULTRASOUND
BRONCHOFIBERVIDEO
SCOPE

OLYMPUS BF-UC290F
EVIS EXERA TI
BRONCHOVIDEOSCOPE
OLYMPUS BF-XP190
EVIS LUCERA ELITE
BRONCHOVIDEOSCOPE
OLYMPUS BF-XP290
EVIS EXERA Il
BRONCHOVIDEOSCOPE
OLYMPUS BF-XT190
COLONOVIDEOSCOPE
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MDD/AIMDD
Certificate
Reference(s) of
the devices
under MDR
application,
and the NB
Identification

Same as above

Same as above

Same as above
Same as above
Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above



Device name or Basic UDI-DI

(under MDR application)

OLYMPUS CF-EZ1500DI
COLONOVIDEOSCOPE
OLYMPUS CF-EZ1500DL
COLONOVIDEOSCOPE
OLYMPUS CF-H170I
COLONOVIDEOSCOPE
OLYMPUS CF-H170L
EVIS EXERA Il
COLONOVIDEOSCOPE
OLYMPUS CF-H185I
EVIS EXERA 1lI
COLONOVIDEOSCOPE
OLYMPUS CF-H185L
EVIS EXERA Il
COLONOVIDEOSCOPE
OLYMPUS CF-H190I
EVIS EXERA 1lI
COLONOVIDEOSCOPE
OLYMPUS CF-H190L
EVIS LUCERA ELITE
COLONOVIDEOSCOPE
OLYMPUS CF-H290ECI
EVIS LUCERA ELITE
COLONOVIDEOSCOPE
OLYMPUS CF-H290I
EVIS LUCERA ELITE
COLONOVIDEOSCOPE
OLYMPUS CF-H290L
EVIS EXERA Il
COLONOVIDEOSCOPE
OLYMPUS CF-HQ190I
EVIS EXERA Il
COLONOVIDEOSCOPE
OLYMPUS CF-HQ190L
EVIS LUCERA ELITE
COLONOVIDEOSCOPE
OLYMPUS CF-HQ290I
EVIS LUCERA ELITE
COLONOVIDEOSCOPE
OLYMPUS CF-HQ290L
COLONOVIDEOSCOPE
OLYMPUS CF-XZ1200I
COLONOVIDEOSCOPE
OLYMPUS CF-XZ1200L

EVIS EXERAII XENON LIGHT
SOURCE OLYMPUS CLV-190

EVIS X1 VIDEO SYSTEM
CENTER
OLYMPUS CV-1500

MS-0048822, rev.1

MDR Device
classification
(as proposed
by the
manufacturer
and verified
at the pre-
application
stage)

Class lla
Class lla
Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla
Class lla

Class lla

Class lla

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

OLYMPUS CF-EZ1500DI
COLONOVIDEOSCOPE
OLYMPUS CF-EZ1500DL
COLONOVIDEOSCOPE
OLYMPUS CF-H170I
COLONOVIDEOSCOPE
OLYMPUS CF-H170L
EVIS EXERA Il
COLONOVIDEOSCOPE
OLYMPUS CF-H185I
EVIS EXERA I
COLONOVIDEOSCOPE
OLYMPUS CF-H185L
EVIS EXERA Il
COLONOVIDEOSCOPE
OLYMPUS CF-H190I
EVIS EXERA I
COLONOVIDEOSCOPE
OLYMPUS CF-H190L
EVIS LUCERA ELITE
COLONOVIDEOSCOPE
OLYMPUS CF-H290ECI
EVIS LUCERA ELITE
COLONOVIDEOSCOPE
OLYMPUS CF-H290I
EVIS LUCERA ELITE
COLONOVIDEOSCOPE
OLYMPUS CF-H290L
EVIS EXERA Il
COLONOVIDEOSCOPE
OLYMPUS CF-HQ190I
EVIS EXERA 1II
COLONOVIDEOSCOPE
OLYMPUS CF-HQ190L
EVIS LUCERA ELITE
COLONOVIDEOSCOPE
OLYMPUS CF-HQ290I
EVIS LUCERA ELITE
COLONOVIDEOSCOPE
OLYMPUS CF-HQ290L
COLONOVIDEOSCOPE
OLYMPUS CF-XZ1200lI
COLONOVIDEOSCOPE
OLYMPUS CF-XZ1200L
EVIS EXERAII XENON
LIGHT SOURCE
OLYMPUS CLV-190
EVIS X1 VIDEO SYSTEM
CENTER

OLYMPUS CV-1500
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MDD/AIMDD
Certificate
Reference(s) of
the devices
under MDR
application,
and the NB
Identification

Same as above
Same as above
Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above
Same as above

Same as above

Same as above



Device name or Basic UDI-DI
(under MDR application)

OES
CYSTONEPHROFIBERSCOPE
OLYMPUS CYF-5

OES
CYSTONEPHROFIBERSCOPE
OLYMPUS CYF-5A

VISERA CYSTO-NEPHRO
VIDEOSCOPE OLYMPUS CYF
TYPE V2

CYSTO-NEPHRO
VIDEOSCOPE OLYMPUS CYF-
VHA

CYSTO-NEPHRO
VIDEOSCOPE

OLYMPUS CYF-VHR

SINGLE USE POWERSPIRAL
TUBE DPST-1

RHINO-LARYNGO
FIBERSCOPE

OLYMPUS ENF-GP2
RHINO-LARYNGO
VIDEOSCOPE OLYMPUS ENF-
V3

RHINO-LARYNGO
VIDEOSCOPE

OLYMPUS ENF-V4 OLYMPUS
ENF-V4

RHINO-LARYNGO
VIDEOSCOPE

OLYMPUS ENF-VH
RHINO-LARYNGO
VIDEOSCOPE

OLYMPUS ENF-VH2
OLYMPUS ENF-VH2

RHINO-
LARYNGOFIBERSCOPE
OLYMPUS ENF TYPE XP
EVIS EXERATTULTRASOUND
GASTROVIDEOSCOPE
OLYMPUS GF TYPE UCT180

EVIS LUCERA ULTRASOUND
GASTROVIDEOSCOPE
OLYMPUS GF TYPE UCT260

EVIS EUS ULTRASOUND
GASTROINTESTINAL
VIDEOSCOPE OLYMPUS GF-
UE190
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MDR Device
classification
(as proposed
by the
manufacturer
and verified
at the pre-
application
stage)

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

OES
CYSTONEPHROFIBERSC
OPE OLYMPUS CYF-5
OES
CYSTONEPHROFIBERSC
OPE OLYMPUS CYF-5A
VISERA CYSTO-NEPHRO
VIDEOSCOPE OLYMPUS
CYF TYPE V2
CYSTO-NEPHRO
VIDEOSCOPE OLYMPUS
CYF-VHA
CYSTO-NEPHRO
VIDEOSCOPE
OLYMPUS CYF-VHR
SINGLE USE
POWERSPIRAL TUBE
DPST-1
RHINO-LARYNGO
FIBERSCOPE

OLYMPUS ENF-GP2
RHINO-LARYNGO
VIDEOSCOPE OLYMPUS
ENF-V3
RHINO-LARYNGO
VIDEOSCOPE
OLYMPUS ENF-V4
OLYMPUS ENF-V4
RHINO-LARYNGO
VIDEOSCOPE
OLYMPUS ENF-VH
RHINO-LARYNGO
VIDEOSCOPE
OLYMPUS ENF-VH2
OLYMPUS ENF-VH2
RHINO-
LARYNGOFIBERSCOPE
OLYMPUS ENF TYPE XP
EVIS EXERAT
ULTRASOUND
GASTROVIDEOSCOPE
OLYMPUS GF TYPE
uCT180

EVIS LUCERA
ULTRASOUND
GASTROVIDEOSCOPE
OLYMPUS GF TYPE
UCT260

EVIS EUS ULTRASOUND
GASTROINTESTINAL
VIDEOSCOPE OLYMPUS
GF-UE190
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MDD/AIMDD
Certificate
Reference(s) of
the devices
under MDR
application,
and the NB
Identification
Same as above
Same as above
Same as above
Same as above
Same as above
Same as above
Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above



Device name or Basic UDI-DI
(under MDR application)

EVIS EUS ULTRASOUND
GASTROINTESTINAL
VIDEOSCOPE OLYMPUS GF-
UE290

EVIS EXERA II
GASTROINTESTINAL
VIDEOSCOPE OLYMPUS GIF-
1TH190

GASTROINTESTINAL
VIDEOSCOPE

OLYMPUS GIF-EZ1500
GASTROINTESTINAL
VIDEOSCOPE

OLYMPUS GIF-H170

EVIS EXERA Il
GASTROINTESTINAL
VIDEOSCOPE OLYMPUS GIF-
H185

EVIS EXERA Il
GASTROINTESTINAL
VIDEOSCOPE OLYMPUS GIF-
H190

EVIS EXERA Il
GASTROINTESTINAL
VIDEOSCOPE OLYMPUS GIF-
H190N

EVIS LUCERA ELITE
GASTROINTESTINAL
VIDEOSCOPE OLYMPUS GIF-
H290

EVIS LUCERA ELITE
GASTROINTESTINAL
VIDEOSCOPE OLYMPUS GIF-
H290EC

EVIS LUCERA ELITE
GASTROINTESTINAL
VIDEOSCOPE OLYMPUS GIF-
H290T

EVIS EXERA Il
GASTROINTESTINAL
VIDEOSCOPE OLYMPUS GIF-
HQ190

EVIS LUCERA ELITE
GASTROINTESTINAL
VIDEOSCOPE OLYMPUS GIF-
HQ290

GASTROINTESTINAL
VIDEOSCOPE

OLYMPUS GIF-XP170N

EVIS LUCERA ELITE
GASTROINTESTINAL

MS-0048822, rev.1

MDR Device
classification
(as proposed
by the
manufacturer
and verified
at the pre-
application
stage)

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

EVIS EUS ULTRASOUND
GASTROINTESTINAL
VIDEOSCOPE OLYMPUS
GF-UE290

EVIS EXERA II
GASTROINTESTINAL
VIDEOSCOPE OLYMPUS
GIF-1TH190
GASTROINTESTINAL
VIDEOSCOPE
OLYMPUS GIF-EZ1500
GASTROINTESTINAL
VIDEOSCOPE
OLYMPUS GIF-H170
EVIS EXERA III
GASTROINTESTINAL
VIDEOSCOPE OLYMPUS
GIF-H185

EVIS EXERA III
GASTROINTESTINAL
VIDEOSCOPE OLYMPUS
GIF-H190

EVIS EXERA III
GASTROINTESTINAL
VIDEOSCOPE OLYMPUS
GIF-H190N

EVIS LUCERA ELITE
GASTROINTESTINAL
VIDEOSCOPE OLYMPUS
GIF-H290

EVIS LUCERA ELITE
GASTROINTESTINAL
VIDEOSCOPE OLYMPUS
GIF-H290EC

EVIS LUCERA ELITE
GASTROINTESTINAL
VIDEOSCOPE OLYMPUS
GIF-H290T

EVIS EXERA II|
GASTROINTESTINAL
VIDEOSCOPE OLYMPUS
GIF-HQ190

EVIS LUCERA ELITE
GASTROINTESTINAL
VIDEOSCOPE OLYMPUS
GIF-HQ290
GASTROINTESTINAL
VIDEOSCOPE
OLYMPUS GIF-XP170N
EVIS LUCERA ELITE
GASTROINTESTINAL
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MDD/AIMDD
Certificate
Reference(s) of
the devices
under MDR
application,
and the NB
Identification

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above



Device name or Basic UDI-DI
(under MDR application)

VIDEOSCOPE OLYMPUS GIF-
XP290N

GASTROINTESTINAL
VIDEOSCOPE

OLYMPUS GIF-XZ1200

EVIS LUCERA ELITE PLEURA
VIDEOSCOPE OLYMPUS LTF-
H290

ENDOEYE FLEX
DEFLECTABLE VIDEOSCOPE
OLYMPUS LTF-S190-10

ENDOEYE FLEX
DEFLECTABLE VIDEOSCOPE
OLYMPUS LTF-S190-5

ENDOEYE FLEX 3D
DEFLECTABLE VIDEOSCOPE
OLYMPUS LTF-S300-10-3D

AIRWAY MOBILESCOPE
OLYMPUS MAF-DM2
AIRWAY MOBILESCOPE
OLYMPUS MAF-GM2
AIRWAY MOBILESCOPE
OLYMPUS MAF-TM2

Lid MAJ-1024

Lid MAJ-1025

Container MAJ-1026

O-ring MAJ-1028
CYLINDER HOSE FOR UHI-3
MAJ-1080

CYLINDER HOSE FOR UHI-3
MAJ-1081

CYLINDER HOSE FOR UHI-3
MAJ-1082

MEDICAL GAS PIPELINE
ADAPTER FOR UHI-3 MAJ-
1084

MEDICAL GAS PIPELINE
ADAPTER FOR UHI-3 MAJ-
1085

AIR/WATER VALVE MAJ-1444

PROBE DRIVING UNIT MAJ-
1720
RESERVOIR TANK MAJ-1727

GAS TUBE MAJ-1741

LOW FLOW GAS TUBE MAJ-
1742

MS-0048822, rev.1

MDR Device
classification
(as proposed
by the
manufacturer
and verified
at the pre-
application
stage)

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla
Class lla
Class lla
Class lla
Class lla
Class lla
Class lla
Class lla
Class lla

Class lla

Class lla

Class lla

Class lla
Class lla
Class lla

Class lla
Class lla

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

VIDEOSCOPE OLYMPUS
GIF-XP290N
GASTROINTESTINAL
VIDEOSCOPE
OLYMPUS GIF-XZ1200
EVIS LUCERA ELITE
PLEURA VIDEOSCOPE
OLYMPUS LTF-H290
ENDOEYE FLEX
DEFLECTABLE
VIDEOSCOPE OLYMPUS
LTF-S190-10

ENDOEYE FLEX
DEFLECTABLE
VIDEOSCOPE OLYMPUS
LTF-S190-5

ENDOEYE FLEX 3D
DEFLECTABLE
VIDEOSCOPE OLYMPUS
LTF-S300-10-3D
AIRWAY MOBILESCOPE
OLYMPUS MAF-DM2
AIRWAY MOBILESCOPE
OLYMPUS MAF-GM2
AIRWAY MOBILESCOPE
OLYMPUS MAF-TM2

Lid MAJ-1024

Lid MAJ-1025

Container MAJ-1026
O-ring MAJ-1028
CYLINDER HOSE FOR
UHI-3 MAJ-1080
CYLINDER HOSE FOR
UHI-3 MAJ-1081
CYLINDER HOSE FOR
UHI-3 MAJ-1082
MEDICAL GAS PIPELINE
ADAPTER FOR UHI-3
MAJ-1084

MEDICAL GAS PIPELINE
ADAPTER FOR UHI-3
MAJ-1085

AIR/WATER VALVE MAJ-
1444

PROBE DRIVING UNIT
MAJ-1720

RESERVOIR TANK MAJ-
1727

GAS TUBE MAJ-1741
LOW FLOW GAS TUBE
MAJ-1742
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MDD/AIMDD
Certificate
Reference(s) of
the devices
under MDR
application,
and the NB
Identification

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above
Same as above
Same as above
Same as above
Same as above
Same as above
Same as above
Same as above
Same as above

Same as above

Same as above

Same as above

Same as above
Same as above
Same as above

Same as above
Same as above



Device name or Basic UDI-DI
(under MDR application)

EXTRA LOW FLOW GAS
TUBE MAJ-1816

HAND COIL MAJ-1859
REFERENCE PLATE MAJ-
1860

ENDOSCOPE POSITION
MARKING PROBE MAJ-1878

CYLINDER HOSE WITH
SWITCH-OVER VALVE (PIN-
INDEX) MAJ-1985
CYLINDER HOSE WITH
SWITCH-OVER VALVE (DIN)
MAJ-1986

GAS/WATER VALVE MAJ-
2010

AUXILIARY WATER TUBE
MAJ-2021

INSUFFLATION TUBE MAJ-
590

AUXILIARY WATER TUBE
MAJ-855

WATER CONTAINER MAJ-902

Probe/Irrigation Plug MD-807
AIR/WATER VALVE MH-438

BALLOON CONTROL UNIT
OBCU OBCU

EVIS EXERA Il
COLONOVIDEOSCOPE
OLYMPUS PCF-H190DI
EVIS EXERA Il
COLONOVIDEOSCOPE
OLYMPUS PCF-H190DL
EVIS EXERA Il
COLONOVIDEOSCOPE
OLYMPUS PCF-H190TI
EVIS EXERA Il
COLONOVIDEOSCOPE
OLYMPUS PCF-H190TL
EVIS LUCERA ELITE
COLONOVIDEOSCOPE
OLYMPUS PCF-H290DL
EVIS LUCERA ELITE
COLONOVIDEOSCOPE
OLYMPUS PCF-H290TI
EVIS LUCERA ELITE
COLONOVIDEOSCOPE
OLYMPUS PCF-H290TL

MS-0048822, rev.1

MDR Device
classification
(as proposed
by the
manufacturer
and verified
at the pre-
application
stage)

Class lla

Class lla
Class lla

Class lla

Class lla

Class lla

Class lla
Class lla
Class lla
Class lla
Class lla
Class lla
Class lla
Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

EXTRA LOW FLOW GAS
TUBE MAJ-1816
HAND COIL MAJ-1859
REFERENCE PLATE
MAJ-1860
ENDOSCOPE POSITION
MARKING PROBE MAJ-
1878
CYLINDER HOSE WITH
SWITCH-OVER VALVE
(PIN-INDEX) MAJ-1985
CYLINDER HOSE WITH
SWITCH-OVER VALVE
(DIN) MAJ-1986
GAS/WATER VALVE MAJ-
2010
AUXILIARY WATER TUBE
MAJ-2021
INSUFFLATION TUBE
MAJ-590
AUXILIARY WATER TUBE
MAJ-855

WATER CONTAINER

MAJ-902

Probe/lIrrigation Plug MD-
807
AIR/WATER VALVE MH-
438
BALLOON CONTROL
UNIT OBCU OBCU
EVIS EXERA 11l
COLONOVIDEOSCOPE
OLYMPUS PCF-H190DI
EVIS EXERA III
COLONOVIDEOSCOPE
OLYMPUS PCF-H190DL
EVIS EXERA 111
COLONOVIDEOSCOPE
OLYMPUS PCF-H190TI
EVIS EXERAIII
COLONOVIDEOSCOPE
OLYMPUS PCF-H190TL
EVIS LUCERA ELITE
COLONOVIDEOSCOPE
OLYMPUS PCF-H290DL
EVIS LUCERA ELITE
COLONOVIDEOSCOPE
OLYMPUS PCF-H290TI
EVIS LUCERA ELITE
COLONOVIDEOSCOPE
OLYMPUS PCF-H290TL
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MDD/AIMDD
Certificate
Reference(s) of
the devices
under MDR
application,
and the NB
Identification
Same as above

Same as above
Same as above

Same as above

Same as above

Same as above

Same as above
Same as above
Same as above
Same as above
Same as above
Same as above
Same as above
Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above



Device name or Basic UDI-DI
(under MDR application)

EVIS LUCERA ELITE
COLONOVIDEOSCOPE
OLYMPUS PCF-H290ZI
EVIS LUCERA ELITE
COLONOVIDEOSCOPE
OLYMPUS PCF-H290ZL
EVIS EXERA Il
COLONOVIDEOSCOPE
OLYMPUS PCF-HQ190I
EVIS EXERA Il
COLONOVIDEOSCOPE
OLYMPUS PCF-HQ190L
EVIS EXERA 1lI
COLONOVIDEOSCOPE
OLYMPUS PCF-PH190I
EVIS EXERA Il
COLONOVIDEOSCOPE
OLYMPUS PCF-PH190L
POWERSPIRAL CONTROL
UNIT PSCU
INTESTINAL VIDEOSCOPE
OLYMPUS PSF-1

EVIS EXERA Il SMALL
INTESTINAL VIDEOSCOPE
OLYMPUS SIF-H190

EVIS LUCERA ELITE SMALL
INTESTINAL VIDEOSCOPE
OLYMPUS SIF-H290S

SINGLE USE SPLINTING
TUBE ST-CB1

SINGLE USE SPLINTING
TUBE ST-SB1

EVIS EXERA I
ULTRASOUND
GASTROVIDEOSCOPE
OLYMPUS TGF-UC180J
DUODENOVIDEOSCOPE
OLYMPUS TJF-Q170V

EVIS EXERA Il
DUODENOVIDEOSCOPE
OLYMPUS TJF-Q190V

EVIS LUCERA ELITE
DUODENOVIDEOSCOPE
OLYMPUS TJF-Q290V
ENDOSCOPIC CO2
REGULATION UNIT OLYMPUS
UCR

ULTRASONIC PROBE UM-3R

MS-0048822, rev.1

MDR Device
classification
(as proposed
by the
manufacturer
and verified
at the pre-
application
stage)

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla
Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

EVIS LUCERA ELITE
COLONOVIDEOSCOPE
OLYMPUS PCF-H290ZI
EVIS LUCERA ELITE
COLONOVIDEOSCOPE
OLYMPUS PCF-H290ZL
EVIS EXERA Il
COLONOVIDEOSCOPE
OLYMPUS PCF-HQ190I
EVIS EXERA Il
COLONOVIDEOSCOPE
OLYMPUS PCF-HQ190L
EVIS EXERA Il
COLONOVIDEOSCOPE
OLYMPUS PCF-PH190I
EVIS EXERA Il
COLONOVIDEOSCOPE
OLYMPUS PCF-PH190L
POWERSPIRAL
CONTROL UNIT PSCU
INTESTINAL
VIDEOSCOPE OLYMPUS
PSF-1

EVIS EXERA Il SMALL
INTESTINAL
VIDEOSCOPE OLYMPUS
SIF-H190

EVIS LUCERA ELITE
SMALL INTESTINAL
VIDEOSCOPE OLYMPUS
SIF-H290S

SINGLE USE SPLINTING
TUBE ST-CB1

SINGLE USE SPLINTING
TUBE ST-SB1

EVIS EXERA I
ULTRASOUND
GASTROVIDEOSCOPE
OLYMPUS TGF-UC180J
DUODENOVIDEOSCOPE
OLYMPUS TJF-Q170V
EVIS EXERA Il
DUODENOVIDEOSCOPE
OLYMPUS TJF-Q190V
EVIS LUCERA ELITE
DUODENOVIDEOSCOPE
OLYMPUS TJF-Q290V
ENDOSCOPIC CO2
REGULATION UNIT
OLYMPUS UCR
ULTRASONIC PROBE
UM-3R
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MDD/AIMDD
Certificate
Reference(s) of
the devices
under MDR
application,
and the NB
Identification
Same as above
Same as above
Same as above
Same as above
Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above
Same as above

Same as above

Same as above

Same as above

Same as above

Same as above

Same as above



Device name or Basic UDI-DI
(under MDR application)

MDR Device
classification
(as proposed

by the
manufacturer
and verified
at the pre-
application
stage)

ULTRASONIC PROBE UM- Class lla

S20-17S

ULTRASONIC PROBE UM- Class lla

S20-20R

ENDOSCOPE POSITION Class lla

DETECTING UNIT UPD-3

URETERO-RENO Class lla

VIDEOSCOPE

OLYMPUS URF-V3

URETERO-RENO Class lla

VIDEOSCOPE

OLYMPUS URF-V3R

HIGH FLOW INSUFFLATION Class lla

UNIT UHI-4

SINGLE USE SUCTION VALVE | Class Is

(Sterile)

MAJ-209

SINGLE USE BIOPSY VALVE Class Is

MAJ-210

SINGLE USE BIOPSY VALVE Class Is

MAJ-1555

SINGLE USE DISTAL COVER Class Is

MAJ-2315

Confirmation Letter Revision History

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

ULTRASONIC PROBE
UM-S20-17S
ULTRASONIC PROBE
UM-S20-20R
ENDOSCOPE POSITION
DETECTING UNIT UPD-3
URETERO-RENO
VIDEOSCOPE
OLYMPUS URF-V3
URETERO-RENO
VIDEOSCOPE
OLYMPUS URF-V3R
HIGH FLOW
INSUFFLATION UNIT UHI-
4

SINGLE USE SUCTION
VALVE (Sterile)

MAJ-209

SINGLE USE BIOPSY
VALVE

MAJ-210

SINGLE USE BIOPSY
VALVE

MAJ-1555

SINGLE USE DISTAL
COVER

MAJ-2315
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MDD/AIMDD
Certificate
Reference(s) of
the devices
under MDR
application,
and the NB
Identification

Same as above
Same as above
Same as above

Same as above

Same as above

Same as above

Certificate # DD
60144068 0001
NB # 0197
Certificate # DD
60144068 0001
NB # 0197
Certificate # DD
60144068 0001
NB # 0197
Certificate # DD
60144068 0001
NB # 0197

Date NB internal reference traceable to = Action
each version of the letter
2024/01/23 OMSC_CL607_CL_2024-01-23 Initial issue
2024/04/25 OMSC_CL607_CL_2024-04-25 Revise the letter to be align with

MS-0048822, rev.1

OMSC_PLAO_HZ_20240416_EU
2023_607.

to remove EVIS EUS
ENDOSCOPIC ULTRASOUND
CENTER EU-ME3, HIGH FLOW
INSUFFLATION UNIT UHI-5,
HEATABLE INSUFFLATION
TUBE MAJ-2464, TUBING SET
FOR TRANSANAL SURGERY
MAJ-2465 and Table 2.

to add HIGH FLOW
INSUFFLATION UNIT UHI-4.
Update device name from Single
Use Biopsy Forceps FB-456D to
ULTRASONIC BIPOLAR
GENERATOR USG-410 (EMDN:
Z120108) and ULTRASONIC



Date

2024/04/30

MS-0048822, rev.1

NB internal reference traceable to

each version of the letter

OMSC_CL607_CL_2024-04-30
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Action

BIPOLAR GENERATOR USG-410
(EMDN: Z120109).

Update legacy device name from
Single Use Biopsy Forceps FB-
215U, FB-216U to Single Use
Biopsy Forceps FB-215U.

Correction made on Table 1 in the
previous version.

ULTRASONIC BIPOLAR
GENERATOR USG-410 (EMDN:
7120109)

URETERO-RENO FIBERSCOPE
URF-P7

URETERO-RENO FIBERSCOPE
URF-P7R



9/610 E 10.10 ® TUV, TUEV, TUV are registered trademarks. Utilisation and application requires prior approval.

Traducere din limba engleza

Produse din fluxul de productie Business
Departmentamentul de certificare

TUV Rheinland LGA Products GmbH e 51105 Kéln

OLYMPUS MEDICAL SYSTEMS CORP.
2951 Ishikawa-cho, Hachioji-shi

Tokyo 192-8507

Japonia

Scrisoare de confirmare a organismului notificat

ROMANIA
MINISTERUL JUSTITIE!
MINA FANEA-IVANOVIGI
TRADUCATOR AUTOR

ENGLEZA * FRANCE

AUT. NR. 22089
—JEL. .- Q74547145

TUVRheinland®
LGAR

Precisely Right.

Contact

Tel. +49 911 655-5225
Mail: medical-

products@de.tuv.com
Data 30 April 2024

Referinta: Solicitare OMSC_MDR 16-04-2024; decizie # 150294495

Tn atentia persoanelor interesate,

Confirmarea statutului unei solicitari oficiale, a unui acord scris si a unei
supravegheri adecvate in cadrul Regulamentului UE 2023/607 de
modificare a Regulamentelor (UE) 2017/745 si (UE) 2017/746 in ceea ce
priveste dispozitiile tranzitorii pentru anumite dispozitive medicale si
dispozitive medicale de diagnostic in vitro.

Prezenta scrisoare confirma faptul c& TUV Rheinland LGA Products GmbH,
un organism notificat (ON) desemnat conform Regulamentului (UE) 2017/745
(RDM) si identificat prin numarul 0197 pe NANDO, a primit o solicitare oficiala in
conformitate cu sectiunea 4.3 primul paragraf din anexa VIl la RDM si a semnat
un acord scris in conformitate cu sectiunea 4.3 al doilea paragraf din anexa VIl
la RDM cu urmatorul producator:

OLYMPUS MEDICAL SYSTEMS CORP
2951 Ishikawa-cho, Hachioji-shi

Tokyo, 192-8507

Japonia

Numar SRN: JP-MF-000008016

Dispozitivele vizate de cererea formala si de acordul scris mentionat mai sus sunt
identificate Tn tabelele de mai jos. Tabelul 1 identifica dispozitivele pentru care a fost
primitd o cerere RDM, s-a incheiat un acord scris si pentru care ON este, de
asemenea, responsabil pentru supravegherea adecvata in conformitate cu Directiva
aplicabila. Tabelul 2 identifica dispozitivele pentru care a fost primitd o solicitare
RDM si s-a incheiat un acord scris, dar ON nu si-a asumat inca responsabilitatea
pentru supravegherea adecvata a dispozitivelor corespunzatoare conform directivei
aplicabile.

in cazul dispozitivelor acoperite de certificate eliberate in temeiul Directivei
90/385/CEE (Directiva privind dispozitivele medicale implantabile active-AIMDD) sau
Directivei 93/42/CEE (Directiva privind dispozitivele medicale-MDD) care au expirat
dupa 26 mai 2021 dar Tnainte de 20 martie 2023 fara a fi fost retrase, prezenta
scrisoare, de asemenea confirma ca producatorul fie a semnat acordul scris
conform RDM pana la data expirarii certificatului MDD/AIMDD; sau a furnizat dovezi
ca o autoritate competenta a unui stat membru a acordat o derogare sau o scutire
de la procedura de evaluare a conformitatii aplicabila in conformitate cu articolul
59(1) din RDM sau, respectiv, cu articolul 97(1) din RDM, pana la 20 martie 2023
pentru dispozitivele relevante.

MS-0048822, rev.1

TOV Rheinland
LGA Products GmbH

Am Grauen Stein
51105 KélIn
Germania

Sediu

Tillystral3e 2
90431 Nuremberg

Phone. +49 911 655 5225

Fax +49 911 655 5226
service@de.tuv.com

www.tuv.com/safety

Consiliul director

Dipl.-Ing.
Thomas Weigand, Spokesman

Dipl.-Kfm.
Dr. J6rg Schlésser

Nuremberg HRB 26013
Nr. TVA: DE 811835490

Presedinte al Consiliului de
Supraveghere

Dr.-Ing. Michael Fubi


mailto:medical-products@de.tuv.com
mailto:medical-products@de.tuv.com
mailto:service@de.tuv.com
http://www.tuv.com/safety
Paul
Draft
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Termenele de tranzitie care se aplica dispozitivelor vizate de prezenta scrisoare,
sub rezerva respectarii in continuare de catre producator a celorlalte conditii
specificate la articolul 120.3c din RDM (modificat prin (UE) 2023/607), sunt
prezentate mai jos:

e 26 mai 2026 pentru dispozitivele implantabile personalizate din Clasa Il

e 31 decembrie 2027 pentru dispozitivele din clasa Il si dispozitivele
implantabile de clasa llb, cu exceptia tehnologiilor consacrate (WET -
suturi, capse, obturatii dentare, aparate dentare, coroane dentare,
suruburi, pene, placi, fire, stifturi, cleme si conectori)

e 31 decembrie 2028 pentru alte dispozitive din Clasa llIb, Clasa lla,
Clasa |, dispozitive introduse pe piata in stare sterila sau au functie de
masurare

e 31 decembrie 2028 pentru dispozitivele care nu necesita implicarea unui
organism notificat in temeiul DDM, dar care o necesita in conformitate cu
RDM (de exemplu, dispozitive de clasa | care se califica drept

instrumente chirurgicale reutilizabile) ~ ROMANIA
MINISTERUL JUSTITIE!
MINA FANEA-IVANOVI
TRADUCATOR AUTORI
ENGLEZA * FRANCE
AUT. NR. 22069
TEL . Q74547145

Din partea organismului notificat
(semnatura indescifrabila)

Ning N. C. Chang

Organismul de certificare

Tabel 1: Dispozitive care fac obiectul prezentei scrisori si pentru care ON
este, de asemenea, responsabil pentru supravegherea adecvata a
dispozitivelor corespunzatoare conform directivei aplicabile:

Denumire dispozitiv sau Clasificarea Daca dispozitivul Referintele
UDI-DI de baza (supus dispozitivului RDM RDM este un certificatului
aplicarii RDM) (asa cum este dispozitiv de MDD/AIMDDC
propusa de inlocuire, ale
producator si identificarea dispozitivelor
verificata in etapa dispozitivului supuse
pre-solicitare) MDD/AIMDD aplicarii RDM
corespunzator si identificarea
ON
SISTEM VIDEO Clasa lla SISTEM VIDEO Certificat nr. HD
CENTRAL OLYMPUS CENTRAL OLYMPUS 60149405 0001
CV-170 CV-170 ON nr. 0197
Injector de unica folosinta Clasa lla Injector de unica La fel ca mai sus

NM-600L-0421,
NM-600L-0621,
NM-600L-0523,
NM-600L-0425,
NM-600L-0625,
NM-610L-0521,
NM-610L-0423,
NM-610L-0623,
NM-610L-0525,
NM-610L-0426,
NM-610U-0423,
NM-610U-0623,
NM-610U-0325,
NM-610U-0525,
NM-610U-1826,
NM-610U-0426

MS-0048822, rev.1

NM-600L-0521,
NM-600L-0423,
NM-600L-0623,
NM-600L-0525,
NM-610L-0421,
NM-610L-0621,
NM-610L-0523,
NM-610L-0425,
NM-610L-0625,
NM-610U-0323,
NM-610U-0523,
NM-610U-1825,
NM-610U-0425,
NM-610U-0625,
NM-610U-0326,

folosinta
NM-600L-0421
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" ROMANIA

MINISTERUL JUSTITIE!
MINA FANEA-IVANOV}
TRADUCATOR AUTOR

ENGLEZA * FRANCE

AUT. NR. 22089
—JEL . RZASA71AE

Denumire dispozitiv sau
UDI-DI de baza (supus
aplicarii RDM)

Pensa pentru biopsie de
unica folosinta

FB-215U, FB-216U

UNITATE MEDICALA DE
CONTROL PENTRU
ENDOCHIRURGIE UCES-4
RECIPIENT APA

MAJ-901

SOFTWARE ENDOCAPSULA
10 MAJ-2188

SOFTWARE ENDOCAPSULA
10 LIGHT MAJ-2189
SOFTWARE ENDOCAPSULA
10 PACHET UPGRADE MAJ-
2190

Pensa pentru biopsie de
unica folosinta FB-456D
(EMDN: R070201)

Pensa pentru biopsie de
unica folosinta FB-456D
(EMDN: U090301)
GENERATOR BIPOLAR
ULTRASONIC USG-410
(EMDN: Z120108)

GENERATOR BIPOLAR
ULTRASONIC USG-410
(EMDN: Z120109)

FIBRO URETRORENOSCOP
URF-P7

FIBRO URETRORENOSCOP
URF-P7R

Adaptor Luer-Split MAJ-2092
VIDEOSCOP
GASTROINTESTINAL
GIF-1100
COLONOVIDEOSCOP
CF-HQ1100DL/I
BRONCHOVIDEOSCOP
BF-1TH1100

TUB DESPICARE DE
UNICA FOLOSINTA
ST-SB1S

VIDEO CISTONEFROSCOP
CYF-VH

VIDEO RINOLARINGOSCOP

MS-0048822, rev.1

Clasificarea
dispozitivului
RDM (asa
cum este
propusa de
producator si
verificata in
etapa pre-
solicitare)
Clasa lla

Clasa llb

Clasa lla
Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasallb

Clasa llb

Clasa lla

Clasa lla

Clasa lla
Clasa lla

Clasa lla
Clasa lla

Clasa lla

Clasa lla

Clasa lla

Daca dispozitivul RDM
este un dispozitiv de
inlocuire, identificarea
dispozitivului
MDD/AIMDD
corespunzator

Pensa pentru biopsie

de unica folosinta

FB-215U

UNITATE MEDICALA DE

CONTROL PENTRU

ENDOCHIRURGIE UCES-4

RECIPIENT APA

MAJ-901

SOFTWARE ENDOCAPSULA
10 MAJ-2188

SOFTWARE ENDOCAPSULA

10 LIGHT MAJ-2189

SOFTWARE
ENDOCAPSULA 10 PACHET
UPGRADE MAJ-2190

Pensa pentru biopsie de
unica folosinta FB-456D

Pensa pentru biopsie de
unica folosinta FB-456D

GENERATOR BIPOLAR
ULTRASONIC USG-410

GENERATOR BIPOLAR
ULTRASONIC USG-410

FIBRO
URETRORENOSCOP
URF-P7
FIBRO
URETRORENOSCOP
URF-P7R

Adaptor Luer-Split MAJ-2092
VIDEOSCOP
GASTROINTESTINAL
GIF-1100
COLONOVIDEOSCOP
CF-HQ1100DL
BRONCHOVIDEOSCOP
BF-1TH1100
TUB DESPICARE DE

UNICA FOLOSINTA ST-
SB1S

VIDEO
CISTONEFROSCOP
CYF-VH

VIDEO
RINOLARINGOSCOP

-3-

Referintele
certificatului
MDD/AIMDDC
ale
dispozitivelor
supuse
aplicarii RDM

si identificarea
ON

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus
La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus
La fel ca mai sus

La fel ca mai sus
La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus
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Denumire dispozitiv sau

UDI-DI de baza (supus
aplicarii RDM)

ENF-VT3

VIDEO BRONHOSCOP
OLYMPUS BF-1TH1200
EVIS EXERA II

VIDEO BRONHOSCOP
OLYMPUS BF-1TH190
VIDEO BRONHOSCOP
OLYMPUS BF-1TQ170
VIDEO BRONHOSCOP
OLYMPUS BF-H1100
VIDEO BRONHOSCOP
OLYMPUS BF-H1200
EVIS EXERA I

VIDEO BRONHOSCOP
OLYMPUS BF-H190
EVIS EXERA Il VIDEO
BRONHOFIBROSCOP
OLYMPUS BF-MP190F

EVIS LUCERA ELITE VIDEO

BRONHOFIBROSCOP
OLYMPUS BF-MP290F

EVIS EXERA II
VIDEO BRONHOSCOP
OLYMPUS BF-P190
EVIS LUCERA ELITE
VIDEO BRONHOSCOP
OLYMPUS BF-P290
VIDEO BRONHOSCOP
OLYMPUS BF-Q170
EVIS EXERA II
VIDEO BRONHOSCOP
OLYMPUS BF-Q190
EVIS EUS VIDEO

BRONHOFIBROSCOP CU

ULTRASUNETE
OLYMPUS BF-UC190F
EVIS EUS VIDEO
BRONHOFIBROSCOP
CU ULTRASUNETE
OLYMPUS BF-UC290F
EVIS EXERA II
VIDEO BRONHOSCOP
OLYMPUS BF-XP190
EVIS LUCERA ELITE
VIDEO BRONHOSCOP
OLYMPUS BF-XP290
EVIS EXERA Il

VIDEO BRONHOSCOP
OLYMPUS BF-XT190
VIDEO COLONOSCOP

MS-0048822, rev.1

MINISTERUL JUSTITIEI
MINA FANEA-VANOVId:
TRADUCATOR AUTORIZAZ

ENGLEZA * FRANCEZ)
AUT. NR. 22089 /
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Clasificarea
dispozitivului
RDM (asa
cum este
propusa de
producator si
verificata in
etapa pre-
solicitare)
Clasa lla

Clasa lla

Clasa lla
Clasa lla
Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

~ ROMANIA

Daca dispozitivul RDM
este un dispozitiv de
inlocuire, identificarea
dispozitivului
MDD/AIMDD
corespunzator

ENF-VT3

VIDEO BRONHOSCOP
OLYMPUS BF-1TH1200
EVIS EXERA II

VIDEO BRONHOSCOP
OLYMPUS BF-1TH190
VIDEO BRONHOSCOP
OLYMPUS BF-1TQ170
VIDEO BRONHOSCOP
OLYMPUS BF-H1100
VIDEO BRONHOSCOP
OLYMPUS BF-H1200
EVIS EXERA II

VIDEO BRONHOSCOP
OLYMPUS BF-H190
EVIS EXERA II VIDEO
BRONHOFIBROSCOP
OLYMPUS BF- MP190F

EVIS LUCERA ELITE
VIDEO
BRONHOFIBROSCOP
OLYMPUS BF-MP290F
EVIS EXERA II
VIDEO BRONHOSCOP
OLYMPUS BF-P190
EVIS LUCERA ELITE
VIDEO BRONHOSCOP
OLYMPUS BF-P290
VIDEO BRONHOSCOP
OLYMPUS BF-Q170
EVIS EXERA II
VIDEO BRONHOSCOP
OLYMPUS BF-Q190
EVIS EUS VIDEO
BRONHOFIBROSCOP
CU ULTRASUNETE
OLYMPUS BF-UC190F
EVIS EUS VIDEO
BRONHOFIBROSCOP
CU ULTRASUNETE
OLYMPUS BF-UC290F
EVIS EXERA I
VIDEO BRONHOSCOP
OLYMPUS BF-XP190
EVIS LUCERA ELITE
VIDEO BRONHOSCOP
OLYMPUS BF-XP290
EVIS EXERA I

VIDEO BRONHOSCOP
OLYMPUS BF-XT190
VIDEO COLONOSCOP

-4 -

Referintele
certificatului
MDD/AIMDDC
ale
dispozitivelor
supuse
aplicarii RDM
si identificarea
ON

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus
La fel ca mai sus
La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus
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Denumire dispozitiv sau Clasificarea Daca dispozitivul RDM Referintele

UDI-DI de baza (supus dispozitivului  este un dispozitiv de certificatului

aplicarii RDM) RDM (asa inlocuire, identificarea MDD/AIMDDC
cum este dispozitivului ale
propusa de MDD/AIMDD dispozitivelor
producator si corespunzator supuse
verificata in aplicarii RDM
etapa pre- si identificarea
solicitare) ON

OLYMPUS CF-EZ1500DI OLYMPUS CF-EZ1500DI

VIDEO COLONOSCOP Clasa lla VIDEO COLONOSCOP La fel ca mai sus

OLYMPUS CF-EZ1500DL OLYMPUS CF-EZ1500DL

VIDEO COLONOSCOP Clasa lla VIDEO COLONOSCOP La fel ca mai sus

OLYMPUS CF-H170I OLYMPUS CF-H170I

VIDEO COLONOSCOP Clasa lla VIDEO COLONOSCOP La fel ca mai sus

OLYMPUS CF-H170L OLYMPUS CF-H170L

EVIS EXERA 1l VIDEO Clasa lla EVIS EXERA Il VIDEO La fel ca mai sus

COLONOSCOP COLONOSCOP

OLYMPUS CF-H185I OLYMPUS CF-H185I

EVIS EXERA 1l VIDEO Clasa lla EVIS EXERA Il VIDEO La fel ca mai sus

COLONOSCOP COLONOSCOP

OLYMPUS CF-H185L OLYMPUS CF-H185L

EVIS EXERA 1l VIDEO Clasa lla EVIS EXERA Il VIDEO La fel ca mai sus

COLONOSCOP COLONOSCOP

OLYMPUS CF-H190I OLYMPUS CF-H190I

EVIS EXERA 1l VIDEO Clasa lla EVIS EXERA Il VIDEO La fel ca mai sus

COLONOSCOP COLONOSCOP

OLYMPUS CF-H190L OLYMPUS CF-H190L

EVIS LUCERA ELITE Clasa lla EVIS LUCERA ELITE La fel ca mai sus

VIDEO COLONOSCOP VIDEO COLONOSCOP

OLYMPUS CF-H290ECI OLYMPUS CF-H290ECI

EVIS LUCERA ELITE Clasa lla EVIS LUCERA ELITE La fel ca mai sus

VIDEO COLONOSCOP VIDEO COLONOSCOP

OLYMPUS CF-H290I OLYMPUS CF-H290I

EVIS LUCERA ELITE Clasa lla EVIS LUCERA ELITE La fel ca mai sus

VIDEO COLONOSCOP VIDEO COLONOSCOP

OLYMPUS CF-H290L OLYMPUS CF-H290L

EVIS EXERA Il Clasa lla EVIS EXERA 1l La fel ca mai sus

VIDEO COLONOSCOP VIDEO COLONOSCOP

OLYMPUS CF-HQ190I OLYMPUS CF-HQ190I

EVIS EXERA III Clasa lla EVIS EXERA Il La fel ca mai sus

VIDEO COLONOSCOP VIDEO COLONOSCOP

OLYMPUS CF-HQ190L OLYMPUS CF-HQ190L

EVIS LUCERA ELITE Clasa lla EVIS LUCERA ELITE La fel ca mai sus

VIDEO COLONOSCOP VIDEO COLONOSCOP

OLYMPUS CF-HQ290I OLYMPUS CF-HQ290I

EVIS LUCERA ELITE Clasa lla EVIS LUCERA ELITE La fel ca mai sus

VIDEO COLONOSCOP VIDEO COLONOSCOP

OLYMPUS CF-HQ290L OLYMPUS CF-HQ290L

VIDEO COLONOSCOP Clasa lla VIDEO COLONOSCOP La fel ca mai sus

OLYMPUS CF-XZ1200I OLYMPUS CF-XZ1200I

VIDEO COLONOSCOP Clasa lla VIDEO COLONOSCOP La fel ca mai sus

OLYMPUS CF-XZ1200L OLYMPUS CF-XZ1200L

EVIS EXERAII SURSA DE Clasa lla EVIS EXERAII SURSA La fel ca mai sus

LUMINA XENON OLYMPUS DE LUMINA XENON

CLV-190 OLYMPUS CLV-190

EVIS X1 SISTEM VIDEO Clasa lla EVIS X1 SISTEM VIDEO La fel ca mai sus

CENTRAL CENTRAL

OLYMPUS CV-1500

MS-0048822, rev.1

OLYMPUS CV-1500
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Denumire dispozitiv sau Clasificarea Daca dispozitivul RDM
UDI-DI de baza (supus dispozitivului  este un dispozitiv de
aplicarii RDM) RDM (asa Tnlocuire, identificarea
cum este dispozitivului
propusa de MDD/AIMDD
producator si corespunzator
verificata in
etapa pre-
solicitare)
OES CISTO-NEFRO- Clasa lla OES CISTO-NEFRO-
FIBROSCOP OLYMPUS CYF-5 FIBROSCOP OLYMPUS
CYF-5
OES CISTO-NEFRO- Clasa lla OES CISTO-NEFRO-
FIBROSCOP FIBROSCOP OLYMPUS
OLYMPUS CYF-5A CYF-5A
VISERA VIDEO CISTO- Clasa lla VISERA VIDEO CISTO-
NEFROSCOP OLYMPUS CYF NEFROSCOP OLYMPUS
TYPE V2 CYF TYPE V2
VIDEO CISTO-NEFROSCOP Clasa lla VIDEO CISTO-
OLYMPUS CYF- VHA NEFROSCOP OLYMPUS
CYF-VHA
VIDEO CISTO- Clasa lla VIDEO CISTO-
NEFROSCOP NEFROSCOP
OLYMPUS CYF-VHR OLYMPUS CYF-VHR
TUB POWERSPIRAL DE Clasa lla TUB POWERSPIRAL DE
UNICA FOLOSINTA DPST-1 UNICA FOLOSINTA
DPST-1
RINO-LARINGO Clasa lla RINO-LARINGO
FIBROSCOP FIBROSCOP
OLYMPUS ENF-GP2 OLYMPUS ENF-GP2
VIDEO RINO-LARINGOSCOP Clasa lla VIDEO RINO-
OLYMPUS ENF-V3 LARINGOSCOP
OLYMPUS ENF-V3
VIDEO RINO-LARINGOSCOP Clasa lla VIDEO RINO-
OLYMPUS ENF-V4 OLYMPUS LARINGOSCOP
ENF-V4 OLYMPUS ENF-V4
OLYMPUS ENF-V4
VIDEO RINO-LARINGOSCOP Clasa lla VIDEO RINO-
OLYMPUS ENF-VH LARINGOSCOP OLYMPUS
ENF-VH
VIDEO RINO- Clasa lla VIDEO RINO-
LARINGOSCOP LARINGOSCOP
OLYMPUS ENF-VH2 OLYMPUS ENF-VH2
OLYMPUS ENF-VH2 OLYMPUS ENF-VH2
RINO-LARINGO Clasa lla RINO-LARINGO
FIBROSCOP FIBROSCOP
OLYMPUS ENF TYPE XP OLYMPUS ENF TYPE XP
EVIS EXERA I VIDEO Clasa lla EVIS EXERAT VIDEO
GASTROSCOP CU GASTROSCOP CU
ULTRASUNETE OLYMPUS ULTRASUNETE
TIP GF UCT180 OLYMPUS TIP GF
UCT180
EVIS LUCERA VIDEO Clasa lla EVIS LUCERA VIDEO
GASTROSCOP CU GASTROSCOP CU
ULTRASUNETE OLYMPUS ULTRASUNETE
TIP GF UCT260 OLYMPUS TIP GF
UCT260
EVIS EUS VIDEOSCOP Clasa lla EVIS EUS VIDEOSCOP

GASTROINTESTINAL CU
ULTRASUNETE OLYMPUS
GF-UE190

MS-0048822, rev.1

GASTROINTESTINAL CU
ULTRASUNET OLYMPUS
GF-UE190

-6-

Referintele
certificatului
MDD/AIMDDC
ale
dispozitivelor
supuse
aplicarii RDM
si identificarea
ON

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus
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~ ROMANIA

MINISTERUL JUSTITIE!

MINA FANEA-IVANOVIdI

TRADUCATOR AUTORY
ENGLEZA * FRANCE

TEL.
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AUT. NR. 22089 :f;

Denumire dispozitiv sau
UDI-DI de baza (supus
aplicarii RDM)

EVIS EUS VIDEOSCOP
GASTROINTESTINAL CU
ULTRASUNETE OLYMPUS
GF-UE290

EVIS EXERA II
VIDEOSCOP
GASTROINTESTINAL
OLYMPUS GIF-1TH190
VIDEOSCOP
GASTROINTESTINAL
OLYMPUS GIF-EZ1500
VIDEOSCOP
GASTROINTESTINAL
OLYMPUS GIF-H170

EVIS EXERA IlIl VIDEOSCOP
GASTROINTESTINAL
OLYMPUS GIF-

H185

EVIS EXERA IlIl VIDEOSCOP
GASTROINTESTINAL
OLYMPUS GIF-H190

EVIS EXERA 1l VIDEOSCOP
GASTROINTESTINAL
OLYMPUS GIF-H190N

EVIS LUCERA ELITE
VIDEOSCOP
GASTROINTESTINAL
OLYMPUS GIF- H290
EVIS LUCERA ELITE
VIDEOSCOP
GASTROINTESTINAL
OLYMPUS GIF- H290EC
EVIS LUCERA ELITE
VIDEOSCOP
GASTROINTESTINAL
OLYMPUS GIF-H290T
EVIS EXERA IlIl VIDEOSCOP
GASTROINTESTINAL
OLYMPUS GIF- HQ190

EVIS LUCERA ELITE
VIDEOSCOP
GASTROINTESTINAL
OLYMPUS GIF-HQ290
VIDEOSCOP
GASTROINTESTINAL
OLYMPUS GIF-XP170N
EVIS LUCERA ELITE
VIDEOSCOP

MS-0048822, rev.1

Clasificarea
dispozitivului
RDM (asa
cum este
propusa de
producator si
verificata in
etapa pre-
solicitare)
Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Daca dispozitivul RDM
este un dispozitiv de
inlocuire, identificarea
dispozitivului
MDD/AIMDD
corespunzator

EVIS EUS VIDEOSCOP
GASTROINTESTINAL CU

ULTRASUNET OLYMPUS

GF-UE290

EVIS EXERA I
VIDEOSCOP
GASTROINTESTINAL
OLYMPUS GIF-1TH190
VIDEOSCOP
GASTROINTESTINAL
OLYMPUS GIF-EZ1500

VIDEOSCOP
GASTROINTESTINAL
OLYMPUS GIF-H170
EVIS EXERA Il
VIDEOSCOP
GASTROINTESTINAL
OLYMPUS GIF-H185
EVIS EXERA III
VIDEOSCOP
GASTROINTESTINAL
OLYMPUS GIF-H190
EVIS EXERA III
VIDEOSCOP
GASTROINTESTINAL
OLYMPUS GIF-H190N
EVIS LUCERA ELITE
VIDEOSCOP
GASTROINTESTINAL
OLYMPUS GIF-H290
EVIS LUCERA ELITE
VIDEOSCOP
GASTROINTESTINAL
OLYMPUS GIF-H290EC
EVIS LUCERA ELITE
VIDEOSCOP
GASTROINTESTINAL
OLYMPUS GIF-H290T
EVIS EXERA Il
VIDEOSCOP
GASTROINTESTINAL
OLYMPUS GIF-HQ190
EVIS LUCERA ELITE
VIDEOSCOP
GASTROINTESTINAL
OLYMPUS GIF-HQ290
VIDEOSCOP
GASTROINTESTINAL
OLYMPUS GIF-XP170N
EVIS LUCERA ELITE
VIDEOSCOP

-7-

Referintele
certificatului
MDD/AIMDDC
ale
dispozitivelor
supuse
aplicarii RDM
si identificarea
ON

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus
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ENGLEZA * FRANCE

AUT. NR. 22089
TEL . 74547148

Denumire dispozitiv sau
UDI-DI de baza (supus
aplicarii RDM)

GASTROINTESTINAL
OLYMPUS GIF- XP290N
VIDEOSCOP
GASTROINTESTINAL
OLYMPUS GIF-XZ1200

EVIS LUCERA ELITE VIDEO
PLEOROSCOP OLYMPUS LTF-
H290

ENDOEYE FLEX
DEFLECTABLE VIDEOSCOPE
OLYMPUS LTF-S190-10

ENDOEYE FLEX VIDEOSCOP
DEFLECTABIL OLYMPUS
LTF-S190-5

ENDOEYE FLEX 3D
VIDEOSCOP DEFLECTABIL
OLYMPUS LTF-S300-10-3D

AIRWAY MOBILESCOPE
OLYMPUS MAF-DM2
ENDOSCOP MOBIL PENTRU
CAILE RESPIRATORII
OLYMPUS MAF-GM2
ENDOSCOP MOBIL PENTRU
CAILE RESPIRATORII
OLYMPUS MAF-TM2

Capac MAJ-1024

Capac MAJ-1025

Recipient MAJ-1026

Inel-O MAJ-1028

FURTUN BUTELIE PENTRU
UHI-3 MAJ-1080

FURTUN BUTELIE PENTRU
UHI-3 MAJ-1081

FURTUN BUTELIE PENTRU
UHI-3 MAJ-1082
ADAPTATOR CONDUCTA
DE GAZ MEDICAL

PENTRU UHI-3 MAJ-1084
ADAPTATOR CONDUCTA
DE GAZ MEDICAL

PENTRU UHI-3 MAJ-1085
SUPAPA AER/APA MAJ-1444

UNITATE ACTIONARE
SONDA MAJ- 1720
REZERVOR MAJ-1727

TUB GAZ MAJ-1741

TUB GAZ DEBIT MIC MAJ-
1742

MS-0048822, rev.1

Clasificarea
dispozitivului
RDM (asa
cum este
propusa de
producator si
verificata in
etapa pre-
solicitare)

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla
Clasa lla
Clasa lla
Clasa lla
Clasa lla
Clasa lla
Clasa lla

Clasa lla

Clasa lla

Clasa lla
Clasa lla
Clasa lla

Clasa lla
Clasa lla

~_ROMANIA |
MINISTERUL JUSTITIE!
MINA FANEA-IVANOVIg

Daca dispozitivul RDM
este un dispozitiv de
inlocuire, identificarea
dispozitivului
MDD/AIMDD
corespunzator

GASTROINTESTINAL
OLYMPUS GIF-XP290N
VIDEOSCOP
GASTROINTESTINAL
OLYMPUS GIF-XZ1200
EVIS LUCERA ELITE
VIDEO PLEUROSCOP
OLYMPUS LTF-H290
ENDOEYE FLEX
DEFLECTABLE
VIDEOSCOPE OLYMPUS
LTF-S190-10

ENDOEYE FLEX
VIDEOSCOP
DEFLECTABIL
OLYMPUS LTF-S190-

5

ENDOEYE FLEX 3D
VIDEOSCOP
DEFLECTABIL OLYMPUS
LTF-S300-10-3D

AIRWAY MOBILESCOPE
OLYMPUS MAF-DM2
ENDOSCOP MOBIL PENTRU
CAILE RESPIRATORII
OLYMPUS MAF-GM2
ENDOSCOP MOBIL PENTRU
CAILE RESPIRATORII
OLYMPUS MAF-TM2

Capac MAJ-1024

Capac MAJ-1025
Recipient MAJ-1026
Inel-O MAJ-1028

FURTUN BUTELIE

PENTRU UHI-3 MAJ-1080
FURTUN BUTELIE

PENTRU UHI-3 MAJ-1081
FURTUN BUTELIE

PENTRU UHI-3 MAJ-1082
ADAPTATOR CONDUCTA
DE GAZ MEDICAL
PENTRU UHI-3 MAJ-1084
ADAPTATOR CONDUCTA
DE GAZ MEDICAL
PENTRU UHI-3 MAJ-1085
SUPAPA AER/APA MAJ-
1444

UNITATE ACTIONARE
SONDA MAJ-1720
REZERVOR MAJ-

1727

TUB GAZ MAJ-1741

TUB GAZ DEBIT MIC
MAJ-1742

-8-
Referintele
certificatului
MDD/AIMDDC
ale
dispozitivelor
supuse
aplicarii RDM
si identificarea
ON

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus
La fel ca mai sus
La fel ca mai sus
La fel ca mai sus
La fel ca mai sus
La fel ca mai sus
La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus
La fel ca mai sus
La fel ca mai sus

La fel ca mai sus
La fel ca mai sus
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Denumire dispozitiv sau
UDI-DI de baza (supus
aplicarii RDM)

TUB GAZ DEBIT
FOARTE MIC MAJ-1816

BOBINA DE MANA MAJ-1859

PLACA DE REFERINTA
MAJ- 1860

SONDA GHIDAJ ENDOSCOP

MAJ-1878

FURTUN BUTELIE CU
SUPAPA COMUTATOR
(PIN- INDEX) MAJ-1985
FURTUN BUTELIE CU
SUPAPA COMUTATOR
(DIN) MAJ-1986
SUPAPA GAZ/APA MAJ-
2010

TUB AUXILIAR APA MAJ-

2021
TUB INSUFLARE MAJ-
590

TUB AUXILIAR APA MAJ-

855

RECIPIENT APA MAJ-902
DOP SONDA/IRIGARE MD-807

SUPAPA AER/APA MH-438

UNITATEA CONTROL
BALON OBCU OBCU
EVIS EXERA Il

VIDEO COLONOSCOP
OLYMPUS PCF-H190DI
EVIS EXERA llI

VIDEO COLONOSCOP
OLYMPUS PCF-H190DL
EVIS EXERA 1ll VIDEO
COLONOSCOP
OLYMPUS PCF-H190TI
EVIS EXERA Il VIDEO
COLONOSCOP E
OLYMPUS PCF-H190TL
EVIS LUCERA ELITE
VIDEO COLONOSCOP
OLYMPUS PCF-H290DL
EVIS LUCERA ELITE
VIDEO COLONOSCOP
OLYMPUS PCF-H290TI

EVIS LUCERA ELITE VIDEO

ENGLEZA * FRANCE

AUT. NR. 22089
e TEL - RZA5A714

Clasificarea
dispozitivului
RDM (asa
cum este
propusa de
producator si
verificata in
etapa pre-
solicitare)
Clasa lla

Clasa lla
Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla
Clasa lla
Clasa lla
Clasa lla
Clasa lla
Clasa lla
Clasa lla
Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

COLONOSCOP OLYMPUS

PCF-H290TL

MS-0048822, rev.1

~_ROMANIA |
MINISTERUL JUSTITIE!
MINA FANEA-IVANOVIg

Daca dispozitivul RDM
este un dispozitiv de
inlocuire, identificarea
dispozitivului
MDD/AIMDD
corespunzator

TUB GAZ DEBIT
FOARTE MIC MAJ-1816

BOBINA DE MANA MAJ-1859

PLACA DE REFERINTA
MAJ-1860

SONDA GHIDAJ
ENDOSCOP MAJ- 1878

FURTUN BUTELIE CU
SUPAPA COMUTATOR
(PIN-INDEX) MAJ-1985
FURTUN BUTELIE CU
SUPAPA COMUTATOR
(DIN) MAJ-1986

SUPAPA GAZ/APA MAJ-
2010

TUB AUXILIAR APA MAJ-
2021

TUB INSUFLARE MAJ-590

TUB AUXILIAR APA MAJ-
855
RECIPIENT APA
MAJ-902

DOP SONDA/IRIGARE MD-

807
SUPAPA AER/APA MH-
438

UNITATEA CONTROL
BALON OBCU OBCU
EVIS EXERA IlI

VIDEO COLONOSCOP
OLYMPUS PCF-H190DI
EVIS EXERA IlI

VIDEO COLONOSCOP
OLYMPUS PCF-H190DL
EVIS EXERA Ill VIDEO
COLONOSCOP
OLYMPUS PCF-H190TlI
EVIS EXERA Ill VIDEO
COLONOSCOP
OLYMPUS PCF-H190TL
EVIS LUCERA ELITE
VIDEO COLONOSCOP
OLYMPUS PCF-H290DL
EVIS LUCERA ELITE
VIDEO COLONOSCOP
OLYMPUS PCF-H290TI
EVIS LUCERA ELITE
VIDEO COLONOSCOP
OLYMPUS PCF-H290TL

-9-
Referintele
certificatului
MDD/AIMDDC
ale
dispozitivelor
supuse
aplicarii RDM
si identificarea
ON
La fel ca mai sus

La fel ca mai sus
La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus
La fel ca mai sus
La fel ca mai sus
La fel ca mai sus
La fel ca mai sus
La fel ca mai sus
La fel ca mai sus
La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus
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ROMANIA
MINISTERUL JUSTITIE!
MINA FANEA-IVANOVIS)
TRADUCATOR AUTORY

ENGLEZA * FRANCE
AUT. NR. 22089 /)

Denumire dispozitiv sau
UDI-DI de baza (supus
aplicarii RDM)

EVIS LUCERA ELITE
VIDEO COLONOSCOP
OLYMPUS PCF-H290ZI
EVIS LUCERA ELITE
VIDEO COLONOSCOP
OLYMPUS PCF-H290ZL
EVIS EXERA Il VIDEO
COLONOSCOP
OLYMPUS PCF-HQ190I
EVIS EXERA lIl

VIDEO COLONOSCOP
OLYMPUS PCF-HQ190L
EVIS EXERA 1l

VIDEO COLONOSCOP
OLYMPUS PCF-PH190I
EVIS EXERA 1l VIDEO
COLONOSCOP
OLYMPUS PCF-PH190L
UNITATE CONTROL
POWERSPIRAL PSCU
VIDEOSCOP INTESTINAL
OLYMPUS PSF-1

EVIS EXERA Ill SMALL
VIDEOSCOP INTESTINAL
OLYMPUS SIF-H190

EVIS LUCERA ELITE SMALL
VIDEOSCOP INTESTINAL
OLYMPUS SIF-H290S

TUB DESPICARE DE UNICA
FOLOSINTAST-CB1

TUB DESPICARE DE UNICA
FOLOSINTA ST-SB1

EVIS EXERA I VIDEO
GSTROSCOP CU
ULTRASUNETE

OLYMPUS TGF-UC180J
VIDEO DUODENOSCOP
OLYMPUS TJF-Q170V

EVIS EXERA Il VIDEO
DUODENOSCOP
OLYMPUS TJF-Q190V

EVIS LUCERA ELITE VIDEO
DUODENOSCOP OLYMPUS
TJF-Q290V

UNITATE DE REGLARE CO2
ENDOSCOPIC OLYMPUS UCR

SONDA CU ULTRASUNETE
UM-3R

MS-0048822, rev.1

JEL . 74547145

Clasificarea
dispozitivului
RDM (asa
cum este
propusa de
producator si
verificata in
etapa pre-
solicitare)
Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla
Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Clasa lla

Daca dispozitivul RDM
este un dispozitiv de
inlocuire, identificarea
dispozitivului
MDD/AIMDD
corespunzator

EVIS LUCERA ELITE
VIDEO COLONOSCOP
OLYMPUS PCF-H290ZI
EVIS LUCERA ELITE
VIDEO COLONOSCOP
OLYMPUS PCF-H290ZL
EVIS EXERA Il VIDEO
COLONOSCOP
OLYMPUS PCF-HQ190I
EVIS EXERA III

VIDEO COLONOSCOP
OLYMPUS PCF-HQ190L
EVIS EXERA Il

VIDEO COLONOSCOP
OLYMPUS PCF-PH190I
EVIS EXERA Il VIDEO
COLONOSCOP
OLYMPUS PCF-PH190L
UNITATE CONTROL
POWERSPIRAL PSCU
VIDEOSCOP
INTESTINAL OLYMPUS
PSF-1

EVIS EXERA Il SMALL
VIDEOSCOP
INTESTINAL OLYMPUS
SIF-H190

EVIS LUCERA ELITE
SMALL VIDEOSCOP
INTESTINAL OLYMPUS
SIF-H290S

TUB DESPICARE DE UNICA
FOLOSINTA ST-CB1

TUB DESPICARE DE UNICA
FOLOSINTA ST-SB1

EVIS EXERA T VIDEO
GSTROSCOP CU
ULTRASUNETE
OLYMPUS TGF-UC180J
VIDEO DUODENOSCOP
OLYMPUS TJF-Q170V
EVIS EXERA Il VIDEO
DUODENOSCOP
OLYMPUS TJF-Q190V
EVIS LUCERA ELITE
VIDEO DUODENOSCOP
OLYMPUS TJF-Q290V
UNITATE DE REGLARE
COo2 ENDOSCOPIC
OLYMPUS UCR

SONDA CU
ULTRASUNETE UM-3R

-10 -

Referintele
certificatului
MDD/AIMDDC
ale
dispozitivelor
supuse
aplicarii RDM
si identificarea
ON

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus
La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus

La fel ca mai sus
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ENGLEZA * FRANCE

AUT. NR. 22089

TEL . 74547148

~ ROMANIA |
MINISTERUL JUSTITIE!
MINA FANEA-IVANOVIg

11 -

Denumire dispozitiv sau Clasificarea Daca dispozitivul RDM Referintele

UDI-DI de baza (supus dispozitivului  este un dispozitiv de certificatului

aplicarii RDM) RDM (asa inlocuire, identificarea MDD/AIMDDC
cum este dispozitivului ale
propusa de MDD/AIMDD dispozitivelor
producator si corespunzator supuse
verificata in aplicarii RDM
etapa pre- si identificarea
solicitare) ON

SONDA CU ULTRASUNETE Clasa lla SONDA CU ULTRASUNETE La fel ca mai sus

UM- S20-17S UM-S20-17S

SONDA CU ULTRASUNETE Clasa lla SONDA CU ULTRASUNETE  La fel ca mai sus

UM-S20-20R UM-S20-20R

UNITATE DE DETECTIE A Clasa lla UNITATE DE DETECTIE La fel ca mai sus

POZITIEI ENDOSCOPULUI A POZITIEI

UPD-3 ENDOSCOPULUI UPD-3

VIDEO URETERO- Clasa lla VIDEO URETERO- La fel ca mai sus

RENOSCOP RENOSCOP

OLYMPUS URF-V3 OLYMPUS URF-V3

VIDEO URETERO- Clasa lla VIDEO URETERO- La fel ca mai sus

RENOSCOP RENOSCOP

OLYMPUS URF-V3R OLYMPUS URF-V3R

UNITATE DE INSUFLARE Clasa lla UNITATE DE INSUFLARE La fel ca mai sus

DEBIT MARE UHI-4 DEBIT MARE UHI- 4

SUPAPA DE ASPIRARE DE Clasals SUPAPA DE ASPIRARE DE Certificat nr. DD

UNICA FOLOSINTA UNICA FOLOSINTA 60144068 0001

(Sterila) MAJ-209 (Sterila) MAJ-209 ON nr. 0197

SUPAPA BIOPSIE DE UNICA Clasals SUPAPA BIOPSIE DE Certificat nr. DD

FOLOSINTA UNICA FOLOSINTA MAJ- 60144068 0001

MAJ-210 210 ON nr. 0197

SUPAPA BIOPSIE DE UNICA Clasals SUPAPA BIOPSIE DE Certificat nr. DD

FOLOSINTA MAJ-1555 UNICA FOLOSINTA MAJ- 60144068 0001

1555 ON nr. 0197

CARCASA DISTALA DE UNICA Clasa s CARCASA DISTALA DE Certificat nr. DD

FOLOSINTA UNICA FOLOSINTA 60144068 0001

MAJ-210MAJ-2315 MAJ-2315 ON nr. 0197

Istoricul revizuirilor scrisorii de confirmare

Data Referinta interna a ON care poate fi Actiune
urmarita la fiecare versiune a scrisorii
23/01/2024 OMSC_CL607_CL_2024-01-23 Emiterea initiala
25/04/2024 OMSC_CL607_CL_2024-04-25 Revizuire scrisoarea pentru a fi

aliniata la

OMSC_PLAO_HZ_20240416_EU

2023_607.

- pentru eliminarea EVIS EUS CENTRU
DE ECOGRAFIE ENDOSCOPIC EU-
ME3, UNITATE DE INSUFLARE
DEBIT MARE UHI-5, TUB DE
INSUFLATIE CU INCALZIRE MAJ-
2464, SET DE TUBURI PENTRU
CHIRURGIE TRANSANALA MAJ-
2465 si Tabel 2.

- pentru adaugarea UNITATE DE
INSUFLARE DEBIT MARE UHI-4.

- Actualizare denumire dispozitiv din
Pensa pentru biopsie de unica
folosinta FB-456D in GENERATOR
BIPOLAR ULTRASONIC USG-410
(EMDN: Z120108) si GENERATOR
BIPOLAR ULTRASONIC

MS-0048822, rev.1
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Data Referinta interna a ON care poate fi
urmarita la fiecare versiune a scrisorii

30/04/2024 OMSC_CL607_CL_2024-04-30

-12 -

Actiune

USG-410 (EMDN: Z2120109).
Actualizare denumire dispozitiv
anterior de la Pensa pentru
biopsie de unica folosinta FB-
215U, FB-216U la Pensa pentru
biopsie de unicé folosinta FB-
215U.

Corectare facuta pe Tabelul 1 in
versiunea anterioara.

ROMANIA
MINISTERUL JUSTITIE!
MINA FANEA-IVANOVId)
TRADUCATOR AUTORI

ENGLEZA * FRANCE
AUT. NR. 22089

MS-0048822, rev.1

TEL - Q74547145

GENERATOR BIPOLAR
ULTRASONIC USG-410
(EMDN: Z120109)
URETERO-RENO-FIBROSCOP
URF-P7
URETERO-RENO-FIBROSCOP
URF-P7R
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Medicines & Healthcare products

Regulatory Agency
EU MDR Article 120 extension confirmation

Manufacturer Name (‘Manufacturer’) Manufacturer Address MHRA Account
Number

Olympus Medical Systems Corp. 2951, Ishikawa-cho Tokyo Hachioji-shi 192-8507, Japan 0000014720

UKRP/Northern Ireland Authorised UKRP/NI Authorised Representative Address MHRA Account

Representative Name (if applicable) Number

KeyMed (Medical & Industrial Equipment) | KeyMed House, Stock Road, Southend-on-Sea, Essex, SS2 5QH, | 0000009451

Ltd. United Kingdom

I/we declare that:

e the CE certificate(s) listed below were issued under the EU Medical Devices Directive (93/42/EEC) or under the EU Active
Implantable Medical Devices Directive (90/385/EEC) on or after 25 May 2017 and were still valid on 26 May 2021 AND

e the conditions for extension of the validity of the CE certificate(s) (under the EU Medical Devices Regulation (2017/745) (EU
MDR) Article 120) set out below have been met in relation to the CE certificates as listed in the table below

v4/July 2023 Page 1 of 3



[Complete the relevant table below]

CE Certificate | Notified Body Expiry date/s Notified Body Extended Extended
number/s that issued the currently validity validity date(s)
CE certificate responsible for date(s) for NI | for GB market
surveillance market
a) That, in the case of a certificate that N/A N/A N/A N/A N/A N/A
expired before 20 March 2023
I/wel/the manufacturer has a signed
contract with a notified body that pre-
dates the original expiry of the
certificate
CE Certificate | Notified Expiry Derogation | Notified Body Extended Extended
number/s Body that date/s Reference | currently validity validity date(s)
issued CE Number & | responsible for date(s) for NI | for GB market
certificate issuing surveillance market
Competent
Authority
(if any)
b) That, in the case of a certificate that N/A N/A N/A N/A N/A N/A N/A
expired before 20 March 2023, no
such contract (set out in (a) above)
was signed before the date of
certificate expiry, and the
Manufacturer was granted in respect
of the device:
- aderogation from the conformity
assessment procedures under
EU MDR Article 59 OR
- aperiod of time to carry out
conformity assessment in
accordance with EU MDR Article
97
v4/July 2023 Page 2 of 3




CE Certificate Notified Body Expiry date/s Notified Body currently | Extended Extended
number/s that issued the responsible for validity validity
certificate surveillance date(s) for NI | date(s) for GB
market market
c) The CE certificate(s) was due to HD 60149405 TUV Rheinland 2024-05-26 TUV Rheinland LGA 2028-12-31 2028-06-30
expire on or after 20 March 2023, 0001 LGA Products Products GmbH No. 0197
and remains valid by virtue of EU GmbH No. 0197
MDR Article 120(2). DD 60144068 TUV Rheinland 2024-05-26 TUV Rheinland LGA 2028-12-31 2028-06-30
0001 LGA Products Products GmbH No. 0197
GmbH No. 0197
Signed by Manufacturer:
Vice President of Customer Quality
Masaharu Hirose & Management Representative 14/05/2024
Name of Signatory Position of Signatory Date
Signed by UK Responsible Person/Northern Ireland Authorised Representative (if applicable):
Shaleenah Ramjan Head of RA — Ul / MEA
Name of Signatory Position of Signatory Date
v4/July 2023 Page 3 of 3




OMSC - EU MDR Article 120 extension_confir
mation

Interim Agreement Report 2024-05-14
Created: 2024-05-13
By: Alexander Madell (alexander.madell@olympus.com)
Status: Out for Signature
Transaction ID: CBJCHBCAABAADSEOLG1GNQ994Iu0M-0ZC0gfDQ6eRcX-

Agreement History

Agreement history is the list of the events that have impacted the status of the agreement prior to the final signature. A final audit report will
be generated when the agreement is complete.

"OMSC - EU_MDR_Article_120_extension_confirmation" History

9 Document created by Alexander Madell (alexander.madell@olympus.com)
2024-05-13 - 12:43:37 GMT

4 Document emailed to Masaharu Hirose (masaharu.hirose@olympus.com) for signature
2024-05-13 - 12:43:42 GMT

£3 Document emailed to Shaleenah Ramjan (shaleenah.ramjan@olympus.com) for signature
2024-05-13 - 12:43:42 GMT

™ Email viewed by Masaharu Hirose (masaharu.hirose@olympus.com)
2024-05-14 - 05:38:08 GMT

2% Document e-signed by Masaharu Hirose (masaharu.hirose@olympus.com)
Signature Date: 2024-05-14 - 05:42:08 GMT - Time Source: server

Adobe Acrobat Sign




Traducere din limba engleza

Produse medicale si de ingrijire a sanatatii
Agentia de reglementare

RDM UE articolul 120 confirmare extindere

Denumire producator (‘Producator’) Adresa producator Numar cont

MHRA
Olympus Medical Systems Corp. 2951, Ishikawa-cho Tokyo Hachioji-shi 192-8507, Japan 0000014720
Deumire reprezentant autorizat UKRP/Irlanda de | Adresa reprezentant autorizat UKRP/IN Numar cont
Nord (daca este cazul) MHRA
KeyMed (Medical & Industrial Equipment) | KeyMed House, Stock Road, Southend-on-Sea, Essex, SS2 5QH, | 0000009451
Ltd. Regatul Unit

Declar(am) urmatoarele:

o certificatul(ele) CE enumerate mai jos au fost emise in conformitate cu Directiva UE privind dispozitivele medicale
(93/42/CEE) sau conform Directivei UE privind dispozitivele medicale implantabile active (90/385/CEE) la data sau dupa
25 mai 2017 si erau inca valabile la 26 mai 2021 Sl

e au fost indeplinite conditiile de prelungire a valabilitatii certificatului(lor) CE (in conformitate cu Regulamentul UE privind
dispozitivele medicale (2017/745) (UE RDM) Articolul 120) stabilite mai jos in legatura cu certificatele CE enumerate in
tabelul de mai jos

ROMANIA
MINISTERUL JUSTITIE!
MINA FANEA-IVANOVI
TRADUCATOR AUTORI
ENGLEZA * FRANCE
AUT. NR. 22089
V4/|u||e 2023 R JEL . 74547145 e —

Pagina 1 of 3
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[Se va completa tabelul relevant de mai jos]

Numar Organismul Data (date) de Organismul Data (date) Data (date) de
(Numere) notificat care a expirare notificat de valabilitate
certificat(e) emis responsabil Tn valabilitate extinsa pentru
CE certificatele prezent pentru extinsa piata din
supraveghere pentru piata Regatul Unit

din IN

a) C4, in cazul unui certificat care a
expirat Tnainte de 20 martie 2023,
eu/noi/producatorul avem un contract
semnat cu un organism notificat care
este anterior expirarii initiale a
certificatului

Nu este cazul

Nu este cazul

Nu este cazul

Nu este cazul

Nu este cazul

Nu este cazul

Numar Organismul Data Numarul de Organismul Data (date) Data (date) de
(Numere) notificat (date) de | referinta al notificat de valabilitate
certificat(e) care aemis expirare | derogarii si responsabil valabilitate extinsa pentru
CE certificatele autoritatea in prezent extinsa piata din
competenta pentru pentru piata Regatul Unit
emitenta supraveghere din IN
(daca exista)
b) Ca, in cazul unui certificat care a Nu este cazul | Nu este cazul Nu este | Nu este cazul | Nu este cazul Nu este cazul | Nu este cazul
expirat Tnainte de 20 martie 2023, cazul
niciun astfel de contract (prevazut la
litera (&) de mai sus) nu a fost
semnat Tnainte de data expirarii
certificatului, iar Producatorului i s-a
acordat pentru dispozitiv:
- o derogare de la procedurile de
evaluare a conformitatii in
conformitate cu articolul 59 din
RDM UE SAU
o perioada de timp pentru a
efectua evaluarea conformitatii in
conformitate cu articolul 97 din
RDM UE
~ ROMANIA
MINISTERUL JUSTITIEI
MINA FANEA-IVANOVI@I
TRADUCATOR AUTOR
ENGLEZA * FRANCE
AUT. NR. 220869
v4/lulie 2023 —TEL- Q74547145 Pagina 2 of 3
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Numar Organismul Data (date) de Organismul notificat Data (date) Data (date) de
(Numere) notificat care a | expirare responsabil in prezent de valabilitate
certificat(e) emis pentru supraveghere valabilitate extinsa
CE certificatele extinsa pentru piata
pentru piata din Regatul
din IN Unit
c) Certificatul (certificatele) CE HD 60149405 TUV Rheinland | 26-05-2024 TUV Rheinland LGA 31-12-2028 30-06-2028
urma(u) sa expire la data sau 0001 LGA Products Products GmbH No. 0197
dupa 20 martie 2023 si rdméane GmbH No. 0197
valabil in temeiul articolului 120 (2) DD 60144068 TUV Rheinland 26-05-2024 TUV Rheinland LGA 31-12-2028 30-06-2028
din RDM UE. 0001 LGA Products Products GmbH No. 0197
GmbH No. 0197
: ROMANIA
Semnat de producator: MIN!S’T“ERU/E,\:JJISSTmE]
(semnatura indescifrabila) il i FANEA-EVAN%\;@
TRADUCATOR AUTORI
ENGLEZA * FRANCEZ
AUT. NR. 2208
. . . TEL - R745471A45
Vicepresedinte calitate %j '
Masaharu Hirose si reprezentant management 14/05/2024
Nume semnatar Functie semnatar Data

Semnat de persoana responsabila pentru Marea Britanie / Reprezentant autorizat pentru Irlanda de Nord (daca este cazul):

Shaleenah Ramjan

Nume semnatar

v4/lulie 2023

Director RA — Ul / MEA

Functie semnatar

Data

Pagina 3 of 3
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OMSC - EU MDR Article 120 extension_confir
mation

Raport de acord interimar 14-05-2024
Creat: 13-05-2024
By: Alexander Madell (alexander.madell@olympus.com)
Statut: Eliberat pentru semnare
ID operatiune: CBJCHBCAABAAD5SEOLG1GNQ994|u0M-0ZC0qgfDQ6eRcX-

Istoric acord

Istoricul acordului este lista evenimentelor care au afectat statutul acordului Thainte de semnarea finala. Un raport de audit final va fi generat
la incheierea acordului.

Istoric "OMSC - EU_MDR_Article 120 extension_confirmation"

Document creat de Alexander Madell (alexander.madell@olympus.com)
T 2024-05-13 - 12:43:37 GMT

Document trimis pe email lui Masaharu Hirose (masaharu.hirose@olympus.com) pentru semnare
£ 2024-05-13 - 12:43:42 GMT

Document trimis pe email lui Shaleenah Ramjan (shaleenah.ramjan@olympus.com) pentru semnare
E3 2024-05-13 - 12:43:42 GMT

Email citit de Masaharu Hirose (masaharu.hirose@olympus.com)
™ 2024-05-14 - 05:38:08 GMT

Document semnat digital de Masaharu Hirose (masaharu.hirose@olympus.com)
Q’é Data semnarii: 2024-05-14 - 05:42:08 GMT — Sursa timpului: server

ROMANIA
MINISTERUL JUSTITIEI
MINA FANEA-IVANOVIG)
TRADUCATOR AUTORY,

ENGLEZA * FRANCE

AUT. NR. 220869
JEL.-BDZA5ATZ A5
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9/610 E 10.10 ® TUV, TUEV, TUV are registered trademarks. Utilisation and application requires prior approval.

Business Stream Products TUVRheinland ®
Certification Department e 7

TUV Rheinland LGA Products GmbH e 51105 KéIn

Olympus Winter & Ibe GmbH
Kuehnstr. 61

22045 Hamburg

Germany

Notified Body Confirmation Letter
Reference: OSTE_MDR Application 2024-04-16; order # 1159799

To whom it may concern,

Confirmation of the status of a formal application, written agreement, and
appropriate surveillance in the framework of Regulation EU 2023/607
amending Regulations (EU) 2017/745 and (EU) 2017/746 as regards the
transitional provisions for certain medical devices and in vitro diagnostic
medical devices.

This letter confirms that TUV Rheinland LGA Products GmbH, a Notified Body
(NB) designated against Regulation (EU) 2017/745 (MDR) and identified by the
number 0197 on NANDO, has received a formal application in accordance with
Section 4.3, first subparagraph of Annex VIl of MDR and has signed a written
agreement in accordance with Section 4.3, second subparagraph of Annex VII of
MDR with the following manufacturer:

Olympus Winter & Ibe GmbH

Kuehnstr. 61

22045 Hamburg

Germany

SRN Number (if available): DE-MF-000006729

The devices covered by the formal application and the written agreement mentioned
above are identified in the tables below. Table 1 identifies the devices for which
an MDR application has been received, written agreement concluded and for which
the NB is also responsible for appropriate surveillance under the applicable Directive.
Table 2 identifies the devices for which an MDR application has been received
and a written agreement concluded, but the NB has not yet taken the responsibility
for appropriate surveillance of the corresponding devices under the applicable
Directive.

In the case of devices covered by certificates issued under Directive 90/385/EEC
(AIMDD) or Directive 93/42/EEC (MDD) that expired after May 26, 2021 but before
March 20, 2023 without having been withdrawn, this letter also confirms that
the manufacturer either signed the written agreement under MDR by the date of
MDD/AIMDD certificate expiry; or provided evidence that a competent authority of
a Member State had granted a derogation or exemption from the applicable conformity
assessment procedure in accordance with Article 59(1) of MDR or Article 97(1) of
the MDR respectively, by March 20, 2023 for the relevant devices.

MS-0048822, rev.1

LGAR

Precisely Right.

Contact

Tel. +49 911 655-5225
Mail: medical-

products@de.tuv.com
Date April 24, 2024

TUV Rheinland
LGA Products GmbH

Am Grauen Stein
51105 Koln
Germany

Headquarter

TillystralRe 2
90431 Nuremberg

Phone. +49 911 655 5225

Fax +49 911 655 5226
service@de.tuv.com

www.tuv.com/safety

Board of Management

Dipl.-Ing.
Thomas Weigand, Spokesman

Dipl.-Kfm.
Dr. J6rg Schlésser

Nuremberg HRB 26013
VAT No.: DE 811835490

Chairman of the
Supervisory Board

Dr.-Ing. Michael Fubi


http://www.tuv.com/safety
mailto:medical-products@de.tuv.com
mailto:medical-products@de.tuv.com
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The transition timelines that apply to the devices covered by this letter, subject to the
manufacturer’s continued compliance to the other conditions specified in Article
120.3c of MDR (as amended by (EU) 2023/607), are shown below:
e May 26, 2026 for Class Il custom-made implantable devices
e December 31, 2027 for Class Il devices and Class IIb implantable devices
excluding Well-established technologies (WET - sutures, staples, dental
fillings, dental braces, tooth crowns, screws, wedges, plates, wires, pins,
clips and connectors)
e December 31, 2028 for other Class IlIb devices, Class lla, Class | devices
placed on the market in sterile condition or have a measuring function
e December 31, 2028 for devices not requiring the involvement of a notified
body under MDD but requiring it under MDR (e.g., class | devices that
qualify as re-usable surgical instruments)

On behalf of the Notified Body

Digital unterschrieben

> s Joa. ., Von Karsten Kluge
Yo e L % Datum: 2024.04.24

13:21:37 +02'00'

i.V. Dr. Karsten Kluge
Certification body

Table 1: Devices covered by this letter and for which the NB is also
responsible for appropriate surveillance of the corresponding devices under
the applicable Directive:

Device name or Basic MDR Device If the MDR device = MDD/AIMDD
UDI-DI (under MDR classification (as  is a substitute Certificate
application) proposed by the | device, Reference(s) of
manufacturer identification of the devices
and verified at the under MDR
the pre- corresponding application, and
application MDD/AIMDD the NB
stage) device Identification
40427611102852 lIb non- N/A HD 60151129 0001
implantable U
40427611105657 lIb non- N/A HD 60151129 0001
implantable #0197
40427611105759 llb non- N/A HD 60151129 0001
implantable AL
40427611106252 llb non- N/A HD 60151129 0001
implantable #0197
40427611106354 llb non- N/A HD 60151129 0001
implantable S
40427611102954 lla N/A HD 60151129 0001
#0197
40427611107459 lIb non- N/A HD 60151129 0001
implantable O
40427611106456 lIb non- N/A HD 60151129 0001
implantable #0197
40427611106558 llb non- N/A HD 60151129 0001

MS-0048822, rev.1

implantable

#0197



Device name or Basic
UDI-DI (under MDR

application)

4042761110024G

4042761110034J

40427611112755

40427611112959

4042761111304S

4042761111314V

4042761111324W

4042761111334Y

40427611113452

40427611113554

40427611113656

4042761111395C

4042761111404V

4042761111414X

40427611114247

40427611114557

40427611114659

4042761111475B

MS-0048822, rev.1

MDR Device
classification (as
proposed by the
manufacturer
and verified at
the pre-
application
stage)

lIb non-
implantable
lla

lla

lla

lla

lla

lla

lla

lla

lla

lla

lla

lla

lla

lla

lla

lIb
non-implantable

Is

If the MDR device
is a substitute
device,
identification of
the
corresponding
MDD/AIMDD
device

N/A
N/A
A22091A
A42091A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
A37025A
A20919A

A20918A

A4760
A47610A
A4761
A4770
A4771
A4772
A4773
A4775
A4776
N/A

N/A

MDD/AIMDD
Certificate
Reference(s) of
the devices
under MDR
application, and
the NB
Identification
HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197



Device name or Basic
UDI-DI (under MDR

application)

4042761111485D

4042761111504Y

40427611115152

40427611115254

40427611115356

4042761111575E

4042761111585G

40427611116053

40427611116257

40427611116359

4042761111645B

4042761111675H

4042761111685K

4042761111695M

MS-0048822, rev.1

MDR Device
classification (as
proposed by the
manufacturer
and verified at
the pre-
application
stage)

lla

lla
llb non-

implantable

lIb non-
implantable

lIb non-
implantable

Is

lla
lla
lla

lla

lla

Ir
Ir

lIb non-
implantable

If the MDR device
is a substitute
device,
identification of
the
corresponding
MDD/AIMDD
device
A37022A
A37025A
WA33038A
WA33037A
N/A

N/A

A6294
A6292
A6299
A6293
WA90004W
WA90004C
WA90004J
N/A

00102.1

N/A

WA22810A
WA22850A

A70950A
A70970A
WA70990A
WA70992A
A70951A
A70971A
WA70991A
WA70993A
A70951A
A70950A
A70971A
A70970A
WA70991A
WA70990A
WA70993A
WA70992A
N/A

N/A

N/A

MDD/AIMDD
Certificate
Reference(s) of
the devices
under MDR
application, and
the NB
Identification
HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197



Device name or Basic
UDI-DI (under MDR

application)

40427611117158

4042761111765J

4042761111775L

4042761111775L

40427681108589

4042768110868B

4042768111017E

4042768111027G

4042761110044L

4042761110184X

4042761110274Y

4042761110304M

4042761110314P

4042761110334T

4042761110344V

40427611103855

40427611103957

4042761110404Q

4042761110414S

4042761110424V

4042761110434W

MS-0048822, rev.1

MDR Device
classification (as
proposed by the
manufacturer
and verified at
the pre-
application
stage)

Ir

lla
Ir
lla

lIb non-
implantable

lIb non-
implantable

lIb non-
implantable

lIb non-
implantable

lIb non-
implantable

lIb non-
implantable

lla
Ir

lIb non-
implantable

Ir
Ir

lIb non-
implantable

Ir
lla

lIb non-
implantable

lIb non-
implantable

lla

If the MDR device
is a substitute
device,
identification of
the
corresponding
MDD/AIMDD
device

N/A
A3551
A3552
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A

N/A

MDD/AIMDD
Certificate
Reference(s) of
the devices
under MDR
application, and
the NB
Identification
HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197



Device name or Basic
UDI-DI (under MDR

application)

4042761110444Y

4042761111234V

40427611114353

40427611104552

4042761110495A

4042761110504T

4042761110514V

4042761110524X

4042761110534Z

40427611105453

4042761110585B

4042761110595D

4042761110604W

4042761110614Y

4042761110675C

40427611107255

40427611107357

4042761110755B

4042761110845C

4042761110875J

4042761110925B

MS-0048822, rev.1

MDR Device
classification (as
proposed by the
manufacturer
and verified at
the pre-
application
stage)

lla

lla
lla
lla
lla
lla
lla
lla
lla
lla

lIb non-
implantable
lIb non-
implantable
lIb non-
implantable
lIb non-
implantable
lIb non-
implantable
lIb non-
implantable
lIb non-
implantable
lIb non-
implantable
lIb non-
implantable
lIb non-
implantable
lIb non-
implantable

If the MDR device
is a substitute
device,
identification of
the
corresponding
MDD/AIMDD
device

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

MDD/AIMDD
Certificate
Reference(s) of
the devices
under MDR
application, and
the NB
Identification
HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197



Device name or Basic
UDI-DI (under MDR

application)

4042761110935D

4042761110945F

4042761110965K

4042761110975M

4042761110985P

40427611111854

4042761110995R

4042761111004H

4042761111034P

4042761111044R

4042761111054T

4042761111074X

4042761111084Z

40427611110953

4042761111104L

4042761111114N

4042761111124Q

4042761111134S

4042761111144V

40427611111752

40427611111956

MS-0048822, rev.1

MDR Device
classification (as
proposed by the
manufacturer
and verified at
the pre-
application
stage)

lla

lla

lIb non-
implantable

lIb non-
implantable

lIb non-
implantable

lla

lIb non-
implantable

lIb non-
implantable

lIb non-
implantable

lIb non-
implantable

lIb non-
implantable

lIb non-
implantable

lIb non-
implantable

lIb non-
implantable

lIb non-
implantable

Ir

lIb non-
implantable

lIb non-
implantable

lIb non-
implantable

lIb non-
implantable

lla

If the MDR device
is a substitute
device,
identification of
the
corresponding
MDD/AIMDD
device

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

MDD/AIMDD
Certificate
Reference(s) of
the devices
under MDR
application, and
the NB
Identification
HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197



Device name or Basic
UDI-DI (under MDR

application)

4042761111204P

4042761111224T

40427611112653

MDR Device

classification (as
proposed by the

manufacturer
and verified at

the pre-

application

stage)
lla

lla

lla

If the MDR device
is a substitute
device,
identification of
the
corresponding
MDD/AIMDD
device

N/A

WA22018A
WA22019A
A22021A
A22022A
A22023A
A22026A
A22027A
A42021A
A22051A
A22053A
A22054A

MDD/AIMDD
Certificate
Reference(s) of
the devices
under MDR
application, and
the NB
Identification
HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

Table 2: Devices covered by this letter and for which the NB is NOT
responsible for appropriate surveillance of the corresponding devices under
the applicable Directive:

Device name or
Basic UDI-DI
(under MDR
application)

40427611114353

40427611114455

4042761111495F

40427611115458

4042761111555A

4042761111565C

4042761111595J

40427611116155

MS-0048822, rev.1

MDR Device
classification (as
proposed by the
manufacturer and

verified at the pre-

application stage)
lla

lla

lla

lla

Ila

lla

lla

lla

If the MDR device
is a substitute
device,
identification of the
corresponding
MDD/AIMDD device

WAS33039A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

MDD/AIMDD
Certificate
Reference(s) of the
devices under MDR
application, and the
NB Identification
Notified body

involvement not
required pursuant to
MDD

Notified body
involvement not
required pursuant to
MDD

Notified body
involvement not
required pursuant to
MDD

Notified body
involvement not
required pursuant to
MDD

Notified body
involvement not
required pursuant to
MDD

Notified body
involvement not
required pursuant to
MDD

Notified body
involvement not
required pursuant to
MDD

Notified body
involvement not



Device name or
Basic UDI-DI
(under MDR
application)

4042761111655D

40427611117056

4042761111725A

4042761111745E

4042761111755G

4042761111785N

4042761110354X

4042761110364Z

40427611103753

40427611111854

4042761111234V

40427611112547

4042761111244X

4042761110324R

4042761111214R

MS-0048822, rev.1

MDR Device
classification (as
proposed by the
manufacturer and
verified at the pre-
application stage)

lla

lla

lla

Ila

lla

Ila

Ila

If the MDR device
is a substitute
device,
identification of the
corresponding
MDD/AIMDD device

N/A

N/A

N/A

N/A

N/A

A02908A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

MDD/AIMDD
Certificate
Reference(s) of the
devices under MDR
application, and the
NB Identification
required pursuant to
MDD

Notified body
involvement not
required pursuant to
MDD

Notified body
involvement not
required pursuant to
MDD

Notified body
involvement not
required pursuant to
MDD

Notified body
involvement not
required pursuant to
MDD

Notified body
involvement not
required pursuant to
MDD

Notified body
involvement not
required pursuant to
MDD

Notified body
involvement not
required pursuant to
MDD

Notified body
involvement not
required pursuant to
MDD

Notified body
involvement not
required pursuant to
MDD

Notified body
involvement not
required pursuant to
MDD

Notified body
involvement not
required pursuant to
MDD

Notified body
involvement not
required pursuant to
MDD

Notified body
involvement not
required pursuant to
MDD

Notified body
involvement not
required pursuant to
MDD

Notified body
involvement not
required pursuant to
MDD



Device name or
Basic UDI-DI
(under MDR
application)

4042761111665F

MDR Device
classification (as
proposed by the
manufacturer and
verified at the pre-
application stage)
Ir

Confirmation Letter Revision History

Date

2024/04/18

2024/04/24

NB internal reference
traceable to each
version of the letter
OSTE_CL607_2024-
04-18.pdf
OSTE_CL607_2024-
04-24.pdf

If the MDR device
is a substitute
device,
identification of the
corresponding
MDD/AIMDD device

N/A

Action

Initial issue

-10 -

MDD/AIMDD
Certificate
Reference(s) of the
devices under MDR
application, and the
NB Identification
Notified body
involvement not
required pursuant to
MDD

Correction of MDR device classification of
40427611114659 to class llb non-

implantable

Correction of the substitute device of
4042761111485D (A37025A)

Adding of a MDR device class lla to

4042761111775L

Adding the devices 40427611114353,

YYYY/MM/DD XXXXXXXXX

MS-0048822, rev.1

4042761111234V under a MDD Certificate

Change that the device 4042761111595J
required not a Notified body

Change that the device 40427611111854
referred to a MDD certificate
Removal of device XYZ to the list
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Traducere din limba engleza

Produse din fluxul de productie Business
Departmentamentul de certificare

TUV Rheinland LGA Products GmbH e 51105 Kéln

Olympus Winter & Ibe GmbH
Kuehnstr. 61

22045 Hamburg

Germania

Scrisoare de confirmare a organismului notificat
Referinta: Solicitare OSTE_MDR 16-04-2024; decizie # 1159799

in atentia persoanelor interesate,

Confirmarea statutului unei solicitari oficiale, a unui acord scris si a unei
supravegheri adecvate in cadrul Regulamentului UE 2023/607 de
modificare a Regulamentelor (UE) 2017/745 si (UE) 2017/746 in ceea ce
priveste dispozitiile tranzitorii pentru anumite dispozitive medicale si
dispozitive medicale de diagnostic in vitro.

Prezenta scrisoare confirma faptul cd TUV Rheinland LGA Products GmbH,
un organism notificat (ON) desemnat conform Regulamentului (UE) 2017/745
(RDM) si identificat prin numarul 0197 pe NANDO, a primit o solicitare oficiala in
conformitate cu sectiunea 4.3 primul paragraf din anexa VIl la RDM si a semnat
un acord scris Th conformitate cu sectiunea 4.3 al doilea paragraf din anexa VI
la RDM cu urmatorul producator:

Olympus Winter & Ibe GmbH

Kuehnstr. 61

22045 Hamburg

Germania

Numar SRN (daca este cazul): DE-MF-000006729

Dispozitivele vizate de cererea formala si de acordul scris mentionat mai sus sunt
identificate in tabelele de mai jos. Tabelul 1 identifica dispozitivele pentru care a fost
primitd o cerere RDM, s-a incheiat un acord scris si pentru care ON este, de
asemenea, responsabil pentru supravegherea adecvata in conformitate cu Directiva
aplicabild. Tabelul 2 identifica dispozitivele pentru care a fost primitd o solicitare
RDM si s-a incheiat un acord scris, dar ON nu si-a asumat incé responsabilitatea
pentru supravegherea adecvata a dispozitivelor corespunzatoare conform directivei
aplicabile.

In cazul dispozitivelor acoperite de certificate eliberate in temeiul Directivei
90/385/CEE (Directiva privind dispozitivele medicale implantabile active-AIMDD) sau
Directivei 93/42/CEE (Directiva privind dispozitivele medicale-MDD) care au expirat
dupa 26 mai 2021 dar Tnainte de 20 martie 2023 fara a fi fost retrase, prezenta
scrisoare, de asemenea confirma ca producatorul fie a semnat acordul scris
conform RDM pana la data expirarii certificatului MDD/AIMDD; sau a furnizat doveZi
ca o autoritate competenta a unui stat membru a acordat o derogare sau o scuM
de la procedura de evaluare a conformitatii aplicabild in conformitate cu arij
59(1) din RDM sau, respectiv, cu articolul 97(1) din RDM, pana la 20 marti%
pentru dispozitivele relevante.

MS-0048822, rev.1
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Precisely Right.

Contact

Tel. +49 911 655-5225
Mail: medical-

products@de.tuv.com
Data 24 Aprilie 2024

TUV Rheinland
LGA Products GmbH

Am Grauen Stein
51105 KoIn
Germania

Sediu

TillystralRe 2
90431 Nuremberg

Tel. +49 911 655 5225

Fax  +49 911 655 5226
service@de.tuv.com

www.tuv.com/safety

Consiliul director

Dipl.-Ing.
Thomas Weigand, Spokesman

Dr.-Ing. Michael Fubb
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Termenele de tranzitie care se aplica dispozitivelor vizate de prezenta scrisoare, sub
rezerva respectarii in continuare de catre producator a celorlalte conditii specificate
la articolul 120.3c din RDM (modificat prin (UE) 2023/607), sunt prezentate mai jos:
e 26 mai 2026 pentru dispozitivele implantabile personalizate din Clasa Il
e 31 decembrie 2027 pentru dispozitivele din clasa Ill si dispozitivele
implantabile de clasa llb, cu exceptia tehnologiilor consacrate (WET -
suturi, capse, obturati dentare, aparate dentare, coroane dentare,
suruburi, pene, placi, fire, stifturi, cleme si conectori)
o 31 decembrie 2028 pentru alte dispozitive din Clasa llb, Clasa lla, Clasa
I, dispozitive introduse pe piata in stare sterild sau au functie de
masurare
e 31 decembrie 2028 pentru dispozitivele care nu necesita implicarea unui
organism notificat in temeiul DDM, dar care o necesita in conformitate cu
RDM (de exemplu, dispozitive de clasa | care se calificd drept
instrumente chirurgicale reutilizabile)

Din partea organismului notificat
(semnétura indescifrabila)

Digital unterschrieben
von Karsten Kluge
Datum: 2024.04.24
13:21:37 +02'00'

i.V. Dr. Karsten Kluge

Organismul de certificare

Tabel 1: Dispozitive care fac obiectul prezentei scrisori si pentru care ON
este, de asemenea, responsabil pentru supravegherea adecvata a
dispozitivelor corespunzatoare conform directivei aplicabile:

Denumire dispozitiv Clasificarea Daca dispozitivul = Referintele

sau UDI-DI de bazi dispozitivului RDM este un certificatului

(supus aplicirii RDM) RDM (asa cum dispozitiv de MDD/AIMDDC ale
este propusa de | inlocuire, dispozitivelor

identificarea
dispozitivului

supuse aplicarii

producator si
RDM si

verificata in etapa

pre-solicitare) MDD/AIMDD identificarea ON
corespunzator

40427611102852 b Nu este cazul HD 60151129 0001

neimplantabile LR
40427611105657 llb Nu este cazul HD 60151129 0001

neimplantabile b
40427611105759 b Nu este cazul HD 60151129 0001

neimplantabile e
40427611106252 llb Nu este cazul HD 60151129 0001

neimplantabile i
40427611106354 llb Nu este cazul HD 60151129 0001

neimplantabile i
40427611102954 lla Nu este cazul HD 60151129 0001

#0197

40427611107459 lb Nu este cazul HD 60151129 0001

neimplantabile #0197 & "ROMANIA
40427611106456 IIb Nu este cazul HD 6015112 OOWW\”S]EHUL JUSTITFEI

neimplantabile #0197 | MINA FANEA-VANOVId)
40427611106558 b Nu este cazul HD 60151129 0001 DUCATOR AUTORI

MS-0048822, rev.1

neimplantabile

#0197 GLEZA * FRANC

AUT. NR. 22089 }

l.::rrJEl_-_v;@-‘Jm;,q.—,um,ags



Denumire dispozitiv
sau UDI-DI de baza
(supus aplicarii RDM)

4042761110024G
4042761110034J
40427611112755
40427611112959
4042761111304S
4042761111314U
4042761111324W
4042761111334
40427611113452
40427611113554
40427611113656
4042761111395C
4042761111404V
4042761111414
4042761114242

40427611114557

40427611114659

4042761111475B

MS-0048822, rev.1

Clasificarea
dispozitivului
RDM (asa cum
este propusa de
producator si
verificata in etapa
pre-solicitare)

llb
neimplantabile
lla
lla
lla
lla
lla
lla
lla
lla
lla
lla
lla
lla
lla

lla

lla

IIb
neimplantabile

Is

Daca dispozitivul
RDM este un
dispozitiv de
inlocuire,
identificarea
dispozitivului
MDD/AIMDD
corespunzator

Nu este cazul
Nu este cazul
A22091A

A42091A

Nu este cazul
Nu este cazul
Nu este cazul
Nu este cazul
Nu este cazul
Nu este cazul
Nu este cazul
Nu este cazul
Nu este cazul
Nu este cazul
A37025A

A20919A

A20918A

A4760
A47610A
A4761
A4770
A4771
A47T72
A4773
A4775
A4776

Nu este cazul

Nu este cazul

Referintele
certificatului
MDD/AIMDDC ale
dispozitivelor
supuse aplicarii
RDM si
identificarea ON

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129.0001... .

#0197

R ALF

HD 60151129 0001
#0197

el Bl DZABAT 1 AGSD

ROMANIA

NISTERUL JUSTITIE!
A FANEA-IVANOVId)
O UCATOR AUTORY
ENGLEZA * FRANC

AUT. NR. 22089 ¢

|




Denumire dispozitiv
sau UDI-DI de baza
(supus aplicarii RDM)

4042761111485D

4042761111504Y
40427611115152

40427611115254

40427611115356

4042761111575E
4042761111585G
40427611116053
40427611116257

40427611116359

4042761111645B

4042761111675H
4042761111685K

4042761111695M

MS-0048822, rev.1

Clasificarea
dispozitivului
RDM (asa cum

este propusa de

producator si

verificata in etapa

pre-solicitare)

lla

lla
llb

neimplantabile

IIb
neimplantabile

IIb
neimplantabile

Is

lla
lla
lla

lla

lla

IIb
neimplantabile

Daca dispozitivul

RDM este un
dispozitiv de
inlocuire,
identificarea
dispozitivului
MDD/AIMDD
corespunzator

A37022A
A37025A
WA33038A
WA33037A
Nu este cazul

Nu este cazul

A6294

A6292

A6299

A6293
WA90004W
WA90004C
WA90004J
Nu este cazul

00102.1

Nu este cazul

WA22810A
WA22850A

A70950A
A70970A
WA70990A
WA70992A
A70951A
A70971A
WA70991A
WA70993A
A70951A
A70950A
A70971A
A70970A
WA70991A
WA70990A
WA70993A
WA70992A
Nu este cazul

Nu este cazul

Nu este cazul

Referintele
certificatului
MDD/AIMDDC ale
dispozitivelor
supuse aplicarii
RDM si
identificarea ON

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 000+ ——
#0197 T ROMANIA

HD 60151129 0001
#0197 s
DUCATOR AUTOR)

ENGLEZA * FRANC
AUT. NR. 22089 ;

MINISTERUL JUSTITIE!
A FANEA-IVANOVIQI

|

el Bl DZABAT 1 AGSD




Denumire dispozitiv

sau UDI-DI de baza

(supus aplicarii RDM)

40427611117158
4042761111765J
4042761111775L
4042761111775L
40427681108589
4042768110868B
4042768111017E
4042768111027G
4042761110044L
4042761110184X
4042761110274Y
4042761110304M
4042761110314P
4042761110334T
4042761110344V
40427611103855
40427611103957
4042761110404Q
4042761110414S
4042761110424V

4042761110434W

MS-0048822, rev.1

Clasificarea
dispozitivului
RDM (asa cum
este propusa de
producator si
verificata in etapa
pre-solicitare)

lla

lb
neimplantabile

llb
neimplantabile

IIb
neimplantabile

IIb
neimplantabile

llb
neimplantabile

IIb
neimplantabile

lla
Ir

llb
neimplantabile

Ir
Ir

IIb
neimplantabile

Ir
lla

IIb
neimplantabile

llb
neimplantabile

lla

Daca dispozitivul
RDM este un
dispozitiv de
inlocuire,
identificarea
dispozitivului
MDD/AIMDD
corespunzator

Nu este cazul
A3551

A3552

Nu este cazul
Nu este cazul
Nu este cazul
Nu este cazul
Nu este cazul
Nu este cazul
Nu este cazul
Nu este cazul
Nu este cazul
Nu este cazul
Nu este cazul
Nu este cazul
Nu este cazul
Nu este cazul
Nu este cazul
Nu este cazul
Nu este cazul
Nu este cazul

Nu este cazul

Referintele
certificatului
MDD/AIMDDC ale
dispozitivelor
supuse aplicarii
RDM si
identificarea ON

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

#0197

TIOA

~ ROMANIA

TRADUCATOR AUTORI
ENGLEZA * FRANC

el Bl DZABAT 1 AGSD

AUT. NR. 22089 ¢

HD 6015112¢ 000YTNISTERUL JUSTITIE!
MINA FANEA-VANOVIdI

|




Denumire dispozitiv Clasificarea Daca dispozitivul = Referintele
sau UDI-DI de baza dispozitivului RDM este un certificatului
(supus aplicrii RDM) RDM (asa cum  dispozitiv de MDD/AIMDDC ale
este propusa de | inlocuire, dispozitivelor
producator si identificarea supuse aplicarii
verificata in etapa dispozitivului RDM si
pre-solicitare) MDD/AIMDD identificarea ON
corespunzator
4042761110444Y lla Nu este cazul HD 60151129 0001
#0197
4042761111234V . | lla Nu este cazul HD 60151129 0001
#0197
40427611114353 lla Nu este cazul HD 60151129 0001
#0197
40427611104552 lla Nu este cazul HD 60151129 0001
#0197
4042761110495A lla Nu este cazul HD 60151129 0001
#0197
4042761110504T lla Nu este cazul HD 60151129 0001
#0197
4042761110514V lla Nu este cazul HD 60151129 0001
#0197
4042761110524X lla Nu este cazul HD 60151129 0001
#0197
4042761110534Z lla Nu este cazul HD 60151129 0001
#0197
40427611105453 lla Nu este cazul HD 60151129 0001
#0197
LR e llb Nu este cazul HD 60151129 0001
neimplantabile #0197
4042761110595D llb Nu este cazul HD 60151129 0001
neimplantabile #0197
4042761110604W llb Nu este cazul HD 60151129 0001
neimplantabile #0197
4042761110614Y b Nu este cazul HD 60151129 0001
neimplantabile #0197
4042761110675C lb Nu este cazul HD 60151129 0001
neimplantabile #0197
40427611107255 lb Nu este cazul HD 60151129 0001
neimplantabile #0197
40427611107357 lb Nu este cazul HD 60151129 0001
neimplantabile #0197
4042761110755B llb Nu este cazul HD 60151129 0001
neimplantabile #0197
4042761110845C llb Nu este cazul HD 60151129 0001
neimplantabile #0197
4042761110875J lIb Nu este cazul HD 601511290001 | :
neimplantabile #0197 I _BPMANIA
4042761110925B llb Nu este cazul HD 60151129 0001 MISTERUL JUSTITIEI
neimplantabile #0197 \ FANEA-IVANOVId

lnHDUCA_TDH AUTORY
ENGLEZA * FRANC
.:M?AEﬂ?"ﬂﬁé

MS-0048822, rev.1




Denumire dispozitiv Clasificarea Daca dispozitivul = Referintele
sau UDI-DI de bazi dispozitivului RDM este un certificatului
(supus aplicarii RDM) RDM (asa cum  dispozitiv de MDD/AIMDDC ale
este propusa de | inlocuire, dispozitivelor
producator si identificarea supuse aplicarii
verificata in etapa dispozitivului RDM si
pre-solicitare) MDD/AIMDD identificarea ON
corespunzator
4042761110935D lla Nu este cazul HD 60151129 0001
#0197
4042761110945F lla Nu este cazul HD 60151129 0001
#0197
4042761110965K b Nu este cazul HD 60151129 0001
neimplantabile (o
4042761110975M llb Nu este cazul HD 60151129 0001
neimplantabile i
4042761110985P b Nu este cazul HD 60151129 0001
neimplantabile DU
40427611111854 lla Nu este cazul HD 60151129 0001
#0197
4042761110995R llb Nu este cazul HD 60151129 0001
neimplantabile it
4042761111004H lIb Nu este cazul HD 60151129 0001
neimplantabile Ul
4042761111034P IIb Nu este cazul HD 60151129 0001
neimplantabile #0197
4042761111044R b Nu este cazul HD 60151129 0001
neimplantabile i
4042761111054T llb Nu este cazul HD 60151129 0001
e neimplantabile GO
4042761111074X b Nu este cazul HD 60151129 0001
neimplantabile LR
40427611110842 lb Nu este cazul HD 60151129 0001
neimplantabile S
40427611110953 llb Nu este cazul HD 60151129 0001
neimplantabile #0197
4042761111104L b Nu este cazul HD 60151129 0001
neimplantabile O
4042761111114N Ir Nu este cazul HD 60151129 0001
#0197
4042761111124Q llb Nu este cazul HD 60151129 0001
neimplantabile LUK
4042761111134S llb Nu este cazul HD 60151129 0001
neimplantabile e
4042761111144U llb Nu este cazul HD 60151129 0001
neimplantabile o197
40427611111752 llb Nu este cazul HD 60151129 0001  _
neimplantabile #0197 ROMANIA
40427611111956 lla Nu este cazul HD 60151129 000YTNISTERUL JUSTITIEI
#0197 T MINA FANEA-IVANOVIG!

TRADUCATOR AUTOR
ENGLEZA * FRANC

AUT NR. 22089 }
—JEL.. Q745471459

MS-0048822, rev.1




Clasificarea
dispozitivului
RDM (asa cum

Denumire dispozitiv
sau UDI-DI de baza
(supus aplicarii RDM)

producator si

verificata in etapa

pre-solicitare)

4042761111204P lla
4042761111224T lla
40427611112653 Ila

este propusa de

Daca dispozitivul
RDM este un
dispozitiv de
inlocuire,
identificarea
dispozitivului
MDD/AIMDD
corespunzator

Nu este cazul

WA22018A
WA22019A
A22021A
A22022A
A22023A
A22026A
A22027A
A42021A
A22051A
A22053A
A22054A

Referintele
certificatului
MDD/AIMDDC ale
dispozitivelor
supuse aplicarii
RDM si
identificarea ON

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

Tabel 2: Dispozitivele vizate de prezenta scrisoare si pentru care ON NU este
responsabil pentru supravegherea adecvata a dispozitivelor corespunzatoare

conform directivei aplicabile:

Denumire Clasificarea
dispozitiv sau dispozitivului RDM
UDI-DI de (asa cum este
bazs (supus  ProbusEde
aplicarii RDM) verificat in etapa
pre-solicitare)
40427611114353 lla
40427611114455 lla
4042761111495F lla
40427611115458 lla
4042761111555A lla
4042761111565C lla
4042761111595J lla
40427611116155 lla

MS-0048822, rev.1

Daca dispozitivul
RDM este un
dispozitiv de
inlocuire,
identificarea
dispozitivului
MDD/AIMDD
corespunzator

WA33039A

Nu este cazul

Nu este cazul

Nu este cazul

Nu este cazul

Nu este cazul

Nu este cazul

Nu este cazul

Referintele
certificatului
MDD/AIMDDC ale
dispozitivelor supuse
aplicarii RDM si
identificarea ON

Implicarea organismului
notificat nu este necesara
in conformitate cu MDD

Implicarea organismului
notificat nu este necesara in
conformitate cu MDD

Implicarea organismului
notificat nu este necesara in
conformitate cu MDD

Implicarea organismului
notificat nu este necesara
in conformitate cu MDD

Implicarea organismului
notificat nu este necesara in
conformitate cu MDD

Implicarea organismului
notificat nu este necesara in
conformitate cu MDD

Implicarea organismului
notificat nu este necesara in _
conformitate cu MDD

ROMANIA

3TERUL JUSTITIE!

FANEA-IVANOVIGI

notificat nu este recesam5| EZA * FRANC
in conformitate cy MDD AUT NA. 2 3
AT NR. 22089 ¢

el Bl DZABAT 1 AGSD

Implicarea organ{mlﬁEADf.JCf\TDFi AUTORY

|




Denumire
dispozitiv sau
UDI-DI de
baza (supus
aplicarii RDM)

4042761111655D
40427611117056
4042761111725A
4042761111745E
4042761111755G
4042761111785N
4042761110354X
4042761110364Z
4042?611103753
40427611111854
4042761111234V
40427611112542
4042761111244X
4042761110324R

4042761111214R

MS-0048822, rev.1

Clasificarea
dispozitivului RDM
(asa cum este
propusa de
producator si
verificata in etapa
pre-solicitare)

Ir

lla

lla

lla

lla

lla

Daca dispozitivul
RDM este un
dispozitiv de
inlocuire,
identificarea
dispozitivului
MDD/AIMDD
corespunzator

Nu este cazul

Nu este cazul

Nu este cazul

Nu este cazul

Nu este cazul

A02908A

Nu este cazul

Nu este cazul

Nu este cazul

Nu este cazul

Nu este cazul

Nu este cazul

Nu este cazul

Nu este cazul

Nu este cazul

Referintele
certificatului
MDD/AIMDDC ale
dispozitivelor supuse
aplicarii RDM si
identificarea ON

Implicarea organismului
notificat nu este necesara
in conformitate cu MDD

Implicarea organismului
notificat nu este necesara
n conformitate cu MDD

Implicarea organismului
notificat nu este necesara
in conformitate cu MDD

Implicarea organismului
notificat nu este necesara
in conformitate cu MDD

Implicarea organismului
notificat nu este necesara
in conformitate cu MDD

Implicarea organismului
notificat nu este necesara
in conformitate cu MDD

Implicarea organismului
notificat nu este necesara
in conformitate cu MDD

Implicarea organismului
notificat nu este necesara
in conformitate cu MDD

Implicarea organismului
notificat nu este necesara
in conformitate cu MDD

Implicarea organismului
notificat nu este necesara
in conformitate cu MDD

Implicarea organismului
notificat nu este necesara
in conformitate cu MDD

Implicarea organismului
notificat nu este necesara
in conformitate cu MDD

Implicarea organismului
notificat nu este necesara
in conformitate cu MDD

Implicarea organismului
notificat nu este necesara
in conformitate cu MDD

Implicarea organismului
notificat nu este necesara
in conformitate cu MDD

ROMANIA
STERUL JUSTITIEI
FANEA-IVANOVIdI
JCATOR AUTOR,

ENGLEZA * FRANC)

AUT. NR. 22089 }
—-—HM7R’IE;‘%T)1¢;EQ$
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Denumire Clasificarea Daca dispozitivul Referintele
dispozitiv sau dispozitivului RDM  RDM este un certificatului
UDI-DI de (asa cum este dispozitiv de MDD/AIMDDC ale
bazi (supus propusa de inlocuire, dispozitivelor supuse
aplicarii RDM) producator si identificarea aplicarii RDM si

P verificata in etapa dispozitivului identificarea ON

MDD/AIMDD

pre-solicitare)
corespunzator
Nu este cazul Implicarea organismului

notificat nu este necesara

in conformitate cu MDD

4042761111665F Ir

Istoricul revizuirilor scrisorii de confirmare

Data Referinta interna a ON | Actiune
care poate fi urmarita
la fiecare versiune a
scrisorii
OSTE_CL607_2024-
04-18.pdf
OSTE_CL607_2024-
04-24 .pdf

18/04/2024 Emiterea initiala

24/04/2024 Corectarea clasificarii dispozitivului RDM
la 40427611114659 la clasa b
neimplantabil

Corectarea dispozitivului de inlocuire
la 4042761111485D (A37025A)

Adaugarea unui dispozitiv RDM
clasa lla la 4042761111775L

Adaugarea dispozitivelor
40427611114353, 4042761111234V in
baza unui Certificat MDD

S-a modificat fapt ca dispozitivul
4042761111595J nu necesita un
organism notificat

S-a modificat faptul ca dispozitivul
40427611111854 se refera la un certificat
MDD

Eliminarea dispozitivului XYZ din lista

ZZ/ILLIAAAA XXXXXXXXX

ROMANIA
MINISTERUL JUSTITIEI
MINA FANEA-IVANOVId)
TRADUCATOR AUTORI
ENGLEZA * FRANC
MS-0048822, rev.1 AUT. NR. EEDBQ d}

: —edEL . Q74847 1458




. ®
EC Certificate TUVRheinland
Directive 93/42/EEC Annex ll, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60149405 0001

Report No.: 12018179 053

Manufacturer: OLYMPUS MEDICAL SYSTEMS CORP.
2951 Ishikawa-cho,
Hachioji-shi, Tokyo
192-8507 Japan

Products: Design and Development, Manufacture of Medical Endoscopy
Systems, Diagnostic, Operation and Treatment Products

(see attachments for products included)

Replaces Approval, Registration No.: HD 60144066 0001

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex Il, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex II,
section 5 of the aforementioned directive. For placing on the market of class Ill devices covered by

this certificate an EC design-examination certificate according to Annex Il section 4 is required.

Effective Date: 2020-05-12

Date: 2020-05-12

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

100204 0408 ®  TUV, TUEV end TUV are regisiared irademarks, Unlisation and sppiication 18Quires priof 3pproval



. ®
TUVRheinland

TOV Rheinland Doc. 1/1, Rev.0
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60149405 0001

Report No.: 12018179 053

Manufacturer: OLYMPUS MEDICAL SYSTEMS CORP.

2951 Ishikawa-cho,
Hachioji-shi, Tokyo
192-8507 Japan

Products included:

Medical Endoscopy Systems:

-Endoscopes

-Endotherapy Devices

-Imaging Processors

-Pumps for Endoscopy

-Light Sources

-Position Detecting Units

-Electrothermal Cautery Units

-Integrated Endosurgery Systems

-Endoscopic Regulation/Control Units
Electrosurgical Equipment

Probes and Transducers for Ultrasonic Lithotriptors
Laparoscopic Insufflators

Ultrasound Surgical Equipment

Ultrasonic Surgical System generator

Ultrasonic Surgical System transducer
Hard-tissue ultrasonic surgical system holder/tip
Disinfecting Units

Capsule Endoscopes and Systems

Ultrasound Diagnostic Imaging Systems

Notified Body

Date: 2020-05-12

M.Sc. M. Aihara

10/020 6 0408 ®  TUV, TUEV and TUV are regstored Iradamarks. Ulilsauon and application requiree prior spproval
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CERTIFICAT CE
Directiva CE 93/42/CEE Anexa II, excluzind Sectiunea 4
Sistem complet de asigurare a calitagii
Echipamente medicale

Nr. Inregistrare: HD 60149405 0001
Nr. Raport: 12018179 053

Producator: Olympus Medical Systems Corp.
2951 Ishikawa-cho
HACHIOJI-SHI, TOKIO 192-8507
JAPONIA

Produse: Proiectare si dezvoltare, productie de sisteme de endoscopie medicala, produse de
diagnostic, operatie si tratament.
(a se vedea atasamentele pentru produsele incluse)
inlocuieste Aprobarea cu nr. de inregistrare: HD 60144066 0001

Data expirarii: 26.05.2024

Organismul Notificat declard prin prezenta ca au fost indeplinite cerinjele Anexei II, excluzand sectiunea
4 a directivei 93/42/CEE pentru produsele specificate. Producatorul mai sus mentionat a stabilit si aplica
un sistem de asigurare a calitdtii, care este supus unei supravegheri periodice, definitd in Anexa II,
sectiunea 5 a directivei mentionate anterior. Pentru comercializarea echipamentelor din clasa III acoperite
de acest certificat, este necesar un certificat CE de examinare proiectare in conformitate du Anexa II,
sectiunea 4.
Organism notificat
Stampila:
Data intrarii in vigoare: 12-05-2020 TUYV Rheinland LGA Products GmbH
Zertifizierungsstelle
M.Sc. M. Aihara
Data: 12.05.2020 (semnaturd indescifrabila)

§ TUV Rheinland LGA Products GmbH — Tillystralie 2 — 90431 Niirnberg
TUV Rheinland L.GA Products GmbH este un Organism Notificat in conformitate cu Directiva
93/42/CEE cu privire la echipamentele medicale, cu numadrul de identificare 0197
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ROMANIA
MINISTERUL JUSTITIEI
MINA FANEA-IVANOVId)
TRADUCATOR AUTOR
ENGLEZA * FRANCE

AUT. NR. 22089
TEL .. DZASATZAAS

.. ®
TUVRheinland

Doc. 1/1 Rev. 0
TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg
Atasament la

Certificat .
Nr. Inregistrare: HD 60149405 0001
Nr. Raport: 12018179 053
Producator: Olympus Medical Systems Corp.

2951 Ishikawa-cho
HACHIOJI-SHI, TOKIO 192-8507
JAPONIA
Produse incluse:
- Sisteme medicale de endoscopie:
-Endoscoape
-Echipamente endoterapie
-Procesoare de imagine
-Pompe pentru endoscopie
-Surse de lumind
-Unitati de detectare pozitie
-Unitati de cauterizare electrotermica
-Sisteme endochirurgicale integrate
- Unitati de control/reglare endoscopice
- Echipamente electrochirurgicale
- Sonde si traductoare pentru litotriptoare cu ultrasunete
- Insuflatoare laparoscopice
- Echipamente chirurgicale cu ultrasunete
- Generator sistem chirurgical cu ultrasunete
- Traductor sistem chirurgical cu ultrasunete
- Suport/varf sistem chirurgical cu ultrasunete pentru tesut tare
- Unitati de sterilizare
- Sisteme $i endoscoape capsulad
- Sisteme de imagistica pentru diagnostic cu ultrasunete

Organism notificat

Stampila:

TUV Rheinland LGA Products GmbH
Data: 12.05.2020 Zertifizierungsstelle

M.Sc. M. Aihara

(semnitura indescifrabila)
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EC Certificate TUVRheinland

Directive 93/42/EEC Annex ll, excluding Section 4

Manufacturer:

Products:

Expiry Date:

Full Quality Assurance System
Medical Devices

Registration No.: HD 60151129 0001
Report No.: 21232416 020

Olympus Winter & Ibe GmbH
Kuehnstr. 61

22045 Hamburg

Deutschland

medical endoscopy, surgical, diagnostic, and treatment
systems

(see attachment for products and sites included)

Replaces Approval, Registration No.: HD 60104211 0001

2024-05-26

The Notified Body hereby declares that the requirements of Annex I, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The ebove named manufacturer has established

and applies a quality assurance system, which is subject to periodic survelllance, defined by Annex II,
section 5 of the aforementioned directive. For placing on the market of class |ll devices covered by

this certificate an EC design-examination certificate according to Annex I, section 4 is required.

Effective Date:

Date:

TOV Rheinland LGA Products GmbH - TillystraBe 2 - 904S%:
TOV Rheinland LGA Products GmbH is a Notified Body according to Directive 932
concerning medical devices with the Identification number 0197.

2020-08-12

2020-08-12




, ®
TUVRheinland

TUV Rheinland Doc. 1/3, Rev.0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60151129 0001

Report No.: 21232416 020
Manufacturer: Olympus Winter & Ibe GmbH

Kuehnstr. 61
22045 Hamburg
Deutschiand

Products included:

- Telescopes, Videoscopes and Fiberscopes

- Electrosurgical Instruments

- Electrosurgical Forceps

- Electrosurgical Hand Pieces

- Electrosurgical Units

- Electrosurgical Electrodes

- Electrosurgical Cables and Adapters, Active Cords

- Peristaltic Pump Units

- Peristaltic Tubing Sets

- Invasive Access Devices -
(which would encompass obturators, sheaths, trocars,
bridges and irrigation ports)

- Endoscopy Instruments
{which would encompass cannulas, injection needles, ballon
dilators, adaptors, tubes and non-active instruments)

Date: 2020-08-12
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Rev.0

TUV Rheinland Doc. 2/3,
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60151129 0001

Report No.: 21232416 020
Manufacturer: Olympus Winter & Ilbe GmbH

Kuehnstr. 61
22045 Hamburg
Deutschland

Products included:

- Working Elements and Inserts

- Bladder Syringes

- Washer-Disinfectors

- Adaptors for Washer-Disinfectors

- Fluid Management Systems used in Endoscopy
- Light Sources

For the following medical devices the scope covers only
the aspects of manufacture concerned with securing
and maintaining sterile conditions:

- sterile Caps

Date: 2020-08-12
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TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60151129 0001

Report No.: 21232416 020
Manufacturer: Olympus Winter & Ibe GmbH

Kuehnstr. 61
22045 Hamburg
Deutschland

Sites included:

Olympus Winter & Ibe GmbH
Rheinstr. 8

14513 Teltow

Germany

- Design and development, manufacturing of medical devices
for electrosurgery and for endoscopic applications

Date: 2020-08-12

TUVRheinlaﬁd

Doc. 3/3, Rev.0
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Certificat CE
Directiva 93/42/CEE Anexa 11, excluzand Sectiunea 4
Sistem complet de asigurare a calitaii

Dispozitive medicale

Nr. de inregistrare: HD 60151129 0001
Raport nr.: 21232416 020

Producator: Olympus Winter & Ibe GmbH
Kuehnstr. 61
22045 Hamburg
Germania

Produse: sisteme de endoscopie medicala, chirurgicald, diagnostic si tratament
(vezi anexa pentru produsele si locatiile incluse)
Inlocuieste Aprobarea, nr. de inregistrare: HD 60104211 0001

Data expirarii: 26.05.2024

Organismul notificat declari prin prezenta ci cerintele Anexei II, excluzind sectiunea 4 din
Directiva 93/42/CEE au fost indeplinite pentru produsele enumerate. Producatorul mentionat
mai sus a stabilit si aplica un sistem de asigurare a calitatii, care face obiectul supravegherii
periodice, definite prin Anexa II, sectiunea S din directiva menfionata mai sus. Pentru punerea
pe piata a dispozitivelor din clasa III, acoperite de acest certificat, este necesar un certificat CE
de examinare a designului, conform Anexei II, sectiunea 4.

o

Data intrarii in vigoare: 12.08.2020 Organism notificat,
Stampila oficiala
Data: 12.08.2020 Semndturd indescifrabild

Roland Gruber

TUV Rheinland LGA Products GmbH — Tillystrafie 2 — 90431 Niirnberg

TUV Rheinland LGA Products GmbH este un organism notificat conform Directivei 93/42/CEE
privind dispozitivele medicale cu numarul de identificare 0197.
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Doc. 1/3, Rev. 0
TUV Rheinland
LGA Products GmbH
Tillystralle 2 — 90431 Niirnberg

Anexa la certificatul cu
Nr. de inregistrare: HD 60151129 0001
Raport nr.: 21232416 020

Producator:  Olympus Winter & Ibe GmbH
Kuehnstr. 61
22045 Hamburg
Germania

Produse incluse:

- Telescoape, videoscoape si fibroscoape

- Instrumente electrochirurgicale

- Pensa electrochirurgicala

- Piese de mana electrochirurgicale

- Unitati electrochirurgicale

- Electrozi electrochirurgicali

- Cabluri si adaptoare, cabluri active electrochirurgicale

- Unitdti pompe peristaltice

- Seturi tubulatura peristaltica

- Dispozitive de acces invaziv (care ar include obturatoare, teci, trocare, punti si porturi de

,. irigare)

- Instrumente endoscopice (care ar include canule, ace de injectie, dilatatoare cu balon,
adaptoare, tuburi si instrumente inactive)

Organism notificat,
Data: 12.08.2020 Stampild oficiala
Semnadtura indescifrabild
Roland Gruber
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T ROMANIA
MINISTERUL JUSTITIE!

MINA FANEA-IVANOVId) . @
TRADUCATOR AUTORI TUVRheinland
ENGLEZA * FRANCE [
AUT. NR. 22089 ,
—JEL-Qz4BAR145 | Doc. 2/3, Rev. 0

TUV Rheinland
LGA Products GmbH
Tillystralle 2 — 90431 Niirnberg

Anexa la certificatul cu
Nr. de inregistrare: HD 60151129 0001
Raport nr.: 21232416 020

Producitor:  Olympus Winter & Ibe GmbH
Kuehnstr. 61
22045 Hamburg
Germania

Produse incluse:

- Elemente de lucru si inserfii

- Seringi pentru vezica

- Dispozitive de spalat — dezinfectat

- Adaptoare pentru dispozitive de spalat-dezinfectat

- Sisteme de management al fluidelor utilizate In endoscopie
- Surse de lumina

Pentru urmatoarele dispozitive medicale, aparatul optic acopera doar aspectele producatorului privind
siguranta i mentinerea conditiilor sterile:

~ Capace sterile

Organism notificat,
Data: 12.08.2020 Stampila oficiald
Semndturd indescifrabild
Roland Gruber
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TRADUCA‘T OR AUTORI TUVRheinlaﬁd
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TUV Rheinland
LGA Products GmbH
Tillystrafle 2 — 90431 Niirnberg

Anexa la certificatul cu
Nr. de inregistrare: HD 60151129 0001
Raport nr.: 21232416 020

Producator: Olympus Winter & Ibe GmbH
Kuehnstr. 61
22045 Hamburg
Germania

Locatii incluse:

Olympus Winter & Ibe GmbH
Rheinstr. 8

14513 Teltow

Germania

- Designul si dezvoltarea, fabricarea dispozitivelor medicale pentru electrochirurgie si pentru
aplicatiile endoscopice

Organism notificat,
Data: 12.08.2020 Stampilda oficiald
Semndturd indescifrabila
Roland Gruber
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Certificate

Quality Management System
EN ISO 13485:2016

Registration No.: SX 2158445-1

Certificate Holder: OLYMPUS MEDICAL SYSTEMS CORP.
2951 Ishikawa-cho
Hachioji-shi, Tokyo
192-8507 Japan

Scope: Design and Development, Manufacture, Distribution, Service,
Quality Assurance, Regulatory Affairs of Endoscopes,
Endotherapy devices, Light Sources, Imaging Processors,
Endoscope Position Detecting Units, Electrothermal Cautery
Units, Integrated Endosurgery Systems, Endoscopic
Regulation/Control Units, Camera
Heads/Pumps/Monitors/Recorders for Endoscopy,
Electrosurgical Equipment, Capsule Endoscopes and
Systems, Laparoscopic Insufflators, Ultrasound Diagnostic
Imaging Systems, Disinfecting Units, Ultrasound Surgical
Equipment, Probes and Transducers for Ultrasonic
Lithotriptors, Sterile Non Active Instruments used in
conjunction with Endoscopes, Sterile Endotherapy Devices
used in conjunction with Endoscopes, Sterile Non Active
Devices used in conjunction with Medical Ultrasound
Diagnostic Imaging Systems and Water Container, Water
Supply Tube, Water Feeding valve and Foot Switch for Pump,
Surgical Microscope

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies
a quality management system for medical devices.

Proof has been furnished that the requirements specified in the abovementioned standard are fulfilled. The quality
management system is subject to yearly surveillance.

Report No.: 150293386-301
Effective date: 2024-07-27
Expiry date: 2027-07-26
Issue date: 2024-07-04
Replaces certificate SX 2158445-1 issued 2024-02-29 /f‘é%
/ Atsushi Kato
— _ o TUV Rheinland LGA Products GmbH
This certificate can be validated on https://www.certipedia.com Ti”ystraBe 2 ) 90431 N[]rnberg ) Germany

(( pAKLs /A TOVRheinland®

Deutsche
Akkreditierungsstelle

13 D-ZM-14169-01-02 Precisely ng ht.

® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.



Certificate

Quality Management System
EN ISO 13485:2016

Registration No.:
Certificate Holder:

SX 2158445-1

OLYMPUS MEDICAL SYSTEMS CORP.
2951 Ishikawa-cho

Hachioji-shi, Tokyo

192-8507 Japan

The scope of certification also covers the following sites:

No.

/01

102

/03

/04

Facility

c/o OLYMPUS MEDICAL
SYSTEMS CORP.
Ishikawa Facility

2951 Ishikawa-cho,
Hachioji-shi, Tokyo
192-8507 Japan

c/o OLYMPUS MEDICAL
SYSTEMS CORP.

Utsuki Facility

2-3, Kuboyama-cho,
Hachioji-shi, Tokyo
192-8512 Japan

c/o OLYMPUS MEDICAL
SYSTEMS CORP.
Tatsuno Facility

6789 Inatomi, Tatsuno-
machi, Kamiina-gun, Nagano
399-0428 Japan

c/o Olympus Medical
Systems Corp.
Hinode Facility

34-3 Hirai, Hinode-
machi

Nishitama-gun, Tokyo
190-0182 Japan

Report No.:

Effective date:

Expiry date:

Issue date:

This certificate can be validated on https://www.certipedia.com

2/3

Scope

Design and Development, Service, Administration, Quality Assurance,
Regulatory Affairs

Design and Development of Endoscopes, Light Sources, Imaging Processors

Design and Development of Endoscopes

Design and Development and Quality Assurance of Endoscopes,
Endotherapy devices, Imaging Processors, Endoscopic Regulation/Control
Units, Camera Heads, Capsule Endoscopy Systems, Ultrasound Diagnostic
Imaging Systems, Surgical Microscope, Water Container, Water Supply
Tube, Water Feeding valve and Foot Switch for Endoscopes and Sterile Non
Active Instrument used in conjunction with Endoscopes, and Sterile Non
Active Devices used in conjunction with Medical Ultrasound Diagnostic
Imaging Systems, IT Products used in conjunction with Medical Endoscopy
Systems

150293386-301

2024-07-27
2027-07-26
2024-07-04
———

Atsushi Kato
TUV Rheinland LGA Products GmbH
TillystrafRe 2 - 90431 Nurnberg - Germany

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

TUVRheinland®
Precisely Right.



Certificate

Quality Management System
EN ISO 13485:2016

Registration No.:
Certificate Holder:

SX 2158445-1

OLYMPUS MEDICAL SYSTEMS CORP.
2951 Ishikawa-cho

Hachioji-shi, Tokyo

192-8507 Japan

The scope of certification also covers the following sites:

/05

/06

107

c¢/o OLYMPUS MEDICAL
SYSTEMS CORP.
Shirakawa Facility

3-1 Okamiyama, Odakura,
Nishigo-mura,
Nishishirakawa-gun,
Fukushima

961-8061 Japan

c/o OLYMPUS MEDICAL
SYSTEMS CORP.

Aizu Facility

3-1-1 Niiderakita,
Aizuwakamatsu-shi,
Fukushima

965-8520 Japan

c/o OLYMPUS MEDICAL
SYSTEMS CORP.
Aomori Facility

2-248-1 Okkonoki,
Kuroishi-shi, Aomori
036-0357 Japan

Report No.:

Effective date:

Expiry date:

Issue date:

This certificate can be validated on https://www.certipedia.com

3/3

Design and Development and Quality Assurance of Light Sources, Imaging
Processors, Endoscope Position Detecting Units, Electrothermal Cautery
Units, Integrated Endosurgery Systems, Endoscopic Regulation/Control
Units, Camera Heads/Pumps/Monitors/Recorders for Endoscopy,
Electrosurgical Equipment, Laparoscopic Insufflators, Ultrasound Diagnostic
Imaging Systems, Ultrasound Surgical Equipment and Endoscopes, Probes
and Transducers for Ultrasonic Lithotriptors, Ultrasonic Lithotriptors, Capsule
Endoscopes, Printed wiring boards for medical devices

Design and Development and Quality Assurance of Medical Endoscopes and
Disinfecting Units, Probe for Endoscope Position Detecting Units

Design and Development and Quality Assurance of Endotherapy devices,
Ultrasound Surgical Equipment, Sterile Non Active Instruments used in
conjunction with Endoscopes and Ultrasound Imaging Systems, and Sterile
Endotherapy Devices used in conjunction with Endoscopes

150293386-301
2024-07-27
2027-07-26
2024-07-04

L
7 ==t
Atsushi Kato
TUV Rheinland LGA Products GmbH
TillystrafRe 2 - 90431 Nurnberg - Germany

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

TUVRheinland®
Precisely Right.



Traducere din limba engleza
Certificat

Sistemul de management al calitatii
EN 1SO 13485:2016

Nr. Tnregistrare: SX 2158445-1
Organizatie: OLYMPUS MEDICAL SYSTEMS CORP.
2951 Ishikawa-cho
Hachioji-shi, Tokyo
192-8507 Japonia
Domeniu de aplicabilitate : Proiectare si dezvoltare, productie, distributie, service, asigurarea calitatii,
aspecte reglementare pentru endoscoape, echipamente endoterapie, surse de lumina,
procesoare de imagine, unitafi de detectare a pozitiei endoscopului, unitdti de cauterizare
electrotermica, sisteme endochirurgicale integrate, unitati de control/reglare endoscopice,
capete - camera/pompe/sisteme  monitorizare/sisteme Tnregistrare pentru  endoscopie,
echipamente electrochirurgicale, endoscoape capsula si sisteme, insuflatoare laparoscopice,
sisteme de imagistica pentru diagnostic ecografic, unitati dezinfectare, echipamente
chirurgicale cu ultrasunete, sonde si traductoare pentru litotriptoare ultrasonice, instrumente
sterile inactive utilizate Tmpreuna cu endoscoape, echipamente sterile pentru endoterapie
utilizate Tmpreuna cu endoscoape, echipamente sterile inactive utilizate Tmpreuna cu sisteme
medicale de imagistica pentru diagnostic ecografic si recipiente apa, tuburi alimentare apa,
supape apa si intrerupatoare de picior pentru pompa, microscop chirurgical.

Organismul de certificare al TUV Rheinland LGA Products GmbH certifica prin prezenta faptul ci
organizatia a implementat si aplica un sistem de management al calitatii pentru dispozitive medicale.
S-a furnizat dovada faptului ca au fost indeplinite cerintele specificate in standardul mentionat mai sus.
Sistemul de management al calitatii este Supus unei supravegheri anuale.

Nr. raport: 150293386-301
Data intrarii Tn vigoare: 27.07.2024

Data expirarii: 26.07.2027

Data emiterii: 04.07.2024

Inlocuieste certificatul SX 2158445-1 emis la 29.02.2024

Certificatul poate  fi validat pe Atsushi Kato
https://www.certipedia.com Semnatura indescifrabila
TUV Rheinland LGA Products GmbH)

TillystraRe 2 — 90431 Nuernberg — Germania

(oA /A TOVRheinland®

Akkreditierungsstelle

D-ZM-14169-01-02 Precisely nght

" ROMANIA
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Certificat

Sistemul de management al calitatii
EN 1SO 13485:2016
Nr. Tnregistrare: SX 2158445-1
Organizatie:
2951 Ishikawa-cho
Hachioji-shi, Tokyo
192-8507 Japonia

OLYMPUS MEDICAL SYSTEMS CORP.

Domeniul de aplicabilitate al certificarii acopera de asemenea urmatoarele locatii:

Nr. | Unitate Domeniu de aplicabilitate
/01 c/o OLYMPUS MEDICAL Proiectare si dezvoltare, service, administrare, asigurarea calitatii,
SYSTEMS CORP. aspecte reglementare
Unitatea Ishikawa
2951 Ishikawa-cho,
Hachioji-shi, Tokyo
192-8507 Japonia
/02 | c/o OLYMPUS MEDICAL Proiectarea si dezvoltarea endoscoapelor, surselor de lumina,
SYSTEMS CORP. procesoarelor de imagini
Unitatea Utsuki
2-3, Kuboyama-cho,
Hachioji-shi, Tokyo
192-8512 Japonia
/03. | c/o OLYMPUS MEDICAL Proiectarea si dezvoltarea endoscoapelor
SYSTEMS CORP.
Unitatea Tatsuno
6789 Inatomi, Tatsuno-machi,
Kamiina-gun, Nagano
399-0428 Japonia
/04 | c/o Olympus Medical Systems Proiectarea si dezvoltarea si asigurarea calitdtii endoscoapelor,
Corp. dispozitivelor endoterapeutice, procesoarelor de imagini, unitati
Unitatea Hinode de reglare/control endoscopic, capete de camera, sisteme de
34-3 Hirai, Hinode-machi endoscopie cu capsula, sisteme de imagistica pentru diagnosticare
Nishitama-gun, Tokyo cu ultrasunete, microscop chirurgical, recipient cu apa, tub de
190-0182 Japonia alimentare cu apa, supapa de alimentare cu apa si comutator de
picior pentru endoscoape si instrument steril inactiv utilizat
impreund cu endoscoape si dispozitive sterile inactive utilizate in
combinatie cu sisteme medicale de diagnosticare cu ultrasunete,
produse IT utilizate impreuna cu sisteme medicale de endoscopie
Nr. raport: 150293386-301

Data intrarii in vigoare: 27.07.2024

Data expirarii:
Data emiterii:

Certificatul poate  fi

26.07.2027
04.07.2024

https://www.certipedia.com

2/3
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Certificat

Sistemul de management al calitatii
EN 1SO 13485:2016

Nr. Tnregistrare:
Organizatie:

SX 2158445-1

OLYMPUS MEDICAL SYSTEMS CORP.

2951 Ishikawa-cho
Hachioji-shi, Tokyo

192-8507 Japonia

Domeniul de aplicabilitate al certificérii acoperd de asemenea urmétoarele locatii:

Nr. | Centru de productie Domeniu de aplicabilitate
05/ | c/o OLYMPUS MEDICAL Proiectarea si dezvoltarea si asigurarea calitatii surselor de lumina,
SYSTEMS CORP. procesoarelor de imagini, unitatilor de detectare a pozitiei
Unitatea Shirakawa endoscopului, unitati de cauterizare electrotermica, sisteme
3-1 Okamiyama, Odakura, integrate de endochirurgie, unitati de reglare/control endoscopice,
Nishigo-mura, capete de camera/pompe/monitoare/aparate de nregistrat pentru
Nishishirakawa-gun, endoscopie,  echipamente  electrochirurgicale, insuflatoare
Fukushima laparoscopice, sisteme de diagnosticare imagistica cu ultrasunete,
961-8061 Japonia echipamente chirurgicale cu ultrasunete si endoscoape, sonde si
traductoare pentru litotriptoare cu ultrasunete, litotriptoare cu
ultrasunete, endoscoape cu capsule, circuite imprimate pentru
dispozitive medicale
/06. | c/o OLYMPUS MEDICAL Proiectarea si dezvoltarea si asigurarea calititii endoscoapelor
SYSTEMS CORP. medicale si a unitatilor de dezinfectare, sonda pentru unitatile de
Ishikawa Office detectare a pozitiei endoscopului
Aizu Facility
3-1-1 Niiderakita
Aizuwakamatsu-shi, Fukushima
965-8520 Japonia
/07 | c/o OLYMPUS MEDICAL Proiectarea si dezvoltarea si asigurarea calitdtii dispozitivelor de
SYSTEMS CORP. endoterapie, echipamentelor  chirurgicale cu ultrasunete,
Ishikawa Office instrumentelor sterile inactive utilizate impreuna cu endoscoape si
Aomori Facility sisteme de imagistica cu ultrasunete si dispozitive sterile de
i | 2-248-1 Okkonoki endoterapie utilizate impreuna cu endoscoape
Kuroishi-shi, Aomori
036-0357 Japonia
Nr. raport: 150293386-301

Data intrarii in vigoare: 27.07.2024

Data expirarii: 26.07.2027
Data emiterii: 04.07.2024
Certificatul poate  fi validat

https://www.certipedia.com

3/3

(( > Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

pe Atsushi Kato
Semndtura indescifrabila

TUV Rheinland LGA Products GmbH)

TillystraBe 2 — 90431 Nuernberg — Germania

A
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https://www.certipedia.com/

Certificate TOVRheinland

Certificate No.: MD 1845129-1-1

Manufacturer: Olympus Winter & Ibe GmbH

Kuehnstr. 61
22045 Hamburg

Germany
REPs Facility ID: F001098
Certification criteria: ISO 13485:2016

Australia Therapeutic Goods (Medical Devices) Regulations, 2002,
Schedule 3 Part 1 (excluding Part 1.6) — Full Quality Assurance
Procedure

Brazil RDC ANVISA n. 665/2022, RDC ANVISA n. 551/2021,
RDC ANVISA n. 67/2009

Canada Medical Devices Regulations — Part 1 — SOR 98/282

Japan MHLW Ministerial Ordinance 169, Article 4 to Article 68,
PMD Act

United States 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 —
Subparts Ato D

TUV Rheinland of North America, Inc., an MDSAP recognized Auditing Organization, certifies that the
quality management system of the Manufacturer has been audited against and found to conform the
Certification criteria for the Scope contained in this certificate. The quality management system is
subject to annual surveillance audit(s).

Project No.: 1156361-140
Issue Date: 2024-07-10
Effective Date: 2024-07-12
Expiry Date: 2027-07-11

Dovvete  btedyom i

MD% Certification officer: Dipl.-Ing. (FH) D. Wiedemuth

TUV Rheinland of North America, Inc.

The validity of the certificate can be verified on https://www.certipedia.com
or calling 1-888-743-4652.

P 10f6 TUV Rheinland of North America, Inc., 400 Beaver Brook Road, Boxborough, MA 01719, USA
age 1L o Tel: (925) 249-9123, Fax: (925) 249-9124

10/020h 04.08®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval


https://www.certipedia.com/quality_marks/CERTIPEDIA_ID?locale=en

Certificate

Certificate No.:
Manufacturer:

Scope:

MEDICAL DEVICE SINGLE AUDIT PROGRAM

- ®
TUVRheinland

MD 1845129-1-1

Olympus Winter & Ibe GmbH

Kuehnstr. 61
22045 Hamburg
Germany

Design and development, manufacture, distribution, and service of
medical endoscopy, diagnostic, surgical, and treatment systems

Products included:
- Telescopes, Videoscopes and Fiberscopes
- Electrosurgical Instruments
- Electrosurgical Forceps
- Electrosurgical Hand Pieces
- Electrosurgical Units
- Electrosurgical Cables and Adapters, Active Cords
- Electrosurgical Electrodes
- Peristaltic Pump Units
- Peristaltic Tubing Sets
- Invasive Access devices
(which would encompass obturators, sheaths, trocars, bridges and
irrigation ports)
- Endoscopy Instruments
(which would encompass cannulas, injection needles, balloon
dilators, adaptors, tubes and non-active instruments)
- Intra bronchial valve systems
(Spiration® Valve System)
- Working Elements and Inserts
- Bladder Syringes
- Washer-Disinfectors
- Adaptors for Washer-Disinfectors
- Fluid Management Systems used in Endoscopy
- Light Sources
- LG-Cables
- Sterile Caps

The validity of the certificate can be verified on https://www.certipedia.com

or calling 1-888-743-4652.

Page 2 of 6

TUV Rheinland of North America, Inc., 400 Beaver Brook Road, Boxborough, MA 01719, USA
Tel: (925) 249-9123, Fax: (925) 249-9124

10/020h  04.08® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires

prior approval



https://www.certipedia.com/quality_marks/CERTIPEDIA_ID?locale=en

Certificate

Certificate No.:

Manufacturer:

MD 1845129-1-1

- ®
TUVRheinland

Olympus Winter & Ibe GmbH

Kuehnstr. 61
22045 Hamburg
Germany

The scope of certification also covers the following sites:

No.

/01

/02

/03

/04

Location

Olympus Winter & Ibe GmbH
Kuehnstr. 61

22045 Hamburg

Germany

REPs Facility ID: F0O01098

Olympus Winter & Ibe GmbH

Building 01, 02, 03, 04, 05, 06, 07, 10

Kuehnstr. 61
22045 Hamburg
Germany

REPs Facility ID: FO01098

Olympus Winter & Ibe GmbH
Building HA, HB, HD
Kuehnstr. 71

22045 Hamburg

Germany

REPs Facility ID: F001098

Olympus Winter & Ibe GmbH
Building 11
Albert-Schweitzer-Ring 16
22045 Hamburg

Germany

REPs Facility ID: F001098

MEDICAL DEVICE SINGLE AUDIT PROGRAM

Scope

Design and development, manufacture,
distribution, and service of medical
endoscopy, diagnostic, surgical, and
treatment systems

Manufacture and service

Administration

Administration

The validity of the certificate can be verified on https://www.certipedia.com
or calling 1-888-743-4652.

Page 3 of 6

TUV Rheinland of North America, Inc., 400 Beaver Brook Road, Boxborough, MA 01719, USA

Tel: (925) 249-9123, Fax: (925) 249-9124

10/020h 04.08®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval



https://www.certipedia.com/quality_marks/CERTIPEDIA_ID?locale=en

Certificate

Certificate No.:

Manufacturer:

MD 1845129-1-1

- ®
TUVRheinland

Olympus Winter & Ibe GmbH

Kuehnstr. 61
22045 Hamburg
Germany

The scope of certification also covers the following sites:

No.

/05

/06

107

/08

Location

Olympus Winter & Ibe GmbH
Building HK

Kuehnstr. 65

22045 Hamburg

Germany

REPs Facility ID: FO01098

Olympus Winter & Ibe GmbH
Building 20
Albert-Schweitzer-Ring 9-11
22045 Hamburg

Germany

REPs Facility ID: F001098

Olympus Winter & Ibe GmbH
Building 22

Rahlau 38

22045 Hamburg

Germany

REPs Facility ID: F001098

Olympus Winter & Ibe GmbH
Building H4
Albert-Schweitzer-Ring 22
22045 Hamburg

Germany

REPs Facility ID: F001098

MEDICAL DEVICE SINGLE AUDIT PROGRAM

Scope

Design and development

Design and development, manufacture

Design and development, manufacture

Administration

The validity of the certificate can be verified on https://www.certipedia.com
or calling 1-888-743-4652.

Page 4 of 6

TUV Rheinland of North America, Inc., 400 Beaver Brook Road, Boxborough, MA 01719, USA

Tel: (925) 249-9123, Fax: (925) 249-9124

10/020h 04.08®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval
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Certificate

Certificate No.:

Manufacturer:

MD 1845129-1-1

- ®
TUVRheinland

Olympus Winter & Ibe GmbH

Kuehnstr. 61
22045 Hamburg
Germany

The scope of certification also covers the following sites:

No.

/09

/10

/11

112

Location

Olympus Winter & Ibe GmbH
Building 21

Rahlau 40

22045 Hamburg

Germany

REPs Facility ID: FO01098

Olympus Winter & Ibe GmbH
Building 30
Albert-Schweitzer-Ring 24-26
22045 Hamburg

Germany

REPs Facility ID: F001098

Olympus Winter & Ibe GmbH
Building 09
Albert-Schweitzer-Ring 14
22045 Hamburg

Germany

REPs Facility ID: F001098

Olympus Winter & Ibe GmbH
Building H5
Albert-Schweitzer-Ring 23
22045 Hamburg

Germany

REPs Facility ID: F001098

MEDICAL DEVICE SINGLE AUDIT PROGRAM

Scope

Warehouse

Manufacture and service

Administration

Administration

The validity of the certificate can be verified on https://www.certipedia.com
or calling 1-888-743-4652.

Page 5 of 6

TUV Rheinland of North America, Inc., 400 Beaver Brook Road, Boxborough, MA 01719, USA

Tel: (925) 249-9123, Fax: (925) 249-9124

10/020h 04.08®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval
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Certificate TOVRheinland

Certificate No.: MD 1845129-1-1

Manufacturer: Olympus Winter & Ibe GmbH

Kuehnstr. 61
22045 Hamburg
Germany

The scope of certification also covers the following sites:

No. Location Scope
/13 Olympus Winter & Ibe GmbH Service
Building 31

Albert-Schweitzer-Ring 35
22045 Hamburg
Germany

REPs Facility ID: FO01098

114 Olympus Winter & Ibe GmbH Design and development, manufacture
Rheinstr. 8
14513 Teltow
Germany

REPs Facility ID: F002022

MEDICAL DEVICE SINGLE AUDIT PROGRAM

The validity of the certificate can be verified on https://www.certipedia.com
or calling 1-888-743-4652.

P 6 of 6 TUV Rheinland of North America, Inc., 400 Beaver Brook Road, Boxborough, MA 01719, USA
age oo Tel: (925) 249-9123, Fax: (925) 249-9124

10/020h 04.08®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval
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Certificat

Nr. certificat:
Producator:

Cod unitate REPs:

Criterii de certificare:

. ®
TUVRheinland

MD 1845129-1-1
Olympus Winter & Ibe GmbH

Kuehnstr. 61
22045 Hamburg
Germania

F001098

ISO 13485:2016

Regulamentul australian pentru produse terapeutice (dispozitive
medicale), 2002, Anexa 3 Partea 1 (excluzdnd Partea 1.6) —
Procedura de asigurare completa a calitatii

Brazilia RDC ANVISA nr. 665/2022, DRC ANVISA nr. 551/2021, DRC
ANVISA nr. 67/2009

Reglementarile privind dispozitivele medicale din Canada — Partea 1 —
SOR 98/282 Japonia

Ordonanta ministeriala MHLW 169, de la Articolul 4 pana la Articolul
68, Legea PMD

Statele Unite ale Americii 21 CFR 820, 21 CFR 803, 21 CFR 806, 21
CFR 807 — Subpartile de la A la D

TUV Rheinland of North America, Inc., o organizatie de audit recunoscuta de MDSAP, certifica ca
sistemul de management al calitatii Producatorului a fost auditat si s-a constatat ca este conform cu
criteriile de certificare pentru domeniul de aplicare continut in acest certificat. Sistemul de
management al calitatii este supus auditului/auditurilor anuale de supraveghere.

Nr. proiect:
Data emiterii:
Data intrarii in vigoare:

Data expirarii:

MEDICAL DEVICE SINGLE AUDIT PROGRAM

Valabilitatea certificatului poate fi verificata pe: https://www.certipedia.com

sau sunand la 1-888-743-4652.

Pagina 1 din 6

1156361-140
10.07.2024
12.07.2024
11.07.2027

Semnatura indescifrabila

Ofiter certificare: Dipl.-Ing. (FH) D. Wiedemuth
TUV Rheinland of North America, Inc.

ROMANIA
MINISTERUL JUSTITIE!
MINA FANEA-IVANOVIG)

TUV Rheinland of North America, Inc., 400 Beaver Brook Road “Béktiareuoh, MADARGFSU
Tel: (925) 249158, RéX. (92B) 3%



https://www.certipedia.com/quality_marks/CERTIPEDIA_ID?locale=en

Certificat

Nr. certificat:
Producator:

Scop:

Pagina 2 din 6

. ®
TUVRheinland

MD 1845129-1-1
Olympus Winter & Ibe GmbH

Kuehnstr. 61
22045 Hamburg
Germania

Proiectarea si dezvoltarea, fabricarea, distributia si service-ul pentru
sistemele endoscopice medicale, sistemele de diagnosticare,
chirurgicale si de tratament

Produse incluse:

- Telescoape, videoscoape si fibroscoape

- Instrumente electrochirurgicale

- Pense electrochirurgicale

- Piese de mana electrochirurgicale

- Unitati electrochirurgicale

- Cabluri si adaptoare electrochirurgicale, cabluri active

- Electrozi electrochirurgicali

- Unitati de pompe peristaltice

- Seturi de tuburi peristaltice

- Dispozitive de acces invaziv

(care ar cuprinde obturatoarele, tecile, trocarele, puntile si
porturile de irigare)

- Instrumente de endoscopie

- (care ar cuprinde canule, ace de injectare, dilatatoare cu baloane,
adaptoare, tuburi si instrumente inactive)

- Sisteme de valve intra-bronhiale (Sistem de valve Spiration®)
- Elemente de lucru si insertii

- Seringi pentru vezica urinara

- Masini de spalat-dezinfectat

- Adaptoare pentru masini de spalat-dezinfectat

- Sisteme de management al fluidelor utilizate in Endoscopie

- Surse de lumina

- Cabluri LG

- Capace sterile

MEDICAL DEVICE SINGLE ALDIT PROGRAM

Valabilitatea certificatului poate fi verificata pe: https://www.certipedia.com MINA FANEA- IVANDVIG
sau sunand la 1-888-743-4652.

ROMANIA
MINISTERUL JUSTITIEI

TRADUCATOR AUT! DFN AJ

TUV Rheinland of North America, Inc., 400 Beaver Brook Road%eﬁ&@
Tel: (925) 2494%2“& Nﬂ (%[BQQ /2
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Certificat

Nr. certificat:
Producator:

MD 1845129-1-1
Olympus Winter & Ibe GmbH

Kuehnstr. 61
22045 Hamburg
Germania

Scopul certificarii acopera, de asemenea, urmatoarele locatii:

Nr. Locatie

/01 Olympus Winter & Ibe GmbH

Kuehnstr. 61
22045 Hamburg
Germania

Scop

. ®
TUVRheinland

Proiectarea si dezvoltarea, fabricarea,

distributia si service-ul sistemelor
endoscopice medicale, sistemelor de
diagnosticare, chirurgicale si de tratament

Cod unitate REPs: FO01098

/02 ~  Olympus Winter & Ibe GmbH

Building 01, 02, 03, 04, 05, 06, 07, 10

Kuehnstr. 61
22045 Hamburg
Germania

Cod unitate REPs: F001098

/03 Olympus Winter & Ibe GmbH

Building HA, HB, HD
Kuehnstr. 71
22045 Hamburg

'~ Germania

Cod unitate REPs: FO01098

/04 Olympus Winter & Ibe GmbH

Building 11

Albert-Schweitzer-Ring 16

22045 Hamburg
Germania

Cod unitate REPs: FO01098

MEDICAL DEVICE SINGLE ALDIT PROGRAM \

Valabilitatea certificatului poate fi verificata pe: https://www.certipedia.com

sau sunand la 1-888-743-4652.

Pagina 3 din 6

TUV Rheinland of North America, Inc., 400 Beaver Brook F

Administrare

Administrare

Fabricare si service

Tel: (

ROMANIA
MINISTERUL JUSTITIEI
MINA FANEA-IVANOVIG
TRADUCATOR AUT! DFH A)
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Certificat

Nr. certificat:
Producator:

MD 1845129-1-1

” ®
TUV Rheinland

Olympus Winter & Ibe GmbH

Kuehnstr. 61
22045 Hamburg
Germania

Scopul certificarii acopera, de asemenea, urmatoarele locatii:

Nr.

/05

/06

107

Locatie

Olympus Winter & Ibe GmbH
Building HK

Kuehnstr. 65

22045 Hamburg

Germania

Cod unitate REPs: F001098

Olympus Winter & Ibe GmbH
Building 20
Albert-Schweitzer-Ring 9-11
22045 Hamburg

Germania

Cod unitate REPs: F001098

Olympus Winter & Ibe GmbH
Building 22

Rahlau 38

22045 Hamburg

'~ Germania

/08

MEDICAL

Cod unitate REPs: F001098

Olympus Winter & Ibe GmbH
Building H4
Albert-Schweitzer-Ring 22
22045 Hamburg

Germania

Cod unitate REPs: FO01098

DEVICE SINGLE AUDIT PROGRAM

Scop

Proiectare si dezvoltare

Proiectare si dezvoltare, fabricare

Proiectare si dezvoltare, manufacture

Administrare

ROMANIA

e i : = i e MINISTERUL JUSTITIEI
Valabilitatea certificatului poate fi verificata pe: https://www.certipedia.com MINA FANEA- IVANOVId

sau sunand la 1-888-743-4652.

TUV Rheinland of North America, Inc., 400 Beaver Brook F

Pagina 4 din 6

TRADUCATOR AUT! DFH AJ

Tel: (
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Certificat

Nr. certificat:
Producator:

MD 1845129-1-1

” ®
TUV Rheinland

Olympus Winter & Ibe GmbH

Kuehnstr. 61
22045 Hamburg
Germania

Scopul certificarii acopera, de asemenea, urmatoarele locatii:

Nr.

/09

/10

/11

Locatie

Olympus Winter & Ibe GmbH
Building 21

Rahlau 40

22045 Hamburg

Germania

Cod unitate REPs: F001098

Olympus Winter & Ibe GmbH
Building 30
Albert-Schweitzer-Ring 24-26
22045 Hamburg

Germania

Cod unitate REPs: F001098

Olympus Winter & Ibe GmbH
Building 09
Albert-Schweitzer-Ring 14
22045 Hamburg

'~ Germania

112

MEDICA

Cod unitate REPs: F001098

Olympus Winter & Ibe GmbH
Building H5
Albert-Schweitzer-Ring 23
22045 Hamburg

Germania

Cod unitate REPs: FO01098

L DEVICE SINGLE ALUDIT PROGRAM

Scop

Depozitare

Fabricare si service

Administrare

Administrare

ROMANIA

e i : = i e MINISTERUL JUSTITIEI
Valabilitatea certificatului poate fi verificata pe: https://www.certipedia.com MINA FANEA- IVANOVId

sau sunand la 1-888-743-4652.

TUV Rheinland of North America, Inc., 400 Beaver Brook F

Pagina 5 din 6

TRADUCATOR AUT! DFH AJ

Tel: (
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Certificat

Nr. certificat:
Producator:

MD 1845129-1-1

Olympus Winter & Ibe GmbH

Kuehnstr. 61
22045 Hamburg
Germania

Scopul certificarii acopera, de asemenea, urmatoarele locatii:

Nr.

/13

114

MEDICAL

Locatie

Olympus Winter & Ibe GmbH
Building 31
Albert-Schweitzer-Ring 35
22045 Hamburg

Germania

Cod unitate REPs: F001098

Olympus Winter & Ibe GmbH
Rheinstr. 8

14513 Teltow

Germania

Cod unitate REPs: F002022

DEVICE SINGLE AUDIT PROGRAM

Scop

Service

. ®
TUV Rheinland

Proiectare si dezvoltare, fabricare

Valabilitatea certificatului poate fi verificata pe: https://www.certipedia.com
sau sunand la 1-888-743-4652.

Pagina 6 d

TUV Rheinland of North America, Inc., 400 Beaver Brook F

in 6

Tel: (

ROMANIA
MINISTERUL JUSTITIEI
MINA FANEA-IVANOVIG
TRADUCATOR AUT! DFH A)
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BUREAU
VERITAS

Certificate

awarded to

Olympus Winter & Ibe GmbH

Kuehnstr. 61
22045 Hamburg, Germany

Bureau Veritas Certification certifies that the Management System of the above
otganisation has been assessed and found to be in accordance
with the requirements of the standards detailed below.

Standard

DIN EN ISO 14001:2015

Scope of application

Development, manufacturing, distribution and service of medical endoscope-,
diagnosis-, surgery-, and therapy systems.

Bureau Veritas Certification

Certification cycle start date: 01. June 2022
Subject to the continual satisfactory operation of the organisation’s Management System,

this certificate expires on: 31. May 2025

Certificate n° : DE012761-1 Date: 31. May 2022
Q/«A&fo\ %»16/( (( DAKLS
Certification Manager (A. Sterl) Akkreditierungsstelle

D-ZM-16024-01-00

Page: 1 of 2

Certification body address: Burean Veritas Certification Germany GmbH, Veritaskai 1, 21079 Hamburg

"To check this certificate validity you may contact Bureau Veritas Certification. Further clarifications regarding the scope of this certificate
and the applicability of the Management Systems requirements may be obtained by consulting the organisation.


Asus1
Draft

Asus1
Draft


VERITAS

Annex to the Certificate N° DE012761-1

awarded to

Olympus Winter & Ibe GmbH

Kuehnstr. 61
22045 Hamburg, Germany

Bureau Veritas Certification has issued this annex to the
Management Certificate of the above mentioned company.

Standard

DIN EN SO 14001:2015

Site Scope of application

Olympus Winter & Ibe GmbH
Kuehnstr. 61

220g9rHlamburg, Gemmany Development, manufacturing, distribution

and service of medical endoscope-, diagnosis-,
surgery-, and therapy systems.

Olympus Winter & Ibe GmbH
Rheinstr. 8
14513 Teltow, Germany

C
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Date: 31. May 2022

Page: 2 of 2 « DAKKS
Deutsche
Certificate n® : DE012761-1 Akkreditierungsstelle

D-ZM-16024-01-00

Valid untl: 31. May 2025

Certiftcation body address: Burean Veritas Certification Germany Guibl, Veeritaskai 1, 21079 Flamburg

“T'o check this certificate validity you may contact Bureau Veritas Certification. Further clarifications regarding the scope of this certificate
and the applicability of the Management Systems requirements may be obtained by consulting the organisation.




Traducere din limba engleza

Bureau Veritas Certification

Certificat
Conferit
Olympus Winter & Ibe GmbH
Kuehnstr. 61
22045 Hamburg, Germania

Bureau Veritas Certification certifica faptul ca Sistemul de management al organizatiei de mai sus a
fost evaluat si s-a constatat cd este in conformitate cu cerinfele standardelor detaliate mai jos.

Standardul

DIN EN I1SO 14001:2015
Domeniul de aplicare

Dezvoltarea, fabricarea, distributia si service-ul sistemelor medicale endoscopice, de diagnosticare,
chirurgicale si terapeutice.

Data inceperii ciclului de certificare: 01 iunie 2022
Facand obiectul operarii continue satisfiacatoare a sistemului de management al organizatiei, acest
certificat expira la data: 31 mai 2025

Nr. certificat: DE012761-1 Data: 31 mai 2022

Semnatura indescifrabila

Director Certificare (A. Sterl) (( DAKkKkS

Deutsche
Akkreditierungsstelle
D-ZM-16024-01-00

Pagina: 1 din 2

Adresa organism de certificare: Bureau Veritas Certification Germany GmbH, Veritaskai 1, 21079
Hamburg

Pentru a verifica valabilitatea acestui certificat, puteti contacta Bureau Veritas Certification. Mai multe
clarificari cu privire la domeniul de aplicare al acestui certificat si aplicabilitatea cerintelor Sistemelor
de management pot fi obtinute prin consultarea organizatiei.

ROMANIA
MINISTERUL JUSTITIE!
MINA FANEA-IVANOVid
TRADUCATOR AUTORIZA;
ENGLEZA * FRANCEZX
AUT. NR. 22089 /

- EYJAE A &

/



Asus1
Draft


Anexid la Certificatul nr. DE012761-1
conferit
Conferit
Olympus Winter & Ibe GmbH
Kuehnstr. 61
22045 Hamburg, Germania

Bureau Veritas Certification a emis aceasta anexa la Certificatul de management al companiei
mentionate mai sus.

Standard

Unitate Domeniul de aplicare

Olympus Winter & Ibe GmbH
Kuehnstr. 61 Dezvoltarea, fabricarea, distributia si service-ul
22045 Hamburg, Germania sistemelor medicale endoscopice, de

Olympus Winter & Ibe GmbH diagnosticare, chirurgicale si terapeutice.
Rheinstr. 8
14513 Teltow, Germania

Data: 31 mai 2022

Pagina: 2 din 2
Certificat nr.: DE012761-1
Valabil pani la: 31 mai 2025 (( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-16024-01-00

Adresa organism de certificare: Bureau Veritas Certification Germany GmbH, Veritaskai 1, 21079
Hamburg

Pentru a verifica valabilitatea acestui certificat, puteti contacta Bureau Veritas Certification. Mai multe
clarificari cu privire la domeniul de aplicare al acestui certificat si aplicabilitatea cerintelor Sistemelor
de management pot fi obtinute prin consultarea organizatiei.

ROMANIA
MINISTERUL JUSTITIEI
MINA FANEA-IVANOVIG
TRADUCATOR AUTORIZA]
ENGLEZA * FRANCEZX
AUT. NR. 22089 /

i

/
45 A




Certificate

. ®
TUVRheinland

Qualiity Management System ‘

EN SO 13485:2016

Registration No.:

Organization:

Scope:

SX 1627783-1

Olympus Europa SE & Co. KG
Wendenstr. 20

20097 Hamburg

Gemmany

Marketing, sales and servicing of optical, opto-digital, electronic and
mechanical systems as well as associated accessories and consumables in

the field of endoscopy

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a

quality management system for medical devices.
Proof has been furnished that the requirements specified in the abovementioned standard are fulfilled. The quality

management system is subject to yearly surveillance.

Report No.:
Effective date:
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Certificat

Traducere din limba engleza

N ®
TUVRheinland

Sistemul de management al calitatii

EN ISO 13485:2016

Nr. inregistrare:

Organizatie:

Scop:

SX 1627783-1

Olympus Europa SE & Co. KG
‘Wendenstr. 20

20097 Hamburg

Germania

Marketing-ul, véanzarile si service-ul pentru sistemele optice, opto-digitale,
electronice §i mecanice, precum si accesoriile i consumabilele asociate din domeniul
endoscopiei

Organismul de certificare al TUV Rheinland LGA Products GmbH certificd prin prezenta faptul ci
organizatia a implementat si aplica un sistem de management al calitétii pentru dispozitive medicale.

S-a furnizat dovada faptului ca au fost Tndeplinite cerintele specificate in standardul mentionat mai sus.
Sistemul de management al calitatii este Supus unei supravegheri anuale.

Nr. raport: 1126841-150
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Certificate JP19/071613.00

The management system of S

Olympus Group

Olympus Corporation  Ishikawa Facility 2951 Ishikawa-machi, Hachioji-shi, Tokyo Japan

has been assessed and certified as meeting the requirements of

ISO 14001:2015

For the following activities

Medical business: Design, development, manufacture, and incidental services (repair, maintenance and customer training)
for gastrointestinal endoscopes, surgical endoscopes, endoscopic instruments, ultrasonic endoscopes and accessories
Biomaterials business: Design, development and manufacture of artificial bone and accessories

This certificate is valid from 19 August 2023 until 19 August 2026 and remains valid subject to satisfactory surveillance audits.

Issue 8. Certified since 16 December 2019
Multiple certificates have been issued for this scope, the main certificate is numbered JP19/071613.00
Certified activities performed by additional sites are listed on subsequent pages.

Organization certified since 15 February 1998 and first certified by SGS on 16 December 2019.

Dooken .ol

Authorised by
Jonathan Hat
Global Head - Certification Services

SGS United Kingdom Ltd
Rossmore Business Park, Ellesmere Port, Cheshire, CH65 3EN, UK
t+44 (0)151 350-6666 - www.sgs.com
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This document is an authentc electronic certificate for Client business purpases use only. Printed version of Ihe electronic certificate are permitied and wit be considered as acopy. TCts
This document is Issued by the Company subject b SGS General Conditions of certification services available on Tenms and Conditions | SGS. Atiention ks drawn b the limitation ot
liabifty, indemnification and jurisdicional clauses contained therein. This document is copyright protected and any unauthorized alleration, forgery or faksifcation of the conlent or
appearance of this document is unlawhul.
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Certificate JP19/071613.00, continued

Olympus Group —

ISO 14001:2015

Issue 8

Sites

Olympus Corporation
Ishikawa Facility
2951 Ishikawa-machi, Hachioji-shi, Tokyo Japan

Promotion of environmental management in Olympus Group
Research, development, related engineering supports and marketing of medical endoscopy systems and related products

Olympus Medical Systems Corporation
Ishikawa Facility
2951 Ishikawa-machi, Hachioji-shi, Tokyo Japan

Research, development, related engineering supports and marketing of medical endoscopy systems and related products

Olympus Corporation
Utsugi Facility
2-3 Kuboyama-cho, Hachioji-shi, Tokyo Japan

Research, development and related engineering supports of medical endoscopy systems and related products

Olympus Medical Systems Corporation
Utsugi Facility
2-3 Kuboyama-cho, Hachioji-shi, Tokyo Japan

Research, development and related engineering supports of medical endoscopy systems and related products
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This document is an authentc electronic certificate for Client’ business purposes use only. Printed version of the electronic certificate are parmitied and will be considered as acopy. &8 '

This document is issued by the Company subject o SGS General Condiions of certification services available on Terms and Conditians | SGS. Attention is drawn b the §mitation o
liabilty, indemnlfication and jurisdiciional clauses contained therein. This document is copyright protected and any unautharized alleration, forgery or fakslification of the conlent or
appearance of this document is unlawiul.
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Certificate JP19/071613.00, continued

Olympus Group -

1SO 14001:2015

Olympus Corporation
Nagano Facility Tatsuno
6666 Inatomi, Ooaza, Tatsuno-machi, Kamiina-gun, Nagano-ken Japan

Design, development, manufacture and repair of medical devices

Nagano Olympus Co., Ltd.
Main Office
6666 Inatomi, Ooaza, Tatsuno-machi, Kamiina-gun, Nagano-ken Japan

Design, development, manufacture and repair of medical devices

Olympus Medical systems Corporation
Nagano Facility Tatsuno
6666 Inatomi, Ooaza, Tatsuno-machi, Kamiina-gun, Nagano-ken Japan

Technology development for distal end of endoscope

Olympus Corporation
Nagano Facility Ina-site
5128 Nishi-machi, Ina-shi, Nagano-ken Japan

Management of medical endoscopes parts accepted to be repaired

Nagano Olympus Co., Ltd.
Ina Office
5128 Nishi-machi, Ina-shi, Nagano-ken Japan

Repair and inspection of medical endoscopes
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This document is an autentc electronic certificale for Client’ business purpases use only. Printed version of the electronic certificate are permitied and will be considered as a copy. “
This document is issued by the Company subject bo SGS General Conditions of certification services available on Terms and Conditions | SGS. Attention i drawn b the imitatian of % M

liabikty, indemnification and jurisdiconal clauses contained therein. This document is capyright protected and any unautharized alisration, forgery or faksification of the content or
appearance of this document is unlawiul.
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Certificate JP19/071613.00, continued

Olympus Group —

ISO 14001:2015

Shirakawa Olympus Co., Ltd
3-1 Okamiyama, Odakura, Nishigou-mura, Nishi-Shirakawa-gun, Fukushima-ken Japan

Design and development, manufacture and servicing of medical endoscopy systems and related products; Contracted
manufacture of printed circuit board units
Shirakawa Olympus Co., Ltd

Repair Department
3-1 Okamiyama, Odakura, Nishigou-mura, Nishi-Shirakawa-gun, Fukushima-ken Japan

Repairof medical endoscopy systems and related products
Inspection for demo/loaners of medical endoscopy systems and related products

Olympus Corporation
CPC Shirakawa
3-1 Okamiyama, Odakura, Nishigou-mura, Nishi-Shirakawa-gun, Fukushima-ken Japan

Procurement, quality control, logistics of parts used in products and repair
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Certificate JP19/071613.00, continued

Olympus Group

ISO 14001:2015

Aizu Olympus Co., Ltd.
Aizu Factory
3-1-1 Niidera-kita, Aizuwakamatsu-shi, Fukushima-ken Japan

Design and manufacture of medical endoscopy systems and related products

Aizu Olympus Co., Ltd.
Kita Aizu Factory
1-95 Mamiyashinmachikita, Aizuwakamatsu-shi, Fukushima-ken Japan

Design and manufacture of medical endoscopy systems and related products

Olympus Corporation
Procurement : Aizu
3-1-1 Niidera-kita, Aizuwakamatsu-shi, Fukushima-ken Japan

Production startup management and quality control of new parts used in medical endoscopy systems
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This document is an autentic electronic certificate for Clien!’ business purpases use only. Printed version of the electronic certificate are permitied and will be considered as a copy. =

This document s lssued by the Company subject o SGS General Conditions of cerfication services available on Tenms and Conditions | SGS. Ateention is drawn 1o the imitation of
liabikty, indemnification and jurisdictional clauses contained thesein, This document & copyright protected and any unautharized alteration, forgery or falsification of the content or 5
appearance of this document is unlawful.
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Certificate JP19/071613.00, continued

Olympus Group —

ISO 14001:2015

Aomori-Olympus Corporation
Aomori-plant
2-248-1 Okkonoki, Kuroishi-shi, Aomori-ken Japan

Design, development and manufacture of medical endoscopy systems related products

Olympus Corporation
Procurement : Aomori
2-248-1 Okkonoki, Kuroishi-shi, Aomori-ken Japan

Production startup management and quality control of new parts used in medical endoscopy systems related products

Aomori-Olympus Corporation
Hirosaki-Operation
1-1-5 Ohgi-machi, Hirosaki-shi, Aomori-ken Japan

Logistics of medical endoscopy systems related products

Olympus Corporation
Procurement : Hirosaki
1-1-5 Ohgi-machi, Hirosaki-shi, Aomori-ken Japan

Procurement, quality control, logistics of production parts used in medical endoscopy systems related products
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Certificate JP19/071613.00, continued

Olympus Group -

I1SO 14001:2015

Olympus Medical Systems Corporation
Hinode Plant
34-3 Hirai, Hinode-machi, Nishitama-gun, Tokyo Japan

Manufacture, design and development of production technology of medical endoscopy systems and related products
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Certificate JP19/071613.00, continued

Olympus Group

ISO 14001:2015

Olympus Terumo-Bio Material corporation
Mishima-plant
454-1 Higashino, Nagaizumi-cho, Suntou-gun, Shizuoka-ken Japan

Manufacture, design and development of biomaterials

Olympus Terumo-Bio Material corporation
R&D Center
1002-1 Shimonagakubo, Nagaizumi-cho, Suntou-gun, Shizuoka-ken Japan

Design and development of biomaterials
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Certificate JP19/071613.00, continued

Olympus Group

ISO 14001:2015

Olympus Vietnam Co., Ltd.
Vietnam Plant
8 Street, Long Thanh Industrial Zone, Tam An Commune, Long Thanh District, Dong Nai Province, Vietnam

Manufacture of Accessories for Medical Endoscopy and Medical Parts
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Certificate JP19/071613.00, continued

Olympus Group — B

ISO 14001:2015

OLYMPUS Trading (ShangHai) Co.,Ltd.
GuangZhou Branch
No. 3 Panshan Building, No.537 Northern Panyu Avenue, Panyu District, Guangzhou, 511400 Guangdong Province, China

Manufacture of Loading Equipment for Medical Use, Repair of Endoscopes and Peripherals for Medical Use

Olympus Trading (Shanghai) Limited
Head-office
Unit E, F, G,3F, & Unit B, 1F 185 Taigu Rd., Pilot F.T.Z., Shanghai 200131, China

Logistics, import and export trading and service of medical equipment

Olympus Trading (Shanghai) Limited
Warehouse
Part AB, 2nd Floor, Building B, No. 5-6, Lane 251, Shendong Road, Pudong New District, Shanghai, China

Logistics of medical equipment

Olympus Trading (Shanghai) Limited
Jingiao Branch
1F zone A, 2F 4F zone A, 5-8F, Building 3, No.778, Jinji Road, Pudong New Area, Shanghai, China

Repair of medical equipment

U S
MANAGEMENT
SYSTEMS

0005

appearame of this document is unkawful.
Page 10 /10




COPIE
Certificat JP19/071613.00

Sistemul de management al

Grupul Olympus

Traducere din limba engleza

Olympus Corporation Unitatea Ishikawa Facility 2951 Ishikawa-machi, Hachioji-shi, Tokyo Japonia
a fost evaluata si certificata ca indeplinind cerintele
1SO 14001:2015

Pentru urmitoarele activitati

Domeniul medical: Proiectarea, dezvoltarea, productia si serviciile ocazionale (reparatiile, intretinerea
si instruirea clientilor) pentru endoscoape gastrointestinale, endoscoape chirurgicale, instrumente
endoscopice, endoscoape ecografice si accesorii.

Domeniul biomaterialelor: Proiectarea, dezvoltarea si fabricarea oaselor artificiale si accesoriilor

Prezentul certificat este valabil incepand cu data de 19 august 2023 pana la data de 19 august 2026 si
ramane valabil sub rezerva unor audituri de supraveghere satisfacatoare.

Versiunea 8. Certificat din 16 decembrie 2019
Au fost emise mai multe certificate Tn acest scop, certificatul principal avand numarul JP19/071613.00
Activititile certificate efectuate de unitati suplimentare sunt enumerate in paginile urmatoare.

Organizatie certificatd din 15 februarie 1998 si certificatd pentru prima data de SGS pe 16 decembrie
2019.

Semnaturd indescifrabila

Autarizat de

Jonathan Hall

Director Global - Servicii de certificare

SGS United Kingdom Ltd
Rossmore Business Park, Ellesmere Port, Cheshire, CH65 3EN, Marea Britanie
T +44 (0)151 350-6666- www.sgs.com
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Prezentul document este un certificat electronic utilizat doar in scopurile activitafii Clientului. Versiunea.tipirita a
certificatului electronic este permisa si va fi consideratd a fi o copie. Prezentul document este emis de (Companie fackadMANIA
obiectul Conditiilor Generale SGS de servicii de certificare disponibile in Termeni si Conditii/SGS. Se atfage MNISJ}EQUEOQJ Q@fquFnE'

clauzelor privind limitarea raspunderii, despagubirilor si de jurisdictie continute aici. Prezentul docu MW%P@AN E A‘EVANU\"
privind drepturile de autor si orice modificare neautorizata, contrafacere sau falsificare a continutului sau asmﬁﬁjéﬂiroﬁ AUTORIZA
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COPIE
Certificat JP19/071613.00, continuare

Sistemul de management al

Grupul Olympus

1SO 14001:2015

Versiunea 8

Unititi

Olympus Corporation
Unitatea Ishikawa
2951 Ishikawa-machi, Hachioji-shi, Tokyo Japonia

Promovarea managementului mediului in Grupul Olympus
Cercetarea, dezvoltarea, suporturi aferente ingineriei si
medicale si produselor aferente

marketing pentru

sistemele endoscopice

Olympus Medical Systems Corporation
Unitatea Ishikawa
2951 Ishikawa-machi, Hachioji-shi, Tokyo Japonia

Cercetarea, dezvoltarea, suporturi aferente ingineriei si
medicale si produselor aferente

marketing pentru

sistemele endoscopice

Olympus Corporation
Unitatea Utsugi
2-3 Kuboyama-cho, Hachioji-shi, Tokyo, Japonia

Cercetarea, dezvoltarea, suporturi aferente ingineriei si
medicale si produselor aferente

marketing pentru

sistemele endoscopice

Olympus Medical Systems Corporation
Unitatea Utsugi
2-3 Kuboyama-cho, Hachioji-shi, Tokyo, Japonia

i

Cercetarea, dezvoltarea, suporturi aferente ingineriei si
medicale si produselor aferente

marketing pentru

sistemele endoscopice
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Prezentul document este un certificat electronic utilizat doar in scopurile activitatii Clientului. Versm-PF_?At@

certificatului electronic este permisa si va fi consideratd a fi o copie. Prezentul document este emis de
obiectul Conditiilor Generale SGS de servicii de certificare disponibile in Termeni si Conditii/SGS. Se at
clauzelor privind limitarea raspunderii, despagubirilor si de jurisdictie continute aici. Prezentul document este_proteja

privind drepturile de autor si orice modificare neautorizata, contrafacere sau falsificare a continutului sau“aspectului aces (

document este ilegala.
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COPIE
Certificat JP19/071613.00, continuare

Sistemul de management al

Grupul Olympus

1SO 14001:2015

Olympus Corporation
Nagano Unitatea Tatsuno
6666 Inatomi, Ooaza, Tatsuno-machi, Kamiina-gun, Nagano-ken, Japonia

Proiectarea, dezvoltarea, fabricarea si repararea dispozitivelor medicale

Nagano Olympus Co., Ltd.
Sediu principal
6666 Inatomi, Ooaza, Tatsuno-machi, Kamiina-gun, Nagano-ken, Japonia

Proiectarea, dezvoltarea, fabricarea si repararea dispozitivelor medicale

Olympus Medical Systems Corporation
Nagano Unitatea Tatsuno
6666 Inatomi, Ooaza, Tatsuno-machi, Kamiina-gun, Nagano-ken, Japonia

Dezvoltarea tehnologiei pentru capatul distal al endoscopului

Olympus Corporation
Nagano Unitatea Ina-site
5128 Nishi-machi, Ina-shi, Nagano-ken Japonia

Managementul pieselor endoscoapelor medicale acceptate pentru reparatii

Nagano Olympus Co., Ltd.
Sediul Ina
5128 Nishi-machi, Ina-shi, Nagano-ken Japonia

Repararea si inspectia endoscoapelor medicale

Prezentul document este un certificat electronic utilizat doar in scopurile activitatii Clientului. Ve
certificatului electronic este permisa si va fi consideratd a fi o copie. Prezentul document este emis de
obiectul Conditiilor Generale SGS de servicii de certificare disponibile in Termeni si Conditii/SGS. Se at
clauzelor privind limitarea raspunderii, despagubirilor si de jurisdictie continute aici. Prezentul docul

ROMANIA
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privind drepturile de autor si orice modificare neautorizata, contrafacere sau falsificare a continutului sau
document este ilegala.
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COPIE
Certificat JP19/071613.00, continuare

Sistemul de management al

Grupul Olympus — o

1SO 14001:2015

Shirakawa Olympus Co., Ltd.
3-1 Okamiyama, Odakura, Nishigou-mura, Nishi-Shirakawa-gun, Fukushima-ken Japonia

Proiectarea si dezvoltarea, fabricarea si intretinerea sistemelor endoscopice medicale si a produselor
aferente; fabricarea contractata a unitatilor de placi de circuite imprimat

Shirakawa Olympus Co., Ltd.
Departamentul Reparatii
3-1 Okamiyama, Odakura, Nishigou-mura, Nishi-Shirakawa-gun, Fukushima-ken Japonia

Repararea sistemelor endoscopice medicale si a produselor aferente
Inspectia pentru demo/produselor inlocuitoare pe perioada reparatiei sistemelor endoscopice medicale
si produselor aferente

Olympus Corporation
CPC Shirakawa
3-1 Okamiyama, Odakura, Nishigou-mura, Nishi-Shirakawa-gun, Fukushima-ken Japonia

Achizitia, controlul calitatii, logistica partilor uzate ale produselor si repararea

ROMANIA

Prezentul document este un certificat electronic utilizat doar in scopurile activitatii Clientului. VersmPF_?AtB harOH AUTORI
certificatului electronic este permisa si va fi consideratd a fi o copie. Prezentul document este emis de|Comy =
obiectul Conditiilor Generale SGS de servicii de certificare disponibile In Termeni si Conditii/SGS. Se atfage atenu'&
clauzelor privind limitarea raspunderii, despagubirilor si de jurisdictie continute aici. Prezentul document esteprof
privind drepturile de autor si orice modificare neautorizata, contrafacere sau falsificare a continutului sau'aspectului aces
document este ilegala.
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COPIE

Sistemul de management al
Grupul Olympus

Certificat JP19/071613.00, continuare
1SO 14001:2015

Aizu Olympus Co., Ltd.
Fabrica Aizu

Aizu Olympus Co., Ltd.
Kita Fabrica Aizu

3-1-1 Niidera-kita, Aizuwakamatsu-shi, Fukushima-ken Japonia
Proiectarea si fabricarea sistemelor endoscopice medicale si a produselor aferente

Olympus Corporation
Achizitii: Aizu

1-95 Mamiyashimachikita, Aizuwakamatsu-shi, Fukushima-ken Japonia

Proiectarea si fabricarea sistemelor endoscopice medicale si a produselor aferente

3-1-1 Niidera-kita, Aizuwakamatsu-shi, Fukushima-ken Japonia

endoscopice medicale

Managementul inceperii productiei si controlul calitatii pentru noile piese utilizate n sistemele

g
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COPIE
Certificat JP19/071613.00, continuare

Sistemul de management al

Grupul Olympus — o

1SO 14001:2015

Aomori-Olympus Corporation
Fabrica Aomori
2-248-1 Okkonoki, Kuroishi-shi, Aomori-ken Japonia

Proiectarea si fabricarea sistemelor endoscopice medicale si a produselor aferente

Olympus Corporation
Achizitii: Aomori
2-248-1 Okkonoki, Kuroishi-shi, Aomori-ken Japonia

Managementul Inceperii productiei si controlul calitatii pentru noile piese utilizate in sistemele
endoscopice medicale

Aomori-Olympus Corporation
Hirosaki-Operare
1-1-5 Ohgi-machi, Hirosaki-shi, Aomori-ken Japonia

Logistica produselor aferente sistemelor endoscopice medicale

Olympus Corporation
Achizitii: Hirosaki
1-1-5 Ohgi-machi, Hirosaki-shi, Aomori-ken Japonia

Achizitia, controlul calitatii, logistica pieselor din productie utilizate in produsele aferente sistemelor
endoscopice medicale

ROMANIA

MINISTERUL JUSTITIE!
. S : o : MINA FANEA-IVANOVI
Prezentul document este un certificat electronic utilizat doar in scopurile activitatii Clientului. Versm}aﬁ?AtB “‘TOR AUTORIZA
certificatului electronic este permisa si va fi consideratd a fi o copie. Prezentul document este emis de|Comy = 74
obiectul Conditiilor Generale SGS de servicii de certificare disponibile In Termeni si Conditii/SGS. Se atfage atenu'& ‘
clauzelor privind limitarea raspunderii, despagubirilor si de jurisdictie continute aici. Prezentul document este_pro
privind drepturile de autor si orice modificare neautorizata, contrafacere sau falsificare a continutului sau“aspectului aces
document este ilegala.

Page 6 of 10
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COPIE
Certificat JP19/071613.00, continuare

Sistemul de management al

Grupul Olympus

1SO 14001:2015

Olympus Medical Systems Corporation
Fabrica Hinode
34-3 Hirai, Hinode-machi, Nishitama-gun, Tokyo Japonia

Fabricarea, proiectarea si dezvoltarea tehnologiei productiei sistemelor endoscopice medicale si a
produselor aferente

ROMANIA
MINISTERUL JUSTITIE!
. S : o : MINA FANEA-IVANOVIC
Prezentul document este un certificat electronic utilizat doar in scopurile activitatii Clientului. Versm}ag?AtB -arOR AUTORIZA
certificatului electronic este permisa si va fi considerata a fi o copie. Prezentul document este emis de{Comy =
obiectul Conditiilor Generale SGS de servicii de certificare disponibile In Termeni si Conditii/SGS. Se atfage atentﬁ
clauzelor privind limitarea raspunderii, despdgubirilor si de jurisdictie continute aici. Prezentul document este_pro
privind drepturile de autor si orice modificare neautorizata, contrafacere sau falsificare a continutului sau“aspectului aces it
document este ilegala.
Page 7 of 10
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COPIE
Certificat JP19/071613.00, continuare

Sistemul de management al

Grupul Olympus ?

1SO 14001:2015

Olympus Terumo-Bio Material Corporation
Fabrica Mishima
454-1 Higashino, Nagaizumi-cho, Suntou-gun, Shizuoka-ken Japonia

Fabricarea, proiectarea si dezvoltarea biomaterialelor

Olympus Terumo-Bio Material Corporation

Centrul R&D
1002-1 Shimonagakubo, Nagaizumi-cho, Suntou-gun, Shizuoka-ken Japonia

Proiectarea si dezvoltarea biomaterialelor

ROMANIA
MINISTERUL JUSTITIE!
. S : o : MINA FANEA-IVANOVIC
Prezentul document este un certificat electronic utilizat doar in scopurile activitatii Clientului. Versmpg?AtB -arOF-] AUTORIZA
certificatului electronic este permisa si va fi considerata a fi o copie. Prezentul document este emis de{Comy =
obiectul Conditiilor Generale SGS de servicii de certificare disponibile In Termeni si Conditii/SGS. Se atfage atenu'&
clauzelor privind limitarea raspunderii, despdgubirilor si de jurisdictie continute aici. Prezentul document este_pro
privind drepturile de autor si orice modificare neautorizata, contrafacere sau falsificare a continutului sau“aspectului aces
document este ilegala.
Page 8 of 10
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COPIE

Certificat JP19/071613.00, continuare
Sistemul de management al

Grupul Olympus

1SO 14001:2015

Olympus Vietnam Co., Ltd.

Fabrica Vietnam
8 Street, Long Thanh Zona Industriala, Comuna Tam An, Districtul Long Thanh, Provincia Dong Nali,

Vietnam

Fabricarea accesoriilor pentru endoscopie medicala si piese medicale

= UKAS . AR ——— o
? Mg & oy ROMANIA

b SGS - CNITIoN ARRANC

MINISTERUL JUSTITIE!
. S : o : MINA FANEA-IVANOVIC
Prezentul document este un certificat electronic utilizat doar in scopurile activitatii Clientului. Versm}ag?AtB -arOR AUTORIZA
certificatului electronic este permisa si va fi considerata a fi o copie. Prezentul document este emis de{Comy =
obiectul Conditiilor Generale SGS de servicii de certificare disponibile In Termeni si Conditii/SGS. Se atfage atentﬁ
clauzelor privind limitarea raspunderii, despagubirilor si de jurisdictie continute aici. Prezentul document e c-p L
privind drepturile de autor si orice modificare neautorizata, contrafacere sau falsificare a continutului sau“aspectului acestt
document este ilegala.
Page 9 of 10
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COPIE
Certificat JP19/071613.00, continuare

Sistemul de management al

Grupul Olympus

1SO 14001:2015

Olympus Trading (ShangHai) Co., Ltd.

Sucursala GuangZhou

Nr. 3 Cladirea Panshan, nr. 537, Atrada Northern Panyu, Districtul Panyu, Guangzhou, 511400,
Provincia Guangdong, China

Fabricarea echipamentelor de incarcare pentru uz medical, repararea endoscoapelor si perifericelor de
uz medical

Olympus Trading (Shanghai) Limited
Sediu social
Unitatea E, F, G, 3F, & Unitatea B, 1F 185 Taigu Rd., Pilot F.T.Z., Shanghai 200131, China

Logistica, comert import si export si service pentru echipamente medicale

Olympus Trading (Shanghai) Limited

Depozit

Partea AB, etaj 2, cladirea B. nr. 5-6, Lane 251, Shendong Road, Pudong New District, Shanghai,
China

Logistica echipamentelor medicale

Olympus Trading (Shanghai) Limited
Sucursala Jinquiao
1F zona A, 2F, 4F zona A, 5-8F, Cladirea 3, nr. 778, Jinji Road, Pudong New Area, Shanghai, China

Repararea echipamentelor medicale

U S
MANAGEMENT
SYSTEMS

ROMANIA

905

Prezentul document este un certificat electronic utilizat doar in scopurile activitatii Clientului. Versm-PF_?At@ harOH AUTORI
certificatului electronic este permisa si va fi consideratd a fi o copie. Prezentul document este emis de|Comy =

obiectul Conditiilor Generale SGS de servicii de certificare disponibile in Termeni si Conditii/SGS. Se atfage atenu'&

clauzelor privind limitarea raspunderii, despagubirilor si de jurisdictie continute aici. Prezentul document este-proteja

privind drepturile de autor si orice modificare neautorizata, contrafacere sau falsificare a continutului sau“aspectului aces
document este ilegala.
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bsi.

EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 737637 R000

A

By Royal Charter

Manufacturer: KeyMed (Medical and Industrial Equipment) Ltd

Address:
KeyMed House
Stock Road
Southend-on-Sea
SS2 5QH

United Kingdom

Single Registration Number: GB-MF-000035162

EU Authorised Representative: Olympus Europa SE & CO. KG
Address:

Wendenstrasse 14-20

Hamburg

20097

Germany

Scope: See attached Device Schedule

On the basis of our examination of the quality system in accordance with Regulation (EU) 2017/745, Annex IX
Chapter I and III, the quality system meets the requirements of the Regulation. For the placing on the market of
Class III devices, and Class IIb implantable devices that are not considered well-established technologies as specified
in Article 52(4) an additional Annex IX Chapter II certificate is required.

For and on behalf of BSI, a Notified Body for the above Regulation (Notified Body Number 2797):

Cm \\u\)swiér

Graeme Tunbridge, Senior Vice President Medical Devices

First Issue Date: 2021-11-29 Starting Validity Date: 2023-06-05
Current Issue Date: 2023-06-05 Expiry Date: 2026-11-28

..making excellence a habit’

Page 1 of 3

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.



bsi.

EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

%) Y

By Royal Charter

MDR 737637 RO00

Device Schedule: Class III and Class IIb devices

Class IIb Intended purpose

Disinfection systems The Olympus Manual Disinfector TD-20 has been designed to
facilitate the cleaning and disinfection of compatible Olympus
endoscopes and their accessories in accordance with their
instructions for use

Device Schedule: Class IIa, Custom-made and other devices

Device(s) Risk Classification

Surgical irrigators Class ITa

Surgical aspirators Class Ila

Tubing accessories Class ITa

Endocuff Vision Class Is
First Issue Date: 2021-11-29 Starting Validity Date: 2023-06-05
Current Issue Date: 2023-06-05 Expiry Date: 2026-11-28

..making excellence a habit”

Page 2 of 3

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

By Royal Charter

MDR 737637 RO00

Certificate History

Date Reference Number Action
2021-11-29 3308074 Issued
2023-04-13 3793914 Supplemented — addition of device categories: Surgical
irrigators, Surgical aspirators, Tubing accessories
Current 30000962 Supplemented — Addition of Endocuff Vision device.
First Issue Date: 2021-11-29 Starting Validity Date: 2023-06-05
Current Issue Date: 2023-06-05 Expiry Date: 2026-11-28

..making excellence a habit”

Page 3 of 3

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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Royal Charter

. : By Roval
Certificat UE pentru Sistem de Management al Calitatii
Regulamentul (UE) 2017/745, anexa IX capitolul I si III

MDR 737637 ROOO

Producator: KeyMed (Echipamente medicale si industriale) Ltd

Adresa:

KeyMed House
Stock Road
Southend-on-Sea
SS2 5QH

Marea Britanie

Numar unic de inregistrare: GB-MF-000035162

Reprezentant autorizat UE: Olympus Europa SE & CO. KG

Adresa:
Wendenstrasse 14-20
Hamburg

20097

Germania

Domeniul de aplicabilitate: Consultati atasamentul Lista dispozitive

Pe baza examinarii noastre a sistemului calitdtii in conformitate cu Regulamentul (UE) 2017/745, Anexa IX Capitolul I
si III, sistemul calitatii indeplineste cerintele Regulamentului. Pentru introducerea pe piata a dispozitivelor din clasa
I1I si a dispozitivelor implantabile din clasa Ilb care nu sunt considerate tehnologii bine stabilite, conform articolului
52(4), este necesar un certificat suplimentar din anexa IX capitolul II.

Pentru si in numele BSI, un organism notificat pentru regulamentul de mai sus (organism notificat numarul 2797):

Q\,._M \\-u\)s\-iég/c

Graeme Tunbridge, Vicepresedinte executiv Dispozitive medicale

Data primei emiteri: 29-11-2021 Data de start a valabilitatii: 05-06-2023
Data emiterii curente: 05-06-2023 Data de expirare: 28-11-2026

..making excellence a habit”
Pagina 1 din 3

Valabilitatea acestui certificat este conditionatéd de mentinerea sistemului de calitate al producatorului conform cerintelor regulamentului, asa cum
este demonstrat prin activitatile de supraveghere necesare ale organismului notificat.
Acest certificat a fost eliberat electronic si este supus conditiilor contractului.

Contact organism notificat: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Tarile de Jos. Tel: + 31 (0)
20 346 07 80

Contact corporatist: BSI Group Assurance Limited, inregistratd in Anglia sub numarul 05435540 la 389 Chiswick High Road, Londra, W4 4AL, MB.
Membra a grupului de companii BSI
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By Royal Charter

Certificat UE pentru Sistem de Management al Calitatii
Regulamentul (UE) 2017/745, anexa IX capitolul I si III

MDR 737637 ROOO

Lista dispozitive: Dispozitive Clasa III si Clasa I 1b

Clasa llb Scopul vizat

Sisteme de dezinfectie Olympus Manual Disinfector TD-20 a fost proiectat pentru a
facilita curdtarea si dezinfectarea endoscoapelor Olympus
compatibile si a accesoriilor acestora, in conformitate cu
instructiunile de utilizare ale acestora.

Lista dispozitive: Clasa I1a, Dispozitive personalizate si alte dispozitive

Dispozitiv(e) Clasa de risc

Irigatoare chirurgicale Clasa lla

Aspiratoare chirurgicale Clasa lla

Accesorii tubulaturi Clasa lla

Endocuff Vision Clasa Is
Data primei emiteri: 29-11-2021 Data de start a valabilitatii: 05-06-2023
Data emiterii curente: 05-06-2023 Data de expirare: 28-11-2026

..making excellence a habit’

Pagina 2 din 3

Valabilitatea acestui certificat este conditionatd de mentinerea sistemului de calitate al producdtorului conform cerintelor regulamentului, asa cum este demonstrat prin
activitdtile de supraveghere necesare ale organismului notificat.

Acest certificat a fost eliberat electronic si este supus conditiilor contractului.

Contact organism notificat: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Tarile de Jos. Tel: + 31 (0) 20 346 07 80
Contact corporatist: BSI Group Assurance Limited, inregistratd in Anglia sub numarul 05435540 la 389 Chiswick High Road, Londra, W4 4AL, MB. Membra a grupului de
companii BSI
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By Royal Charter

Certificat UE pentru Sistem de Management al Calitatii
Regulamentul (UE) 2017/745, anexa IX capitolul I si III

MDR 737637 ROOO

Istoric Certificat
(Referintele la specificatiile comune aplicabile, standardele armonizate respectate si rapoartele relevante de testare si audit care sustin oricare
dintre modificarile de mai jos ale certificatului pot fi solicitate de la Certificate. Verification@bsigroup.com)

Data Numar referinta Actiune
29-11-2021 3308074 Emitere
13-04-2023 3793914 Suplimentare — adaugarea categoriilor de aparate:
Irigatoare chirurgicale, Aspiratoare chirurgicale, Accesorii
tubulaturi
Actual 30000962 Suplimentare — adaugarea echipamentului Endocuff Vision.
Data primei emiteri: 29-11-2021 Data de start a valabilitatii: 05-06-2023
Data emiterii curente: 05-06-2023 Data de expirare: 28-11-2026

..making excellence a habit’
Pagina 3 din 3

Valabilitatea acestui certificat este conditionatd de mentinerea sistemului de calitate al producdtorului conform cerintelor regulamentului, asa cum este demonstrat prin
activitdtile de supraveghere necesare ale organismului notificat.

Acest certificat a fost eliberat electronic si este supus conditiilor contractului.

Contact organism notificat: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Tarile de Jos. Tel: + 31 (0) 20 346 07 80
Contact corporatist: BSI Group Assurance Limited, inregistratd in Anglia sub numarul 05435540 la 389 Chiswick High Road, Londra, W4 4AL, MB. Membra a grupului de
companii BSI




bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

By Royal Charter

This is to certify that: KeyMed (Medical and Industrial
Equipment) Ltd
KeyMed House
Stock Road
Southend-on-Sea
SS2 5QH
United Kingdom

Facility ID Number: F000254

Holds Certificate No: MDSAP 689076

The company listed on this certificate has been audited to and found to conform with ISO 13485:2016 including the
following country specific requirements:

Australia: Therapeutic Goods (Medical Devices) Regulations, 2002, Schedule 3 Part 1 (excluding Part 1.6) - Full
Quality Assurance Procedure

Brazil: RDC ANVISA n. 67/2009, RDC ANVISA n. 665/2022 - Good Manufacturing Practices, RDC ANVISA n.
551/2021

Canada: Medical Devices Regulations - Part 1 - SOR 98/282

Japan: MHLW MO No 169 (2004), as amended by MHLW MO No 60 (2021), PMD Act

USA: 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 - Subparts A to D

Design, development, manufacture, distribution, servicing, and installation of flushing pumps,
workstation carts, endoscope disinfection systems and accessories including sterile
accessories, used in endoscopic applications.

For and on behalf of BSI: Q"‘“‘ML \m R‘-
Graeme Tunbridge, Senior Vice President Medical Devices
Original Registration Date: 2018-10-26  Effective Date: 2024-03-25 Expiry Date: 2027-03-24
Page: 1 of 2
DSAP
MEDICAL DEVICE SINGLE AUDIT PROGRAM . .- ™
BSI Group AmericaInc. s an MDSAP recognied auditing orgaizaton ..making excellence a habit:

This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.



Certificate No: MDSAP 689076

Location Registered Activities

KeyMed (Medical and Industrial Administrative activities, HR, customer service, QARA and
Equipment) Ltd control of outsourced processes.

KeyMed House

Stock Road

Southend-on-Sea

SS2 5QH

United Kingdom

Facility ID Number: FO00254

KeyMed (Medical & Industrial Design, development, manufacture, control of distribution,
Equipment) Ltd service, repair and installation of flushing pumps, workstation
Medical Device Manufacture Centre carts, endoscope disinfection systems and accessories used in

Journeymans Way endoscopic applications.

Temple Farm Industrial Estate
Southend on Sea

Essex

S82.5TF

United Kingdom

Facility ID Number: F000254

KeyMed (Medical & Industrial Equipment) Design, development, control of distribution, service, repair
KeyMed KLM Building and installation of flushing pumps, workstation carts,
The Cordwainers endoscope disinfection systems and accessories used in

Temple Farm Industrial Estate endoscopic applications.

Southend-on-Sea

Essex

SS2 5RU

United Kingdom

Facility ID Number: F000254

Original Registration Date: 2018-10-26  Effective Date: 2024-03-25 Expiry Date: 2027-03-24

Page: 2 of 2

This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Warldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.



Traducere din limba engleza

Logo:bsi. Blazon
By Royal Charter

Certificat de inregistrare
SISTEMUL DE MANAGEMENT AL CALITATII - ISO 13485:2016

Prin prezentul document se certifica faptul ca:
KeyMed (Medical and Industrial Equipment) Ltd
KeyMed House
Stock Road
Southend-on-Sea
SS2 5QH
Marea Britanie

Numar identificare facilitate de productie: F000254
Detine certificatul numarul: MDSAP 689076

Compania mentionatd pe acest certificat a fost auditata si s-a constatat ca este conforma cu I1SO 13485:
2016, inclusiv cu cerintele specifice din urmatoarele tari:

Australia : Regulamentul privind Produsele terapeutice (Dispozitive medicale), 2002, Anexa 3, Partea 1
(fara Partea 1.6) — Procedura Completa de Asigurare a Calitatii;

Brazilia : RDC ANVISA n. 67/2009, RDC ANVISA n. 665/2022 — Bune practici privind productia, RDC
ANVISA n. 551/2021;

Canada : Regulamentul privind dispozitivele medicale — Partea 1-SOR 98/282;

Japonia — MHLW Ordonanta Ministeriald nr. 169 (2004) modificata prin MHLW Ordonanta Ministeriala
nr 60 (2021), Legea PMD

SUA : 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 — Subpartile de la A la D

Proiectarea, dezvoltarea, fabricarea, distributia, Intretinerea si instalarea pompelor de spalare,
carucioarelor pentru statii de lucru, sistemelor si accesoriilor de dezinfectie a endoscoapelor, inclusiv
accesorii sterile, utilizate in aplicatii endoscopice.

Pentru si in numele BSI: Semndtura indescifrabila
Graeme Tunbridge, Vicepresedinte senior — Dispozitive Medicale

Data inregistrarii initiale: 26.10.2018 Data intrarii in vigoare: 25-03-2024
Data expirarii: 24.03.2027
Pagina 1 din 2
Logo: bsi. T RUMANIA
Logo: MDSAP ...making from excellence a habit™ MINISTERUL JUSTITIE},
PROGRAM DE AUDIT UNIC PENTRU DISPOZITIVE MEDICALE MINA FANEA-IVANOVIQI
TRADUCATOR AUTORIZA}

BSI Group America Inc. este o organizatie de audit autorizata MDSAP ENGLEZA * FRANCEZA

Prezentul certificat raiméne proprietatea BSI si va fi returnat imediat la cerere.
Un certificat electronic poate fi autentificat online. Copiile tiparite pot fi validate la
www.bsigroup.com/ClientDirectory

A se citi impreuna cu domeniul de aplicabilitate de mai sus sau anexa atasata.

Sediul central America: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA
20170-6007 SUA
Membru al Grupului de Companii BSI.



Certificat nr.. MDSAP 689076

Locatie

Activitati Inregistrate

KeyMed (Medical and Industrial Equipment) Ltd
KeyMed House

Stock Road

Southend-on-Sea

SS2 5QH

Marea Britanie

Numar identificare facilitate de productie: F000254

Activitati administrative, resurse umane, Serviciu
pentru clienti, QARA (Asigurarea calitatii si afaceri
de reglementare) si  controlul  proceselor
externalizate.

KeyMed (Medical and Industrial Equipment) Ltd
Centrul de Fabricare a Dispozitivelor Medicale
Journeyman’s Way

Temple Farm Industrial Estate

Southend on Sea

Essex

SS2 5TF

Marea Britanie

Numar identificare facilitate de productie: F000254

Proiectarea, dezvoltarea, productia, controlul
distributiei, intretinerea, repararea si instalarea
pompelor de spalare, carucioarelor pentru statii de
lucru, sistemelor si accesoriilor de dezinfectie a
endoscoapelor.

KeyMed (Medical and Industrial Equipment)
KeyMed KLM Building

The Cordwainers

Temple Farm Industrial Estate
Southend-on-Sea

Essex

SS2 5RU

Numar identificare locatie productie: F000254

Proiectarea, dezvoltarea, controlul distributiei,
intretinerea, repararea §i instalarea pompelor de
spalare, carucioarelor pentru statii de lucru,
sistemelor si accesoriilor de dezinfectie a
endoscoapelor.

Data inregistrarii initiale: 26.10.2018
Data expirarii: 24.03.2027

Data intrarii in vigoare: 25-03-2024

Pagina 2 din 2

Prezentul certificat raimane proprietatea BSI si va fi returnat imediat la cerere.

Un certificat electronic poate fi
www.bsigroup.com/ClientDirectory

autentificat

online. Copiile tiparite pot fi wvalidate la

A se citi impreuna cu domeniul de aplicabilitate de mai sus sau anexa atasata.

Sediul central America: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA

20170-6007 SUA
Membru al Grupului de Companii BSI.

FOUMANIA
MINISTERUL JUSTITIE},
MINA FANEA—NANU\{!?I
TRADUCATOR AUTORIZA]
ENGLEZA * r:rﬁ.m\thEz{f;

AUT. NR. 22089 VY
TRl Q745421482




o
<<
)
™
[
= =
L
)
L 4
(=]
(=]
<<
()
™
o
= =
Ll
()
L 4
—_
<
x
=
©
-
o
o.
Lid
o
\ 4
i
i
e

=
A

ZERTIFIKAT & CERTIFICATE & &

‘ MEDICAL DEVICE SINGLE AUDIT PIOGRAM‘

CERTIFICATE

No. QS6 011634 0208 Rev. 02

America

Certificate Holder: Medela AG

medela <5 Lattichstrasse 4b
6340 Baar
SWITZERLAND

Certification Mark:

. 15013485

Scope of Certificate: Design and Development, Production, Distribution
and Service of Breast Pump Systems, Breastfeeding
Products, Body Fluid and Vacuum Aspirator Systems
and Vacuum Assisted Wound Closure Systems

Standard(s): ISO 13485:2016

Regulatory Authority(ies):  Australia TGA, Brazil ANVISA, Health Canada, USA FDA,
MHLW / PMDA. See attached for listing of specific
regulatory requirements.

The Certification Body of TUV SUD America Inc. certifies that the quality management system of the
manufacturer listed above has been audited against the stated criteria and found to conform to those
criteria for the scope of certification listed. Validity of this certificate can be obtained by visiting the
website www.tuvsud.com/ps-cert

TUV SUD America Inc. is an MDSAP Recognized Auditing Organization.

REPs Facility ID: F001274
Effective Date: 2022-01-20
Expiry Date: 2025-01-03
Page 1 0of 3

Date of Issue: 2022-01-26

WUcLaJQ@ml%

( Michael Ogunleye )
Manager, US Certification Body,
Medical and Health Services

TUV®
TUV SUD America, Inc. » 401 Edgewater Place Suite #500 « Wakefield * MA 01880 « USA * www.tuvsud.com
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ZERTIFIKAT & CERTIFICATE ¢

| MEDICAL DEVICE SINGLE AUDIT PROGRAM‘

America

CERTIFICATE

No. QS6 011634 0208 Rev. 02

Regulatory Requirements:

Facility(ies):

Page 2 of 3
Date of Issue: 2022-01-26

Audit/Certification Criteria

Australia

Therapeutic Goods (Medical Devices) Regulations 2002
- Schedule 3, Part 1 (excluding Part 1.6) — Full Quality
Assurance Procedure

Brazil

- RDC ANVISA n. 16/2013
- RDC ANVISA n. 23/2012
- RDC ANVISA n. 67/2009

Canada
- Medical Device Regulations — Part 1- SOR 98/282

Japan
- MHLW Ministerial Ordinance 169, Article 4 to Article 68
- PMD Act

United States

-21 CFR Part 803

- 21 CFR Part 806

- 21 CFR Part 807 — Subparts Ato D
-21 CFR Part 820

Medela AG
Lattichstrasse 4b, 6340 Baar, SWITZERLAND

Medela AG
Sennweidstrasse 30, 6312 Steinhausen, SWITZERLAND

Medela AG
Turmstrasse 30, 6312 Steinhausen, SWITZERLAND

Medela AG
Lattichstrasse 7, 6340 Baar, SWITZERLAND

mdﬂaa{@@ml%&

( Michael Ogunleye )
Manager, US Certification Body,
Medical and Health Services

TOV®

TOV SUD America, Inc. « 401 Edgewater Place Suite #500 « Wakefield « MA 01880 + USA + www.tuvsud.com



< MEDICAL DEVICE SINGLE AUDIT PROGRAM
(&)
e ,
— America
-
(= =
+# CERTIFICATE
© No. QS6 011634 0208 Rev. 02
L 4
o -
P Facility Scopes: Medela AG
< Lattichstrasse 4b, 6340 Baar, SWITZERLAND
E Headquarters (Administration, Resource Management)
L Quality Management Department (CAPA, Document
[ Control, Change Control, Regulatory, Post Market
oc Surveillance), Design and Development
L REPs Facility ID: FO01274
()
L 2
Medela AG
E Sennweidstrasse 30, 6312 Steinhausen, SWITZERLAND
= Manufacturing Site; Incoming Inspection, Packaging,
S Warehouse Components and Finished Goods, Logistic
© REPs Facility ID: F002183
=
[
& Medela AG
(&) Turmstrasse 30, 6312 Steinhausen, SWITZERLAND
. 2 Manufacturing Site; Assembly of Health Care and
Breastfeeding Devices and Assembly of Accessories Kits
\[HHUI REPs Facility ID: F002183
20
Ell]=4
oy
E1]1=4
IIQ“;_: Medela AG
Lattichstrasse 7, 6340 Baar, SWITZERLAND
¢ Purchasing, Supplier Quality, Customer Service including
kL Service/ Repair
: REPs Facility ID: FO01274
()
L.
=
(==
Ll
(o
*
— Page 3 of 3
<L Date of Issue: 2022-01-26 .
> e,
x a W\[oﬁ%
.
|: ( Michael Ogunleye )
o Manager, US Certification Body,
Ll Medical and Health Services ®
N TUV

TUV SUD America, Inc. * 401 Edgewater Place Suite #500 « Wakefield « MA 01880 * USA + www.tuvsud.com
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ZERTIFIKAT o CERTIFICATE

Traducere din limba engleza

MDSAP

MEDICAL DEVICE SNGLE AUDHT PROGRAM

CERTIFICAT

Nr. QS6 011634 0208 Rev.02

Detinatorul certificatului: MEDELA AG
Lattichstrasse 4b
medela f’ 6340 Baar
ELVETIA

Marca certificatului:

Domeniul de aplicabilitate al certificatului: Proiectare si dezvoltare, productie, distributie si
service de sisteme pompe san, produse de alaptare, sisteme de aspirare cu vacuum a
fluidelor din corp si sisteme de inchidere asistata cu vacuum a plagilor

Standarde: EN I1SO 13485: 2016

Autoritati de reglementare: Australia TGA, Brazilia ANVISA, Health Canada, SUA FDA,
MHLW / PMDA. A se vedea anexa pentru enumerarea cerintelor specifice de reglementare

Organismul de certificare al TUV SUD America Inc. certifica faptul ca sistemul de management
al calitatii al producatorului mai sus mentionat a fost auditat conform criteriilor enuntate si s-a
constatat ca este conform cu aceste criterii pentru domeniul de aplicabilitate al certificarii
enuntate. Valabilitatea acestui certificat poate fi obtinutda vizitdnd site-ul web

-https://www.tuvsud.com/ps-cert

TUV SUD America Inc. este o organizatie de audit recunoscuta MDSAP.

ID unitate RESp:  F001274
Valabil de la: 20.01.2022
Valabil pani la:  03.01.2025

(semnaturad indescifrabild)
Pagina 1 din 3 (Michael Ogunleye)
Data emiterii: 26.01.2022 Manager, Organism Certificare SUA
Servicii medicale si de sanatate

TUV SUD America Inc.-401 Edgewater Place Suite #500 — Wakefield — MA 01880 - SUA - www.tuvsud.com
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ZERTIFIKAT # CERTIFICATE

MDSAE

CERTIFICAT

Nr. QS6 011634 0208 Rev.02

Cerinte de reglementare:

Facilitati de productie:

Pagina 2 din 3
Data emiterii: 26.01.2022

Criterii de audit/certificare
Australia
Regulamentul privind Produsele terapeutice (Dispozitive
medicale), 2002, Anexa 3, Partea 1 (Excluzdnd Partea 1.6) —
Procedura Asigurarii Complete a Calitati
Brazilia
-RDC ANVISA n. 16/2013
-RDC ANVISA n. 23/2012
-RDC ANVISA n. 67/2009
Canada
- Regulamentul privind dispozitivele medicale SOR
98/282, Partea 1
Japonia
- MHLW Ordonanta Ministerialda 169, de la Articolul 4 |a
Articolul 68
- Legea PMD
Statele Unite
-21 CFR Partea 803
-21 CFR Partea 806
-21 CFR Partea 807 — Sub-partiledelaAlaD
-21 CFR Partea 820

MedelaAG

Lattichstrasse 4b, 6340 Baar, ELVETIA
MedelaAG

Sennweidstrasse 30, 6312 Steinhausen, ELVETIA
MedelaAG

Turmstrasse 30, 6312 Steinhausen, ELVETIA
MedelaAG

Lattichstrasse 7, 6340 Baar, ELVETIA

(semnatura indescifrabild)
(Michael Ogunleye)
Manager, Organism Certificare SUA
Servicii medicale si de sanatate

TUV SUD America Inc.-401 Edgewater Place Suite #500 — Wakefield — MA 01880 - SUA - www.tuvsud.com
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ZERTIFIKAT « CERTIFICATE &

MDSAP

MEDICAL DEVICE SINGLE AUDIT PROGRAM

CERTIFICAT

Nr. QS6 011634 0208 Rev.02

America

Domeniul de aplicabilitate
pentru facilitatile de

Medela AG
Lattichstrasse 4b, 6340 Baar, ELVETIA

productie:
Sediul central (administratie, gestionarea resurselor)
Departamentul de management al calitatii (CAPA, controlul
documentelor, controlul modificarilor, reglementare,
supraveghere post-vanzare), proiectare si dezvoltare
ID unitate RESp: F001274
Medela AG
Sennweidstrasse 30, 6312 Steinhausen, ELVETIA
Locatie de productie; Inspectie intrare, ambalare,
componente de depozit si produse finite, logistica
ID unitate RESp: F002183
Medela AG
Turmstrasse 30, 6312 Steinhausen, ELVETIA
Locatie de productie; asamblare dispozitive medicale si de
alaptare, asamblare kituri accesorii
ID unitate RESp: F002183
Medela AG
Lattichstrasse 7, 6340 Baar, ELVETIA
Achizitii, calitate furnizori, relatii clienti, inclusiv
service/reparatii
ID unitate RESp: F001274

(semnatura indescifrabila)
Pagina 3din 3 (Michael Ogunleye)

Data emiterii: 26.01.2022

Manager, Organism Certificare SUA
Servicii medicale si de sanatate

TUV SUD America Inc.-401 Edgewater Place Suite #500 — Wakefield — MA 01880 - SUA - www.tuvsud.com

Tov®
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ZERTIFIKAT o CERTIFICATE ¢

** ** * Benannt durch/Designated by
* * Zeniralstelle der Lander
* L 4 N * fiir Gesundheitsschutz
——r—— bei Arzueimitteln und
* * Medizinpredukien

*

www.2lg de

x % ** BS-MDR-099

Product Service

EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and llI
(Class lla and Class llb Devices)

No. G10 011634 0235 Rev. 00

Manufacturer: Medela AG
Lattichstrasse 4b
6340 Baar
SWITZERLAND
SRN Manufacturer: CH-MF-000018913
Authorized Medela Medizintechnik GmbH & Co. Handels KG

. Georg-Kollmannsbergerstrasse 2, 85386 Eching, GERMANY
Representative:

The Certification Body of TUV SUD Product Service GmbH certifies that the manufacturer has
established, documented and implemented a quality management system as described in

Article 10 (9) of the Regulation (EU) 2017/745 on medical devices. Details on device categories
covered by the quality management system are described on the following page(s).

The Report referenced below summarises the result of the assessment and includes reference to
relevant CS, harmonized standards and test reports. The conformity assessment has been carried
out according to Annex IX Chapter | and il of this regulation with a positive result.

The quality management system assessment was accompanied by the assessment of technical
documentation for devices selected on a representative basis.

The certified quality management system is subject to periodical surveillance by TUV SUD Product
Service GmbH. The surveillance assessment shall also include an assessment of the technical
documentation for the device or devices concerned on the basis of further representative samples.
All applicable requirements of the testing and certification regulation of TUV SUD Group have to be
complied with.

For details and certificate validity see: www.tuvsud.com/ps-cert?g=cert:G10 011634 0235 Rev. 00

Report No.: 713181494
Valid from: 2022-01-17
Valid until: 2027-01-16
C'@’L\/
Christoph Dicks
Issue date: 2022-01-17 Head of Certification/Notified Body
Page 1 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123 ®
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstralke 65 + 80339 Munich « Germany TUV
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ZERTIFIKAT & CERTIFICATE & 32

* Y * Y %* Benannt durch Designated by

* * Zentralstelle der Lander
* -._ * tiir Gesundheitsschutz
* bei Arzneimitteln und

Medizinprodukten

wwwale de

* * * BS-MDR-099

Product Service

EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and IlI
(Class lla and Class IIb Devices)

No. G10 011634 0235 Rev. 00

Classification: lla
Device Group: 212080303 - BREAST PUMPS
Intended Purpose: -

The validity of this certificate - none -
depends on conditions and/or
is limited to the following:

Page 2 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123 o
TUV SUD Product Service GmbH « Certification Body « RidlerstraRe 65 + 80339 Munich » Germany TUV
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ZERTIFIKAT & CERTIFICATE & :3:F

* * * ** Bumannt dureh Desipnated oy

* W Zawwlstelle der Lilnder 3

* | 4 * fie Geswndheitsschuz - &
——— bej Arzoeimittelnund ¢

* * ** Medizinprodukien i
* %k BS-MDR-099

Traducere din limba engleza

Product Service

Certificat sistem de management al calitatii UE (MDR)

Conform Reglementarii (EU) 2017/745 privind Dispozitivele Medicale, Anexa IX
Capitolele | si lll (Dispozitive din Clasa lla si Clasa llb)

Nr. G10 011634 0235 Rev. 00

ROMANIA
MINISTERUL JUSTITIEI
MINA FANEA-IVANOVId:

Producator: Medela AG TRADUCATOR AUTORI
Lattichstrasse 4b ENGLEZA * FRANCEZ)X
6340 Baar AUT. NR. 22089 )'
ELVETIA —JEL . RZA5A7 1454

SRN Producator: CH-MF-000018913
Medela Medizintechnik GmbH & Co. Handels KG

Reprezentant _
Georg-Kollmannsbergerstrasse 2, 85386 Eching, GERMANIA

autorizat:

Organismul de certificare al TUV SUD Product Service GmbH certifica faptul ca producatorul a
stabilit, documentat si implementat un sistem de management al calitatii asa cum este descris in
Articolul 10 (9) din Reglementarea (UE) 2017/745 privind dispozitivele medicale. Detaliile privind
categoriile de dispozitive acoperite de sistemul de management al calitatii sunt descrise pe
urmatoarea(ele) pagina(i).

Raportul mentionat mai jos rezuma rezultatul evaluarii si include referinta la standardele CS,
armonizate relevante si rapoartele de testare. Evaluarea conformitatii a fost efectuata conform
Anexei IX Capitolul | si lll din aceasta reglementare cu un rezultat pozitiv.

Evaluarea sistemului de management al calitatii a fost insotitd de evaluarea documentatiei tehnice
pentru dispozitivele selectate pe baza reprezentativa.

Sistemul de management al calitatii certificat face obiectul supravegherii periodice de catre TUV
SUD Product Service GmbH. Evaluarea supravegherii va include si o evaluare a documentatiei
tehnice pentru dispozitivul sau dispozitivele in cauza pe baza esantioanelor reprezentative viitoare.
Toate cerintele aplicabile ale reglementarii privind testarea si certificarea Grupului TUV SUD
trebuie respectate.

Pentru detalii si validitatea certificatului vezi: www.tuvsud.com/ps-cert?g=cert:G10 011634 0235
Rev. 00

Nr. raport: 713181494
Valabil de la: 2022-01-17
Pana la: 2027-01-16

2o

Christoph Dicks

Data emiterii:2022-01-17 Directorul Departamentului de Certificare/ Organism Notificat

Pagina 1 din 2
TUV SUD Product Service GmbH este organism notificat cu nr. de identificare 0123
TUV SUD Product Service GmbH « Organism de certificare « Ridlerstraie 65 + 80339 Munchen * Germania
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* * *** Benmat durehiDesignated by

* Y Zowuwlstelle derLinder g

tir Gesundheitssehntz - &

* é% * bei Arzncimiveln und &
* * Medizinprodukten §
* ok * x BS-MDR-099

Product Service

Certificat sistem de management al calitatii UE (MDR)

Conform Reglementarii (EU) 2017/745 privind Dispozitivele Medicale, Anexa IX
Capitolele | si Il (Dispozitive din Clasa lla si Clasa llb)

Nr. G10 011634 0235 Rev. 00

Clasificare: lla
Grup dispozitive: 212080303 - POMPE DE SAN
Scopul utilizarii: -

Valabilitatea acestui certificat - niciuna -
depinde de conditiile si/sau
este limitata la urmatoarele:

~ FOMBNIA
MINISTERUL JUSTITIEI
MINA FANEA-IVANOVIg)

AUT. NR. 22089 /
TEL - 745471454
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TUV SUD Product Service GmbH este organism notificat cu nr. de identificare. 0123
TUV SUD Product Service GmbH « Organism de certificare » RidlerstralRe 65 » 80339 Munchen * TOV
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D DEKRA

Number: 6082015CE01

EU Quality Management System Certificate

Conformity Assessment Regulation 2017/745 on Medical devices, Annex IX Chapter | and Il

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 Numbert illustrated below/to/accompany the CE
Marking of Conformity on the products concerned conforming to therequired 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)
EiffestralRe, 80 20537 Hamburg, Germany

DEKRA hereby declares that the above mentioned manufacturer fulfils' the rélevant 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.

DEKRA Certification B.V.

é

B.T.M. Holtus J.M. McKenzie

Managing Director Principal Certification Manager
First Issued: 16 September 2022 Date: 1 August 2023 Expiry date: 1 September 2027

© Integral publication of this certificate and adjoining reports is allowed
DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 www.dekra.nl Company registration 09085396
Page 1 of 3




D DEKRA

Number: 6082015CE01

EU Quality Management System Certificate

Conformity Assessment Regulation 2017/745 on Medical devices, Annex IX Chapter | and llI

This certificate covers the following device(s) / groups of device(s):

Active non-implantable imaging devices utilising non-ionizing radiation (MVDA0202, class! lla)

Device name:

- Single-Use Video Bronchoscopes

- Digital Controllers

- Single-Use Video Pancreaticobiliary Scopes
- PB Digital Controllers

Non-active non-implantable guide catheters, balloon catheters; gmdewwes mtroducers filters,
and related tools (MDN 1203, class lla) /

Device name:

- Sterile Biliary Stone Retrieval Balloon Catheter (including Retrieval Balloon / short-WIre compatlble)

- Biliary Plastic Stent Introducer (Biliary Plastic Stent Introducer Biliary Plastlc 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 |Ié) 777777/,

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

First Issued: 16 September 2022 Date: 1 August 2023 Expiry date: 1 September 2027

© Integral publication of this certificate and adjoining reports is allowed

DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 www.dekra.nl Company registration 09085396
Page 2 of 3




D DEKRA

Number: 6082015CE01

EU Quality Management System Certificate

Conformity Assessment Regulation 2017/745 on Medical devices, Annex IX Chapter | and llI

SPHINCTEROTOMES (G030402, class lIb)

Device name:
- Sphincterotome / short-wire compatible Intended Purpose: The device'is intended to be used

- Sphincterotome 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 llb implantable)

Device name: / 1111111
- Esophageal Stent Intended Purposé: The Esophageal Stent implant is
indicated for use in the palliative tredtment of
esophageal stricture éauséd by malignant neoplasms,
cardig strictuire, ahastomotic’ stoma stricture, and the

| esophageal fistula éccluding.//////]]] /. {

Conditions for or limitations to the validity of this’ certificate:
e N/A

Certificate History

Identification of the Common Specifications 'and Harmonized /Standards/complied with/are/ documented’ within ithe /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 Action
Reference
0 16 September 2022 6082014CNO02 First issue
1 20 April 2023 6082014CN0O4 Revised
2 18 July 2023 6082014CNO06 Revised
3 24 July 2023 6082014CNO7 Revised
4 1 August 2023 6082014CNO08 Revised
First Issued: 16 September 2022 Date: 1 August 2023 Expiry date: 1 September 2027

© Integral publication of this certificate and adjoining reports is allowed
DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 www.dekra.nl Company registration 09085396
Page 3 of 3




Specification list of Biopsy Forceps MTN-0020914 A6
. Minimum . . .
. . Diameter Of diameter of Openlngl width Classification Configuratio . Classification Woking -
NO. REF Configuration Type Jaws N of cup jaws R Spring sheathType N length Description
L working channel o of jaws n Needle of spring tube L
(unit: mm) e (unit: mm) (unit: mm)
(unit: mm)
F01-11018120 Four-bar linkage .0 4.5 IM Oval Withou ngle outer sheath uncoated 200 Four-bar linkage, 4.5 mm opening width, MIM Oval, Without needle, Single outer sheath,uncoated, 1.8*1200 mm
2 F01-11018160 Four-bar linkage .0 4.5 IM Oval Withou ngle outer sheath uncoated 600 Four-bar linkage, 4.5 mm opening width, MIM Oval, Without needle, Single outer sheath,uncoated, 1.8*1600 mm
F01-11018180 Four-bar linkage .0 4.5 IM Oval Withou ngle outer sheath uncoated 00 Four-bar linkage, 4.5 mm opening width, MIM Oval, Without needle, Single outer sheath,uncoated, 1.8*1800 mm
4 F01-11018230 Four-bar linkage .0 4.5 IM Oval Withou ngle outer sheath uncoated 2300 Four-bar linkage, 4.5 mm opening width, MIM Oval, Without needle, Single outer sheath,uncoated *2300 mm
5 FO1- 20 Four-bar linkage .0 4.5 IM Oval With ngle outer sheath uncoated 00 Four-bar linkage, 4.5 mm opening width, MIM Oval, With needle, Single outer sheath,uncoated, 1.8*1200 mm
6 FO1- 60 Four-bar linkage .0 4.5 IM Oval With ngle outer sheath uncoated 00 Four-bar linkage, 4.5 mm opening width, MIM Oval, With needle, Single outer sheath,uncoated, 1.8*1600 mm
7 FO1- 80 Four-bar linkage .0 4.5 IM Oval With ngle outer sheath uncoated 00 Four-bar linkage, 4.5 mm opening width, MIM Oval, With needle, Single outer sheath,uncoated, 1.8*1800 mm
8 FO1- 30 Four-bar linkage .0 4.5 IM Ova With ngle outer sheath uncoated 2300 Four-bar linkage, 4.5 mm opening width, MIM Oval, With needle, Single outer sheath,uncoated, 1.8*2300 mm
9 F03-11018120 Four-bar linkage .0 4.5 IM Oval Withou ngle outer sheath PE coating 00 Four-bar linkage, 4.5 mm opening width, MIM Oval, Without needle, Single outer sheath,PE coating, 1.8*1200 mm
F03-11018160 Four-bar linkage .0 4.5 IM Oval Withou ngle outer sheath PE coating 00 Four-bar linkage, 4.5 mm opening width, MIM Oval, Without needle, Single outer sheath,PE coating, 600 mm
F03-11018180 Four-bar linkage .0 4.5 IM Oval Withou ngle outer sheath PE coating 00 Four-bar linkage, 4.5 mm opening width, MIM Oval, Without needle, Single outer sheath,PE coating, 1.8*1800 mm
2 F03-11018230 Four-bar linkage .0 4.5 IM Oval Withou ngle outer sheath PE coating 2300 Four-bar linkage, 4.5 mm opening width, MIM Oval, Without needle, Single outer sheath,PE coatin *2300 mm
FO3- 20 Four-bar linkage .0 4.5 IM Oval With ngle outer sheath PE coating 00 Four-bar linkage, 4.5 mm opening width, MIM Oval, With needle, Single outer sheath,PE coating, 1.8*1200 mm
4 FO3- 60 Four-bar linkage .0 4.5 IM Oval With ngle outer sheath PE coating 00 Four-bar linkage, 4.5 mm opening width, MIM Oval, With needle, Single outer sheath,PE coating, 1.8*1600 mm
5 FO3- 80 Four-bar linkage .0 4.5 IM Oval With ngle outer sheath PE coating 00 Four-bar linkage, 4.5 mm opening width, MIM Oval, With needle, Single outer sheath,PE coating, 1.8*1800 mm
6 FO3- 30 Four-bar linkage 4.5 IM Oval With ngle outer sheath PE coatini 2300 Four-bar linkage, 4.5 mm opening width, MIM Oval, With needle, Single outer sheath,PE coating, 1.8*2300 mm
7 F01-11023160 Four-bar linkage 6.7 tamping Oval Withou ngle outer sheath uncoated 00 Four-bar linkage, 6.7 mm opening width, Stamping Oval, Without needle, Single outer sheath,uncoated, 2.3*1600 mm
8 F01-11023180 Four-bar linkage 6.7 tamping Oval Withou ngle outer sheath uncoated 00 Four-bar linkage, 6.7 mm opening width, Stamping Oval, Without needle, Single outer sheath,uncoated, 2.3*1800 mm
9 F01-11023230 Four-bar linkage 6.7 tamping Oval Withou ngle outer sheath uncoated 2300 Four-bar linkage, 6.7 mm opening width, Stamping Oval, Without needle, Single outer sheath,uncoated, 2.3*2300 mm
FO1- 3160 Four-bar linkage 6.7 tamping Oval With ngle outer sheath uncoated 00 Four-bar linkage, 6.7 mm opening width, Stamping Oval, With needle, Single outer sheath,uncoated, 2.3*1600 mm
FO1- 3180 Four-bar linkage 6.7 tamping Oval With ngle outer sheath uncoated 00 Four-bar linkage, 6.7 mm opening width, Stamping Oval, With needle, Single outer sheath,uncoated, 2.3*1800 mm
2 FO1- 3230 Four-bar linkage 6.7 tamping Oval With ngle outer sheath uncoated 2300 Four-bar linkage, 6.7 mm opening width, Stamping Oval, With needle, Single outer sheath,uncoated, 2.3*2300 mm
F03-11023160 Four-bar linkage 6.7 tamping Oval Withou ngle outer sheath PE coating 00 Four-bar linkage, 6.7 mm opening width, Stamping Oval, Without needle, Single outer shea 3*1600 mm
4 F03-11023180 Four-bar linkage 6.7 tamping Oval Withou ngle outer sheath PE coating 00 Four-bar linkage, 6.7 mm opening width, Stamping Oval, Without needle, Single outer shea 3*1800 mm
5 F03-11023230 Four-bar linkage 6.7 tamping Oval Withou ngle outer sheath PE coating 2300 Four-bar linkage, 6.7 mm opening width, Stamping Oval, Without needle, Single outer shea 3*2300 mm
6 FO3- 3160 Four-bar linkage 6.7 tamping Oval With ngle outer sheath PE coating 00 Four-bar linkage, 6.7 mm opening width, Stamping Oval, With needle, Single outer sheath,PE coating, 2.3*1600 mm
7 FO3- 3180 Four-bar linkage 6.7 tamping Oval With ngle outer sheath PE coating 00 Four-bar linkage, 6.7 mm opening width, Stamping Oval, With needle, Single outer sheath,PE coating, 2.3*1800 mm
8 FO3- 3230 Four-bar linkage 6.7 tamping Ova ith ngle outer sheath PE coatini 2300 Four-bar linkage, 6.7 mm opening width, Stamping Oval, With needle, Single outer sheath,PE coating, 2.3*2300 mm
9 F01-01023160 Four-bar linkage 5.5 IM Oval Withou ngle outer sheath uncoated 00 Four-bar linkage, 5.5 mm opening width, MIM Oval, Without needle, Single outer sheath,uncoated, 2.3*1600 mm
F01-01023180 Four-bar linkage 5.5 IM Oval Withou ngle outer sheath uncoated 00 Four-bar linkage, 5.5 mm opening width, MIM Oval, Without needle, Single outer sheath,uncoated, 2.3*1800 mm
F01-01023230 Four-bar linkage 55 IM Ova Withou! ngle outer sheath uncoated 2300 Four-bar linkage, 5.5 mm opening width, MIM Oval, Without needle, Single outer sheath,uncoated, 2.3*2300 mm
2 F03-01023160 Four-bar linkage 5.5 IM Oval Withou ngle outer sheath PE coating 00 Four-bar linkage, 5.5 mm opening width, MIM Oval, Without needle, Single outer sheath,PE coating, 2.3*1600 mm
F03-01023180 Four-bar linkage 5.5 IM Oval Withou ngle outer sheath PE coating 00 Four-bar linkage, 5.5 mm opening width, MIM Oval, Without needle, Single outer sheath,PE coating, 2.3*1800 mm
4 F03-01023230 Four-bar linkage . 5.5 Oval Withou ngle outer sheath PE coatini 2300 Four-bar linkage, 5.5 mm opening width, MIM Oval, Without needle, Single outer sheath,PE coating, 2.3*2300 mm
5 F11-11018120 Four-bar linkage .0 4.5 | lligator Withou ngle outer sheath uncoated 00 Four-bar linkage, 4.5 mm opening width, MIM Alligator, hout needle, Single outer sheath,uncoated, 1.8*1200 mm
6 F11-11018160 Four-bar linkage .0 4.5 IM Alligator Withou ngle outer sheath uncoated 00 Four-bar linkage, 4.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 600 mm
7 F11-11018180 Four-bar linkage .0 4.5 IM Alligator Withou ngle outer sheath uncoated 00 Four-bar linkage, 4.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 1.8*1800 mm
8 F11-11018230 Four-bar linkage .0 4.5 IM Alligator Withou ngle outer sheath uncoated 2300 Four-bar linkage, 4.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated *2300 mm
9 F11- 20 Four-bar linkage .0 4.5 IM Alligator ith ngle outer sheath uncoated 00 Four-bar linkage, 4.5 mm opening width, MIM Alligator, With needle, Single outer sheath,uncoated, 1.8*1200 mm
4 F11- 60 Four-bar linkage .0 4.5 IM Alligator With ngle outer sheath uncoated 00 Four-bar linkage, 4.5 mm opening width, MIM Alligator, With needle, Single outer sheath,uncoated, 1.8*1600 mm
4 F11- 80 Four-bar linkage .0 4.5 IM Alligator With ngle outer sheath uncoated 00 Four-bar linkage, 4.5 mm opening width, MIM Alligator, With needle, Single outer sheath,uncoated, 1.8*1800 mm
42 F11- 30 Four-bar linkage .0 4.5 IM Alligator With ngle outer sheath uncoated 2300 Four-bar linkage, 4.5 mm opening width, MIM Alligator, With needle, Single outer sheath,uncoated, 1.8*2300 mm
4 F13-11018120 Four-bar linkage .0 4.5 IM Alligator Without ngle outer sheath PE coating 00 Four-bar linkage, 4.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 1.8*1200 mm
44 F13-11018160 Four-bar linkage .0 4.5 IM Alligator Without ngle outer sheath PE coating 00 Four-bar linkage, 4.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 1.8*1600 mm
45 F13-11018180 Four-bar linkage .0 4.5 IM Alligator Without ngle outer sheath PE coating 00 Four-bar linkage, 4.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 1.8*1800 mm
46 F13-11018230 Four-bar linkage .0 4.5 IM Alligator Without ngle outer sheath PE coating 2300 Four-bar linkage, 4.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coatin: *2300 mm
47 F13- 20 Four-bar linkage .0 4.5 IM Alligator ith ngle outer sheath PE coating 00 Four-bar linkage, 4.5 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 1.8*1200 mm
48 F13- 60 Four-bar linkage .0 4.5 IM Alligator With ngle outer sheath PE coating 00 Four-bar linkage, 4.5 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 1.8*1600 mm
49 F13- 80 Four-bar linkage .0 4.5 IM Alligator With ngle outer sheath PE coating 00 Four-bar linkage, 4.5 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 1.8*1800 mm
5 F13- 30 Four-bar linkage 4.5 IM Alligator With ngle outer sheath PE coatini 2300 Four-bar linkage, 4.5 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 1.8*2300 mm
5 F11-11023160 Four-bar linkage 6.7 IM Alligator Without ngle outer sheath uncoated 00 Four-bar linkage, 6.7 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 2.3*1600 mm
52 F11-11023180 Four-bar linkage 6.7 IM Alligator Without ngle outer sheath uncoated 00 Four-bar linkage, 6.7 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 2.3*1800 mm
5 F11-11023230 Four-bar linkage 6.7 IM Alligator Without ngle outer sheath uncoated 2300 Four-bar linkage, 6.7 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 2.3*2300 mm
54 F11- 3160 Four-bar linkage 6.7 IM Alligator ith ngle outer sheath uncoated 00 Four-bar linkage, 6.7 mm opening width, MIM Alligator, With needle, Single outer sheath,uncoated, 2.3*1600 mm
55 F11- 3180 Four-bar linkage 6.7 IM Alligator With ngle outer sheath uncoated 00 Four-bar linkage, 6.7 mm opening width, MIM Alligator, With needle, Single outer sheath,uncoated, 2.3*1800 mm
56 F11- 3230 Four-bar linkage 6.7 IM Alligator With ngle outer sheath uncoated 2300 Four-bar linkage, 6.7 mm opening width, MIM Alligator, With needle, Single outer sheath,uncoated, 2.3*2300 mm
57 F13-11023160 Four-bar linkage 6.7 IM Alligator Without ngle outer sheath PE coating 00 Four-bar linkage, 6.7 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 2.3*1600 mm
58 F13-11023180 Four-bar linkage 6.7 IM Alligator Without ngle outer sheath PE coating 00 Four-bar linkage, 6.7 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 2.3*1800 mm
59 F13-11023230 Four-bar linkage 6.7 IM Alligator Without ngle outer sheath PE coating 2300 Four-bar linkage, 6.7 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 2.3*2300 mm
6 F13- 3160 Four-bar linkage 6.7 IM Alligator ith ngle outer sheath PE coating 00 Four-bar linkage, 6.7 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 2.3*1600 mm
6 F13- 3180 Four-bar linkage 6.7 IM Alligator With ngle outer sheath PE coating 00 Four-bar linkage, 6.7 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 2.3*1800 mm
62 F13- 3230 Four-bar linkage 6.7 IM Alligator With ngle outer sheath PE coatini 2300 Four-bar linkage, 6.7 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 2.3*2300 mm
6: F11-01023160 Four-bar linkage 5.5 IM Alligator Without ngle outer sheath uncoated 00 Four-bar linkage, 5.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 2.3*1600 mm
64 F11-01023180 Four-bar linkage 5.5 IM Alligator Withou ngle outer sheath uncoated 00 Four-bar linkage, 5.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 2.3*1800 mm
65 F11-01023230 Four-bar linkage 5.5 IM Alligator Withou ngle outer sheath uncoated 2300 Four-bar linkage, 5.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 2.3*2300 mm
66 F13-01023160 Four-bar linkage 5.5 IM Alligator Withou ngle outer sheath PE coating 600 Four-bar linkage, 5.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 2.3*1600 mm
67 F13-01023180 Four-bar linkage 5.5 IM Alligator Withou! ngle outer sheath PE coating 800 Four-bar linkage, 5.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 2.3*1800 mm
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68 BF13-01023230 Four-bar linkage 23 238 5.5 MIM Alligator Without ingle outer sheath PE coating 2300 Four-bar linkage, 5.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 2.3*2300 mm
69 BF51-11018120 Four-bar linkage 1.8 20 4.5 Stamping Oval Without ingle outer sheath uncoated 1200 Four-bar linkage, 4.5 mm opening width, Stamping Oval, Without needle, Single outer sheath,uncoated, 1.8*1200 mm
70 BF51-11018160 Four-bar linkage 1.8 20 4.5 Stamping Oval Without ingle outer sheath uncoated 1600 Four-bar linkage, 4.5 mm opening width, Stamping Oval, Without needle, Single outer sheath,uncoated, 1.8*1600 mm
7 BF51-11018180 Four-bar linkage 1.8 20 4.5 Stamping Oval Without ingle outer sheath uncoated 1800 Four-bar linkage, 4.5 mm opening width, Stamping Oval, Without needle, Single outer sheath,uncoated, 1.8*1800 mm
72 BF51-11018230 Four-bar linkage 1.8 20 4.5 Stamping Oval Without ingle outer sheath uncoated 2300 Four-bar linkage, 4.5 mm opening width, Stamping Oval, Without needle, Single outer sheath,uncoated, 1.8*2300 mm
73 BF51-11118120 Four-bar linkage 1.8 20 4.5 Stamping Oval With ingle outer sheath uncoated 1200 Four-bar linkage, 4.5 mm opening width, Stamping Oval, With needle, Single outer sheath,uncoated, 1.8*1200 mm
74 BF51-11118160 Four-bar linkage 1.8 20 4.5 Stamping Oval With ingle outer sheath uncoated 1600 Four-bar linkage, 4.5 mm opening width, Stamping Oval, With needle, Single outer sheath,uncoated, 1.8*1600 mm
75 BF51-11118180 Four-bar linkage 1.8 20 4.5 Stamping Oval With ingle outer sheath uncoated 1800 Four-bar linkage, 4.5 mm opening width, Stamping Oval, With needle, Single outer sheath,uncoated, 1.8*1800 mm
76 BF51-11118230 Four-bar linkage 1.8 20 4.5 Stamping Oval With ingle outer sheath uncoated 2300 Four-bar linkage, 4.5 mm opening width, Stamping Oval, With needle, Single outer sheath,uncoated, 1.8*2300 mm
7 BF53-11018120 Four-bar linkage 1.8 20 4.5 Stamping Oval Without ingle outer sheath PE coating 1200 Four-bar linkage, 4.5 mm opening width, Stamping Oval, Without needle, Single outer sheath,PE coating, 1.8*1200 mm
78 BF53-11018160 Four-bar linkage 1.8 20 4.5 Stamping Oval Without ingle outer sheath PE coating 1600 Four-bar linkage, 4.5 mm opening width, Stamping Oval, Without needle, Single outer sheath,PE coating, 1.8*1600 mm
79 BF53-11018180 Four-bar linkage 1.8 20 4.5 Stamping Oval Without ingle outer sheath PE coating 1800 Four-bar linkage, 4.5 mm opening width, Stamping Oval, Without needle, Single outer sheath,PE coating, 1.8*1800 mm
80 BF53-11018230 Four-bar linkage 1.8 20 4.5 Stamping Oval Without ingle outer sheath PE coating 2300 Four-bar linkage, 4.5 mm opening width, Stamping Oval, Without needle, Single outer sheath,PE coating, 1.8*2300 mm
81 BF53-11118120 Four-bar linkage 1.8 20 4.5 Stamping Oval With ingle outer sheath PE coating 1200 Four-bar linkage, 4.5 mm opening width, Stamping Oval, With needle, Single outer sheath,PE coating, 1.8*1200 mm
82 BF53-11118160 Four-bar linkage 1.8 20 4.5 Stamping Oval With ingle outer sheath PE coating 1600 Four-bar linkage, 4.5 mm opening width, Stamping Oval, With needle, Single outer sheath,PE coating, 1.8*1600 mm
83 BF53-11118180 Four-bar linkage 1.8 20 4.5 Stamping Oval With ingle outer sheath PE coating 1800 Four-bar linkage, 4.5 mm opening width, Stamping Oval, With needle, Single outer sheath,PE coating, 1.8*1800 mm
84 BF53-11118230 Four-bar linkage 1.8 20 4.5 Stamping Oval With ingle outer sheath PE coating 2300 Four-bar linkage, 4.5 mm opening width, Stamping Oval, With needle, Single outer sheath,PE coating, 1.8*2300 mm
85 EBF01-11018120 Four-bar linkage 1.8 2.0 4.5 MIM Oval Without ingle outer sheath uncoated 1200 Four-bar linkage, 4.5 mm opening width, MIM Oval, Without needle, Single outer sheath,uncoated, 1.8*1200 mm
86 EBF01-11018160 Four-bar linkage 1.8 2.0 4.5 MIM Oval Without ingle outer sheath uncoated 1600 Four-bar linkage, 4.5 mm opening width, MIM Oval, Without needle, Single outer sheath,uncoated, 1.8*1600 mm
87 EBF01-11018180 Four-bar linkage 1.8 2.0 4.5 MIM Oval Without ingle outer sheath uncoated 1800 Four-bar linkage, 4.5 mm opening width, MIM Oval, Without needle, Single outer sheath,uncoated, 1.8*1800 mm
88 EBF01-11018230 Four-bar linkage 1.8 2.0 4.5 MIM Oval Without ingle outer sheath uncoated 2300 Four-bar linkage, 4.5 mm opening width, MIM Oval, Without needle, Single outer sheath,uncoated, 1.8*2300 mm
89 EBF01-11118120 Four-bar linkage 1.8 2.0 4.5 MIM Oval With ingle outer sheath uncoated 1200 Four-bar linkage, 4.5 mm opening width, MIM Oval, With needle, Single outer sheath,uncoated, 1.8*1200 mm
90 EBF01-11118160 Four-bar linkage 1.8 2.0 4.5 MIM Oval With ingle outer sheath uncoated 1600 Four-bar linkage, 4.5 mm opening width, MIM Oval, With needle, Single outer sheath,uncoated, 1.8*1600 mm
91 EBF01-11118180 Four-bar linkage 1.8 2.0 4.5 MIM Oval With ingle outer sheath uncoated 1800 Four-bar linkage, 4.5 mm opening width, MIM Oval, With needle, Single outer sheath,uncoated, 1.8*1800 mm
92 EBF01-11118230 Four-bar linkage 1.8 2.0 4.5 MIM Oval With ingle outer sheath uncoated 2300 Four-bar linkage, 4.5 mm opening width, MIM Oval, With needle, Single outer sheath,uncoated, 1.8*2300 mm
93 EBF03-11018120 Four-bar linkage 18 20 4.5 MIM Oval Without ingle outer sheath PE coating 1200 Four-bar linkage, 4.5 mm opening width, MIM Oval, Without needle, Single outer sheath,PE coating, 1.8*1200 mm
94 EBF03-11018160 Four-bar linkage 1.8 20 4.5 MIM Oval Without ingle outer sheath PE coating 1600 Four-bar linkage, 4.5 mm opening width, MIM Oval, Without needle, Single outer sheath,PE coating, 1.8*1600 mm
95 EBF03-11018180 Four-bar linkage 1.8 20 4.5 MIM Oval Without ingle outer sheath PE coating 1800 Four-bar linkage, 4.5 mm opening width, MIM Oval, Without needle, Single outer sheath,PE coating, 1.8*1800 mm
96 EBF03-11018230 Four-bar linkage 1.8 20 4.5 MIM Oval Without ingle outer sheath PE coating 2300 Four-bar linkage, 4.5 mm opening width, MIM Oval, Without needle, Single outer sheath,PE coating, 1.8*2300 mm
97 EBF03-11118120 Four-bar linkage 1.8 20 4.5 MIM Oval With ingle outer sheath PE coating 1200 Four-bar linkage, 4.5 mm opening width, MIM Oval, With needle, Single outer sheath,PE coating, 1.8*1200 mm
98 EBF03-11118160 Four-bar linkage 1.8 20 4.5 MIM Oval With ingle outer sheath PE coating 1600 Four-bar linkage, 4.5 mm opening width, MIM Oval, With needle, Single outer sheath,PE coating, 1.8*1600 mm
99 EBF03-11118180 Four-bar linkage 1.8 20 4.5 MIM Oval With ingle outer sheath PE coating 1800 Four-bar linkage, 4.5 mm opening width, MIM Oval, With needle, Single outer sheath,PE coating, 1.8*1800 mm
100 EBF03-11118230 Four-bar linkage 1.8 20 4.5 MIM Oval With ingle outer sheath PE coating 2300 Four-bar linkage, 4.5 mm opening width, MIM Oval, With needle, Single outer sheath,PE coating, 1.8*2300 mm
101 EBF01-01023160 Four-bar linkage 23 2.8 5.5 MIM Oval Without ingle outer sheath uncoated 1600 Four-bar linkage, 5.5 mm opening width, MIM Oval, Without needle, Single outer sheath,uncoated, 2.3*1600 mm
102 EBF01-01023180 Four-bar linkage 23 2.8 5.5 MIM Oval Without ingle outer sheath uncoated 1800 Four-bar linkage, 5.5 mm opening width, MIM Oval, Without needle, Single outer sheath,uncoated, 2.3*1800 mm
103 EBF01-01023230 Four-bar linkage 23 2.8 5.5 MIM Oval Without ingle outer sheath uncoated 2300 Four-bar linkage, 5.5 mm opening width, MIM Oval, Without needle, Single outer sheath,uncoated, 2.3*2300 mm
104 EBF03-01023160 Four-bar linkage 23 28 5.5 MIM Oval Without ingle outer sheath PE coating 1600 Four-bar linkage, 5.5 mm opening width, MIM Oval, Without needle, Single outer sheath,PE coating, 2.3*1600 mm
105 EBF03-01023180 Four-bar linkage 23 28 5.5 MIM Oval Without ingle outer sheath PE coating 1800 Four-bar linkage, 5.5 mm opening width, MIM Oval, Without needle, Single outer sheath,PE coating, 2.3*1800 mm
106 EBF03-01023230 Four-bar linkage 23 28 5.5 MIM Oval Without ingle outer sheath PE coating 2300 Four-bar linkage, 5.5 mm opening width, MIM Oval, Without needle, Single outer sheath,PE coating, 2.3*2300 mm
107 EBF01-01030120 Four-bar linkage 3.0 3.2 8.5 MIM Oval Without ingle outer sheath uncoated 1200 Four-bar linkage, 8.5 mm opening width, MIM Oval, Without needle, Single outer sheath,uncoated, 3*1200 mm
108 EBF01-01030160 Four-bar linkage 3.0 3.2 8.5 MIM Oval Without ingle outer sheath uncoated 1600 Four-bar linkage, 8.5 mm opening width, MIM Oval, Without needle, Single outer sheath,uncoated, 3*1600 mm
109 EBF01-01030180 Four-bar linkage 3.0 3.2 8.5 MIM Oval Without ingle outer sheath uncoated 1800 Four-bar linkage, 8.5 mm opening width, MIM Oval, Without needle, Single outer sheath,uncoated, 3*1800 mm
110 EBF01-01030230 Four-bar linkage 3.0 3.2 8.5 MIM Oval Without ingle outer sheath uncoated 2300 Four-bar linkage, 8.5 mm opening width, MIM Oval, Without needle, Single outer sheath,uncoated, 3*2300 mm
111 EBF03-01030120 Four-bar linkage 3.0 32 8.5 MIM Oval Without ingle outer sheath PE coating 1200 Four-bar linkage, 8.5 mm opening width, MIM Oval, Without needle, Single outer sheath,PE coating, 31200 mm
112 EBF03-01030160 Four-bar linkage 3.0 32 8.5 MIM Oval Without ingle outer sheath PE coating 1600 Four-bar linkage, 8.5 mm opening width, MIM Oval, Without needle, Single outer sheath,PE coating, 31600 mm
113 EBF03-01030180 Four-bar linkage 3.0 32 8.5 MIM Oval Without ingle outer sheath PE coating 1800 Four-bar linkage, 8.5 mm opening width, MIM Oval, Without needle, Single outer sheath,PE coating, 31800 mm
114 EBF03-01030230 Four-bar linkage 3.0 32 8.5 MIM Oval Without ingle outer sheath PE coating 2300 Four-bar linkage, 8.5 mm opening width, MIM Oval, Without needle, Single outer sheath,PE coating, 3*2300 mm
115 EBF01-01130120 Four-bar linkage 3.0 3.2 8.5 MIM Oval With ingle outer sheath uncoated 1200 Four-bar linkage, 8.5 mm opening width, MIM Oval, With needle, Single outer sheath,uncoated, 3*1200 mm
116 EBF01-01130160 Four-bar linkage 3.0 3.2 8.5 MIM Oval With ingle outer sheath uncoated 1600 Four-bar linkage, 8.5 mm opening width, MIM Oval, With needle, Single outer sheath,uncoated, 3*1600 mm
117 EBF01-01130180 Four-bar linkage 3.0 3.2 8.5 MIM Oval With ingle outer sheath uncoated 1800 Four-bar linkage, 8.5 mm opening width, MIM Oval, With needle, Single outer sheath,uncoated, 3*1800 mm
118 EBF01-01130230 Four-bar linkage 3.0 3.2 8.5 MIM Oval With ingle outer sheath uncoated 2300 Four-bar linkage, 8.5 mm opening width, MIM Oval, With needle, Single outer sheath,uncoated, 3*2300 mm
119 EBF03-01130120 Four-bar linkage 3.0 32 8.5 MIM Oval With ingle outer sheath PE coating 1200 Four-bar linkage, 8.5 mm opening width, MIM Oval, With needle, Single outer sheath,PE coating, 31200 mm
120 EBF03-01130160 Four-bar linkage 3.0 32 8.5 MIM Oval With ingle outer sheath PE coating 1600 Four-bar linkage, 8.5 mm opening width, MIM Oval, With needle, Single outer sheath,PE coating, 31600 mm
121 EBF03-01130180 Four-bar linkage 3.0 32 8.5 MIM Oval With ingle outer sheath PE coating 1800 Four-bar linkage, 8.5 mm opening width, MIM Oval, With needle, Single outer sheath,PE coating, 31800 mm
122 EBF03-01130230 Four-bar linkage 3.0 32 8.5 MIM Oval With ingle outer sheath PE coating 2300 Four-bar linkage, 8.5 mm opening width, MIM Oval, With needle, Single outer sheath,PE coating, 3*2300 mm
123 EBF11-11018120 Four-bar linkage 1.8 20 4.5 MIM Alligator Without ingle outer sheath uncoated 1200 Four-bar linkage, 4.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 1.8*1200 mm
124 EBF11-11018160 Four-bar linkage 18 20 4.5 MIM Alligator Without ingle outer sheath uncoated 1600 Four-bar linkage, 4.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 1.8*1600 mm
125 EBF11-11018180 Four-bar linkage 18 20 4.5 MIM Alligator Without ingle outer sheath uncoated 1800 Four-bar linkage, 4.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 1.8*1800 mm
126 EBF11-11018230 Four-bar linkage 18 20 4.5 MIM Alligator Without ingle outer sheath uncoated 2300 Four-bar linkage, 4.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 1.8*2300 mm
127 EBF11-11118120 Four-bar linkage 18 20 4.5 MIM Alligator With ingle outer sheath uncoated 1200 Four-bar linkage, 4.5 mm opening width, MIM Alligator, With needle, Single outer sheath,uncoated, 1.8*1200 mm
128 EBF11-11118160 Four-bar linkage 18 20 4.5 MIM Alligator With ingle outer sheath uncoated 1600 Four-bar linkage, 4.5 mm opening width, MIM Alligator, With needle, Single outer sheath,uncoated, 1.8*1600 mm
129 EBF11-11118180 Four-bar linkage 18 20 4.5 MIM Alligator With ingle outer sheath uncoated 1800 Four-bar linkage, 4.5 mm opening width, MIM Alligator, With needle, Single outer sheath,uncoated, 1.8*1800 mm
130 EBF11-11118230 Four-bar linkage 18 20 4.5 MIM Alligator With ingle outer sheath uncoated 2300 Four-bar linkage, 4.5 mm opening width, MIM Alligator, With needle, Single outer sheath,uncoated, 1.8*2300 mm
131 EBF13-11018120 Four-bar linkage 18 20 4.5 MIM Alligator Without ingle outer sheath PE coating 1200 Four-bar linkage, 4.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 1.8*1200 mm
132 EBF13-11018160 Four-bar linkage 18 20 4.5 MIM Alligator Without ingle outer sheath PE coating 1600 Four-bar linkage, 4.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 1.8*1600 mm
133 EBF13-11018180 Four-bar linkage 18 20 4.5 MIM Alligator Without ingle outer sheath PE coating 1800 Four-bar linkage, 4.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 1.8*1800 mm
134 EBF13-11018230 Four-bar linkage 18 20 4.5 MIM Alligator Without ingle outer sheath PE coating 2300 Four-bar linkage, 4.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 1.8*2300 mm
135 EBF13-11118120 Four-bar linkage 18 20 4.5 MIM Alligator With ingle outer sheath PE coating 1200 Four-bar linkage, 4.5 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 1.8*1200 mm
136 EBF13-11118160 Four-bar linkage 18 20 4.5 MIM Alligator With ingle outer sheath PE coating 1600 Four-bar linkage, 4.5 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 1.8*1600 mm
137 EBF13-11118180 Four-bar linkage 18 20 4.5 MIM Alligator With ingle outer sheath PE coating 1800 Four-bar linkage, 4.5 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 1.8*1800 mm
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138 EBF13-11118230 Four-bar linkage 1.8 20 4.5 MIM Alligator With ingle outer sheath PE coating 2300 Four-bar linkage, 4.5 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 1.8*2300 mm
139 EBF11-11023160 Four-bar linkage 23 28 6.7 MIM Alligator Without ingle outer sheath uncoated 1600 Four-bar linkage, 6.7 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 2.3*1600 mm
140 EBF11-11023180 Four-bar linkage 23 238 6.7 MIM Alligator Without ingle outer sheath uncoated 1800 Four-bar linkage, 6.7 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 2.3*1800 mm
141 EBF11-11023230 Four-bar linkage 23 28 6.7 MIM Alligator Without ingle outer sheath uncoated 2300 Four-bar linkage, 6.7 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 2.3*2300 mm
142 EBF11-11123160 Four-bar linkage 23 238 6.7 MIM Alligator With ingle outer sheath uncoated 1600 Four-bar linkage, 6.7 mm opening width, MIM Alligator, With needle, Single outer sheath,uncoated, 2.3*1600 mm
143 EBF11-11123180 Four-bar linkage 23 28 6.7 MIM Alligator With ingle outer sheath uncoated 1800 Four-bar linkage, 6.7 mm opening width, MIM Alligator, With needle, Single outer sheath,uncoated, 2.3*1800 mm
144 EBF11-11123230 Four-bar linkage 23 28 6.7 MIM Alligator With ingle outer sheath uncoated 2300 Four-bar linkage, 6.7 mm opening width, MIM Alligator, With needle, Single outer sheath,uncoated, 2.3*2300 mm
145 EBF13-11023160 Four-bar linkage 23 28 6.7 MIM Alligator Without ingle outer sheath PE coating 1600 Four-bar linkage, 6.7 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 2.3*1600 mm
146 EBF13-11023180 Four-bar linkage 23 238 6.7 MIM Alligator Without ingle outer sheath PE coating 1800 Four-bar linkage, 6.7 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 2.3*1800 mm
147 EBF13-11023230 Four-bar linkage 23 238 6.7 MIM Alligator Without ingle outer sheath PE coating 2300 Four-bar linkage, 6.7 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 2.3*2300 mm
148 EBF13-11123160 Four-bar linkage 23 28 6.7 MIM Alligator With ingle outer sheath PE coating 1600 Four-bar linkage, 6.7 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 2.3*1600 mm
149 EBF13-11123180 Four-bar linkage 23 28 6.7 MIM Alligator With ingle outer sheath PE coating 1800 Four-bar linkage, 6.7 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 2.3*1800 mm
150 EBF13-11123230 Four-bar linkage 23 28 6.7 MIM Alligator With ingle outer sheath PE coating 2300 Four-bar linkage, 6.7 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 2.3*2300 mm
151 EBF11-01023160 Four-bar linkage 23 28 5.5 MIM Alligator Without ingle outer sheath uncoated 1600 Four-bar linkage, 5.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 2.3*1600 mm
152 EBF11-01023180 Four-bar linkage 23 238 5.5 MIM Alligator Without ingle outer sheath uncoated 1800 Four-bar linkage, 5.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 2.3*1800 mm
153 EBF11-01023230 Four-bar linkage 23 238 5.5 MIM Alligator Without ingle outer sheath uncoated 2300 Four-bar linkage, 5.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 2.3*2300 mm
154 EBF13-01023160 Four-bar linkage 23 238 5.5 MIM Alligator Without ingle outer sheath PE coating 1600 Four-bar linkage, 5.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 2.3*1600 mm
155 EBF13-01023180 Four-bar linkage 23 28 5.5 MIM Alligator Without ingle outer sheath PE coating 1800 Four-bar linkage, 5.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 2.3*1800 mm
156 EBF13-01023230 Four-bar linkage 23 238 5.5 MIM Alligator Without ingle outer sheath PE coating 2300 Four-bar linkage, 5.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 2.3*2300 mm
157 EBF11-01030120 Four-bar linkage 3.0 32 8.5 MIM Alligator Without ingle outer sheath uncoated 1200 Four-bar linkage, 8.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 31200 mm
158 EBF11-01030160 Four-bar linkage 3.0 32 8.5 MIM Alligator Without ingle outer sheath uncoated 1600 Four-bar linkage, 8.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 3*1600 mm
159 EBF11-01030180 Four-bar linkage 3.0 32 8.5 MIM Alligator Without ingle outer sheath uncoated 1800 Four-bar linkage, 8.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 3*1800 mm
160 EBF11-01030230 Four-bar linkage 3.0 32 8.5 MIM Alligator Without ingle outer sheath uncoated 2300 Four-bar linkage, 8.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 3*2300 mm
161 EBF13-01030120 Four-bar linkage 3.0 32 8.5 MIM Alligator Without ingle outer sheath PE coating 1200 Four-bar linkage, 8.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 3*1200 mm
162 EBF13-01030160 Four-bar linkage 3.0 32 8.5 MIM Alligator Without ingle outer sheath PE coating 1600 Four-bar linkage, 8.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 3*1600 mm
163 EBF13-01030180 Four-bar linkage 3.0 32 8.5 MIM Alligator Without ingle outer sheath PE coating 1800 Four-bar linkage, 8.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 3*1800 mm
164 EBF13-01030230 Four-bar linkage 3.0 32 8.5 MIM Alligator Without ingle outer sheath PE coating 2300 Four-bar linkage, 8.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 3*2300 mm
165 EBF11-01130120 Four-bar linkage 3.0 32 8.5 MIM Alligator With ingle outer sheath uncoated 1200 Four-bar linkage, 8.5 mm opening width, MIM Alligator, With needle, Single outer sheath,uncoated, 31200 mm
166 EBF11-01130160 Four-bar linkage 3.0 32 8.5 MIM Alligator With ingle outer sheath uncoated 1600 Four-bar linkage, 8.5 mm opening width, MIM Alligator, With needle, Single outer sheath,uncoated, 31600 mm
167 EBF11-01130180 Four-bar linkage 3.0 32 8.5 MIM Alligator With ingle outer sheath uncoated 1800 Four-bar linkage, 8.5 mm opening width, MIM Alligator, With needle, Single outer sheath,uncoated, 31800 mm
168 EBF11-01130230 Four-bar linkage 3.0 32 8.5 MIM Alligator With ingle outer sheath uncoated 2300 Four-bar linkage, 8.5 mm opening width, MIM Alligator, With needle, Single outer sheath,uncoated, 3*2300 mm
169 EBF13-01130120 Four-bar linkage 3.0 32 8.5 MIM Alligator With ingle outer sheath PE coating 1200 Four-bar linkage, 8.5 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 3*1200 mm
170 EBF13-01130160 Four-bar linkage 3.0 32 8.5 MIM Alligator With ingle outer sheath PE coating 1600 Four-bar linkage, 8.5 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 3*1600 mm
171 EBF13-01130180 Four-bar linkage 3.0 32 8.5 MIM Alligator With ingle outer sheath PE coating 1800 Four-bar linkage, 8.5 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 3*1800 mm
172 EBF13-01130230 Four-bar linkage 3.0 32 8.5 MIM Alligator With ingle outer sheath PE coating 2300 Four-bar linkage, 8.5 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 3*2300 mm
173 EBF51-11018120 Four-bar linkage 18 20 4.5 Stamping Oval Without ingle outer sheath uncoated 1200 Four-bar linkage, 4.5 mm opening width, Stamping Oval, Without needle, Single outer sheath,uncoated, 1.8*1200 mm
174 EBF51-11018160 Four-bar linkage 18 20 4.5 Stamping Oval Without ingle outer sheath uncoated 1600 Four-bar linkage, 4.5 mm opening width, Stamping Oval, Without needle, Single outer sheath,uncoated, 1.8*1600 mm
175 EBF51-11018180 Four-bar linkage 18 20 4.5 Stamping Oval Without ingle outer sheath uncoated 1800 Four-bar linkage, 4.5 mm opening width, Stamping Oval, Without needle, Single outer sheath,uncoated, 1.8*1800 mm
176 EBF51-11018230 Four-bar linkage 18 20 4.5 Stamping Oval Without ingle outer sheath uncoated 2300 Four-bar linkage, 4.5 mm opening width, Stamping Oval, Without needle, Single outer sheath,uncoated, 1.8*2300 mm
177 EBF51-11118120 Four-bar linkage 18 20 4.5 Stamping Oval With ingle outer sheath uncoated 1200 Four-bar linkage, 4.5 mm opening width, Stamping Oval, With needle, Single outer sheath,uncoated, 1.8*1200 mm
178 EBF51-11118160 Four-bar linkage 18 20 4.5 Stamping Oval With ingle outer sheath uncoated 1600 Four-bar linkage, 4.5 mm opening width, Stamping Oval, With needle, Single outer sheath,uncoated, 1.8*1600 mm
179 EBF51-11118180 Four-bar linkage 18 20 4.5 Stamping Oval With ingle outer sheath uncoated 1800 Four-bar linkage, 4.5 mm opening width, Stamping Oval, With needle, Single outer sheath,uncoated, 1.8*1800 mm
180 EBF51-11118230 Four-bar linkage 18 20 4.5 Stamping Oval With ingle outer sheath uncoated 2300 Four-bar linkage, 4.5 mm opening width, Stamping Oval, With needle, Single outer sheath,uncoated, 1.8*2300 mm
181 EBF53-11018120 Four-bar linkage 18 20 4.5 Stamping Oval Without ingle outer sheath PE coating 1200 Four-bar linkage, 4.5 mm opening width, Stamping Oval, Without needle, Single outer sheath,PE coating, 1.8*1200 mm
182 EBF53-11018160 Four-bar linkage 18 20 4.5 Stamping Oval Without ingle outer sheath PE coating 1600 Four-bar linkage, 4.5 mm opening width, Stamping Oval, Without needle, Single outer sheath,PE coating, 1.8*1600 mm
183 EBF53-11018180 Four-bar linkage 18 20 4.5 Stamping Oval Without ingle outer sheath PE coating 1800 Four-bar linkage, 4.5 mm opening width, Stamping Oval, Without needle, Single outer sheath,PE coating, 1.8*1800 mm
184 EBF53-11018230 Four-bar linkage 18 20 4.5 Stamping Oval Without ingle outer sheath PE coating 2300 Four-bar linkage, 4.5 mm opening width, Stamping Oval, Without needle, Single outer sheath,PE coating, 1.8*2300 mm
185 EBF53-11118120 Four-bar linkage 18 20 4.5 Stamping Oval With ingle outer sheath PE coating 1200 Four-bar linkage, 4.5 mm opening width, Stamping Oval, With needle, Single outer sheath,PE coating, 1.8*1200 mm
186 EBF53-11118160 Four-bar linkage 1.8 20 4.5 Stamping Oval With ingle outer sheath PE coating 1600 Four-bar linkage, 4.5 mm opening width, Stamping Oval, With needle, Single outer sheath,PE coating, 1.8*1600 mm
187 EBF53-11118180 Four-bar linkage 1.8 20 4.5 Stamping Oval With ingle outer sheath PE coating 1800 Four-bar linkage, 4.5 mm opening width, Stamping Oval, With needle, Single outer sheath,PE coating, 1.8*1800 mm
188 EBF53-11118230 Four-bar linkage 1.8 20 4.5 Stamping Oval With ingle outer sheath PE coating 2300 Four-bar linkage, 4.5 mm opening width, Stamping Oval, With needle, Single outer sheath,PE coating, 1.8*2300 mm
189 EBF61-11023160 Four-bar linkage 23 28 6.7 Stamping Alligator Without ingle outer sheath uncoated 1600 Four-bar linkage, 6.7 mm opening width, Stamping Alligator, Without needle, Single outer sheath,uncoated, 2.3*1600 mm
190 EBF61-11023180 Four-bar linkage 23 28 6.7 Stamping Alligator Without ingle outer sheath uncoated 1800 Four-bar linkage, 6.7 mm opening width, Stamping Alligator, Without needle, Single outer sheath,uncoated, 2.3*1800 mm
191 EBF61-11023230 Four-bar linkage 23 28 6.7 Stamping Alligator Without ingle outer sheath uncoated 2300 Four-bar linkage, 6.7 mm opening width, Stamping Alligator, Without needle, Single outer sheath,uncoated, 2.3*2300 mm
192 EBF61-11123160 Four-bar linkage 23 28 6.7 Stamping Alligator With ingle outer sheath uncoated 1600 Four-bar linkage, 6.7 mm opening width, Stamping Alligator, With needle, Single outer sheath,uncoated, 2.3*1600 mm
193 EBF61-11123180 Four-bar linkage 23 28 6.7 Stamping Alligator With ingle outer sheath uncoated 1800 Four-bar linkage, 6.7 mm opening width, Stamping Alligator, With needle, Single outer sheath,uncoated, 2.3*1800 mm
194 EBF61-11123230 Four-bar linkage 23 28 6.7 Stamping Alligator With ingle outer sheath uncoated 2300 Four-bar linkage, 6.7 mm opening width, Stamping Alligator, With needle, Single outer sheath,uncoated, 2.3*2300 mm
195 EBF63-11023160 Four-bar linkage 23 28 6.7 Stamping Alligator Without ingle outer sheath PE coating 1600 Four-bar linkage, 6.7 mm opening width, Stamping Alligator, Without needle, Single outer sheath,PE coating, 2.3*1600 mm
196 EBF63-11023180 Four-bar linkage 23 238 6.7 Stamping Alligator Without ingle outer sheath PE coating 1800 Four-bar linkage, 6.7 mm opening width, Stamping Alligator, Without needle, Single outer sheath,PE coating, 2.3*1800 mm
197 EBF63-11023230 Four-bar linkage 23 28 6.7 Stamping Alligator Without ingle outer sheath PE coating 2300 Four-bar linkage, 6.7 mm opening width, Stamping Alligator, Without needle, Single outer sheath,PE coating, 2.3*2300 mm
198 EBF63-11123160 Four-bar linkage 23 28 6.7 Stamping Alligator With ingle outer sheath PE coating 1600 Four-bar linkage, 6.7 mm opening width, Stamping Alligator, With needle, Single outer sheath,PE coating, 2.3*1600 mm
199 EBF63-11123180 Four-bar linkage 23 238 6.7 Stamping Alligator With ingle outer sheath PE coating 1800 Four-bar linkage, 6.7 mm opening width, Stamping Alligator, With needle, Single outer sheath,PE coating, 2.3*1800 mm
200 EBF63-11123230 Four-bar linkage 23 28 6.7 Stamping Alligator With ingle outer sheath PE coating 2300 Four-bar linkage, 6.7 mm opening width, Stamping Alligator, With needle, Single outer sheath,PE coating, 2.3*2300 mm
201 NBF01-11018120 Four-bar linkage 1.8 2.0 4.5 MIM Oval Without ingle outer sheath uncoated 1200 Four-bar linkage, 4.5 mm opening width, MIM Oval, Without needle, Single outer sheath,uncoated, 1.8*1200 mm
202 NBF01-11018160 Four-bar linkage 1.8 2.0 4.5 MIM Oval Without ingle outer sheath uncoated 1600 Four-bar linkage, 4.5 mm opening width, MIM Oval, Without needle, Single outer sheath,uncoated, 1.8*1600 mm
203 NBF01-11018180 Four-bar linkage 1.8 2.0 4.5 MIM Oval Without ingle outer sheath uncoated 1800 Four-bar linkage, 4.5 mm opening width, MIM Oval, Without needle, Single outer sheath,uncoated, 1.8*1800 mm
204 NBF01-11018230 Four-bar linkage 1.8 2.0 4.5 MIM Oval Without ingle outer sheath uncoated 2300 Four-bar linkage, 4.5 mm opening width, MIM Oval, Without needle, Single outer sheath,uncoated, 1.8*2300 mm
205 NBF01-11118120 Four-bar linkage 1.8 2.0 4.5 MIM Oval With ingle outer sheath uncoated 1200 Four-bar linkage, 4.5 mm opening width, MIM Oval, With needle, Single outer sheath,uncoated, 1.8*1200 mm
206 NBF01-11118160 Four-bar linkage 1.8 2.0 4.5 MIM Oval With ingle outer sheath uncoated 1600 Four-bar linkage, 4.5 mm opening width, MIM Oval, With needle, Single outer sheath,uncoated, 1.8*1600 mm
207 NBF01-11118180 Four-bar linkage 1.8 2.0 4.5 MIM Oval With ingle outer sheath uncoated 1800 Four-bar linkage, 4.5 mm opening width, MIM Oval, With needle, Single outer sheath,uncoated, 1.8*1800 mm
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208 NBF01-11118230 Four-bar linkage 1.8 2.0 4.5 MIM Oval With ingle outer sheath uncoated 2300 Four-bar linkage, 4.5 mm opening width, MIM Oval, With needle, Single outer sheath,uncoated, 1.8*2300 mm
209 NBF03-11018120 Four-bar linkage 1.8 20 4.5 MIM Oval Without ingle outer sheath PE coating 1200 Four-bar linkage, 4.5 mm opening width, MIM Oval, Without needle, Single outer sheath,PE coating, 1.8*1200 mm
210 NBF03-11018160 Four-bar linkage 1.8 20 4.5 MIM Oval Without ingle outer sheath PE coating 1600 Four-bar linkage, 4.5 mm opening width, MIM Oval, Without needle, Single outer sheath,PE coating, 1.8*1600 mm
211 NBF03-11018180 Four-bar linkage 1.8 20 4.5 MIM Oval Without ingle outer sheath PE coating 1800 Four-bar linkage, 4.5 mm opening width, MIM Oval, Without needle, Single outer sheath,PE coating, 1.8*1800 mm
212 NBF03-11018230 Four-bar linkage 1.8 20 4.5 MIM Oval Without ingle outer sheath PE coating 2300 Four-bar linkage, 4.5 mm opening width, MIM Oval, Without needle, Single outer sheath,PE coating, 1.8*2300 mm
213 NBF03-11118120 Four-bar linkage 1.8 20 4.5 MIM Oval With ingle outer sheath PE coating 1200 Four-bar linkage, 4.5 mm opening width, MIM Oval, With needle, Single outer sheath,PE coating, 1.8*1200 mm
214 NBF03-11118160 Four-bar linkage 1.8 20 4.5 MIM Oval With ingle outer sheath PE coating 1600 Four-bar linkage, 4.5 mm opening width, MIM Oval, With needle, Single outer sheath,PE coating, 1.8*1600 mm
215 NBF03-11118180 Four-bar linkage 1.8 20 4.5 MIM Oval With ingle outer sheath PE coating 1800 Four-bar linkage, 4.5 mm opening width, MIM Oval, With needle, Single outer sheath,PE coating, 1.8*1800 mm
216 NBF03-11118230 Four-bar linkage 1.8 20 4.5 MIM Oval With ingle outer sheath PE coating 2300 Four-bar linkage, 4.5 mm opening width, MIM Oval, With needle, Single outer sheath,PE coating, 1.8*2300 mm
217 NBF01-11023120 Four-bar linkage 23 28 6.7 Stamping Oval Without ingle outer sheath uncoated 1200 Four-bar linkage, 6.7 mm opening width, Stamping Oval, Without needle, Single outer sheath,uncoated, 2.3*1200 mm
218 NBF01-11023160 Four-bar linkage 23 28 6.7 Stamping Oval Without ingle outer sheath uncoated 1600 Four-bar linkage, 6.7 mm opening width, Stamping Oval, Without needle, Single outer sheath,uncoated, 2.3*1600 mm
219 NBF01-11023180 Four-bar linkage 23 238 6.7 Stamping Oval Without ingle outer sheath uncoated 1800 Four-bar linkage, 6.7 mm opening width, Stamping Oval, Without needle, Single outer sheath,uncoated, 2.3*1800 mm
220 NBF01-11023230 Four-bar linkage 23 28 6.7 Stamping Oval Without ingle outer sheath uncoated 2300 Four-bar linkage, 6.7 mm opening width, Stamping Oval, Without needle, Single outer sheath,uncoated, 2.3*2300 mm
221 NBF01-11123120 Four-bar linkage 23 28 6.7 Stamping Oval With ingle outer sheath uncoated 1200 Four-bar linkage, 6.7 mm opening width, Stamping Oval, With needle, Single outer sheath,uncoated, 2.3*1200 mm
222 NBF01-11123160 Four-bar linkage 23 238 6.7 Stamping Oval With ingle outer sheath uncoated 1600 Four-bar linkage, 6.7 mm opening width, Stamping Oval, With needle, Single outer sheath,uncoated, 2.3*1600 mm
223 NBF01-11123180 Four-bar linkage 23 238 6.7 Stamping Oval With ingle outer sheath uncoated 1800 Four-bar linkage, 6.7 mm opening width, Stamping Oval, With needle, Single outer sheath,uncoated, 2.3*1800 mm
224 NBF01-11123230 Four-bar linkage 23 28 6.7 Stamping Oval With ingle outer sheath uncoated 2300 Four-bar linkage, 6.7 mm opening width, Stamping Oval, With needle, Single outer sheath,uncoated, 2.3*2300 mm
225 NBF03-11023120 Four-bar linkage 23 28 6.7 Stamping Oval Without ingle outer sheath PE coating 1200 Four-bar linkage, 6.7 mm opening width, Stamping Oval, Without needle, Single outer sheath,PE coating, 2.3*1200 mm
226 NBF03-11023160 Four-bar linkage 23 238 6.7 Stamping Oval Without ingle outer sheath PE coating 1600 Four-bar linkage, 6.7 mm opening width, Stamping Oval, Without needle, Single outer sheath,PE coating, 2.3*1600 mm
227 NBF03-11023180 Four-bar linkage 23 28 6.7 Stamping Oval Without ingle outer sheath PE coating 1800 Four-bar linkage, 6.7 mm opening width, Stamping Oval, Without needle, Single outer sheath,PE coating, 2.3*1800 mm
228 NBF03-11023230 Four-bar linkage 23 28 6.7 Stamping Oval Without ingle outer sheath PE coating 2300 Four-bar linkage, 6.7 mm opening width, Stamping Oval, Without needle, Single outer sheath,PE coating, 2.3*2300 mm
229 NBF03-11123120 Four-bar linkage 23 238 6.7 Stamping Oval With ingle outer sheath PE coating 1200 Four-bar linkage, 6.7 mm opening width, Stamping Oval, With needle, Single outer sheath,PE coating, 2.3*1200 mm
230 NBF03-11123160 Four-bar linkage 23 28 6.7 Stamping Oval With ingle outer sheath PE coating 1600 Four-bar linkage, 6.7 mm opening width, Stamping Oval, With needle, Single outer sheath,PE coating, 2.3*1600 mm
231 NBF03-11123180 Four-bar linkage 23 28 6.7 Stamping Oval With ingle outer sheath PE coating 1800 Four-bar linkage, 6.7 mm opening width, Stamping Oval, With needle, Single outer sheath,PE coating, 2.3*1800 mm
232 NBF03-11123230 Four-bar linkage 23 28 6.7 Stamping Oval With ingle outer sheath PE coating 2300 Four-bar linkage, 6.7 mm opening width, Stamping Oval, With needle, Single outer sheath,PE coating, 2.3"2300 mm
233 NBF01-01023120 Four-bar linkage 23 2.8 5.5 MIM Oval Without ingle outer sheath uncoated 1200 Four-bar linkage, 5.5 mm opening width, MIM Oval, Without needle, Single outer sheath,uncoated, 2.3*1200 mm
234 NBF01-01023160 Four-bar linkage 23 2.8 5.5 MIM Oval Without ingle outer sheath uncoated 1600 Four-bar linkage, 5.5 mm opening width, MIM Oval, Without needle, Single outer sheath,uncoated, 2.3*1600 mm
235 NBF01-01023180 Four-bar linkage 23 2.8 5.5 MIM Oval Without ingle outer sheath uncoated 1800 Four-bar linkage, 5.5 mm opening width, MIM Oval, Without needle, Single outer sheath,uncoated, 2.3*1800 mm
236 NBF01-01023230 Four-bar linkage 23 2.8 5.5 MIM Oval Without ingle outer sheath uncoated 2300 Four-bar linkage, 5.5 mm opening width, MIM Oval, Without needle, Single outer sheath,uncoated, 2.3*2300 mm
237 NBF03-01023120 Four-bar linkage 23 28 5.5 MIM Oval Without ingle outer sheath PE coating 1200 Four-bar linkage, 5.5 mm opening width, MIM Oval, Without needle, Single outer sheath,PE coating, 2.3*1200 mm
238 NBF03-01023160 Four-bar linkage 23 238 5.5 MIM Oval Without ingle outer sheath PE coating 1600 Four-bar linkage, 5.5 mm opening width, MIM Oval, Without needle, Single outer sheath,PE coating, 2.3*1600 mm
239 NBF03-01023180 Four-bar linkage 23 28 5.5 MIM Oval Without ingle outer sheath PE coating 1800 Four-bar linkage, 5.5 mm opening width, MIM Oval, Without needle, Single outer sheath,PE coating, 2.3*1800 mm
240 NBF03-01023230 Four-bar linkage 23 238 5.5 MIM Oval Without ingle outer sheath PE coating 2300 Four-bar linkage, 5.5 mm opening width, MIM Oval, Without needle, Single outer sheath,PE coating, 2.3*2300 mm
241 NBF01-01030120 Four-bar linkage 3.0 3.2 8.5 MIM Oval Without ingle outer sheath uncoated 1200 Four-bar linkage, 8.5 mm opening width, MIM Oval, Without needle, Single outer sheath,uncoated, 3*1200 mm
242 NBF01-01030160 Four-bar linkage 3.0 3.2 8.5 MIM Oval Without ingle outer sheath uncoated 1600 Four-bar linkage, 8.5 mm opening width, MIM Oval, Without needle, Single outer sheath,uncoated, 3*1600 mm
243 NBF01-01030180 Four-bar linkage 3.0 3.2 8.5 MIM Oval Without ingle outer sheath uncoated 1800 Four-bar linkage, 8.5 mm opening width, MIM Oval, Without needle, Single outer sheath,uncoated, 3*1800 mm
244 NBF01-01030230 Four-bar linkage 3.0 3.2 8.5 MIM Oval Without ingle outer sheath uncoated 2300 Four-bar linkage, 8.5 mm opening width, MIM Oval, Without needle, Single outer sheath,uncoated, 3*2300 mm
245 NBF03-01030120 Four-bar linkage 3.0 32 8.5 MIM Oval Without ingle outer sheath PE coating 1200 Four-bar linkage, 8.5 mm opening width, MIM Oval, Without needle, Single outer sheath,PE coating, 31200 mm
246 NBF03-01030160 Four-bar linkage 3.0 32 8.5 MIM Oval Without ingle outer sheath PE coating 1600 Four-bar linkage, 8.5 mm opening width, MIM Oval, Without needle, Single outer sheath,PE coating, 31600 mm
247 NBF03-01030180 Four-bar linkage 3.0 32 8.5 MIM Oval Without ingle outer sheath PE coating 1800 Four-bar linkage, 8.5 mm opening width, MIM Oval, Without needle, Single outer sheath,PE coating, 31800 mm
248 NBF03-01030230 Four-bar linkage 3.0 32 8.5 MIM Oval Without ingle outer sheath PE coating 2300 Four-bar linkage, 8.5 mm opening width, MIM Oval, Without needle, Single outer sheath,PE coating, 3*2300 mm
249 NBF01-01130120 Four-bar linkage 3.0 3.2 8.5 MIM Oval With ingle outer sheath uncoated 1200 Four-bar linkage, 8.5 mm opening width, MIM Oval, With needle, Single outer sheath,uncoated, 3*1200 mm
250 NBF01-01130160 Four-bar linkage 3.0 3.2 8.5 MIM Oval With ingle outer sheath uncoated 1600 Four-bar linkage, 8.5 mm opening width, MIM Oval, With needle, Single outer sheath,uncoated, 3*1600 mm
251 NBF01-01130180 Four-bar linkage 3.0 3.2 8.5 MIM Oval With ingle outer sheath uncoated 1800 Four-bar linkage, 8.5 mm opening width, MIM Oval, With needle, Single outer sheath,uncoated, 3*1800 mm
252 NBF01-01130230 Four-bar linkage 3.0 3.2 8.5 MIM Oval With ingle outer sheath uncoated 2300 Four-bar linkage, 8.5 mm opening width, MIM Oval, With needle, Single outer sheath,uncoated, 3*2300 mm
253 NBF03-01130120 Four-bar linkage 3.0 32 8.5 MIM Oval With ingle outer sheath PE coating 1200 Four-bar linkage, 8.5 mm opening width, MIM Oval, With needle, Single outer sheath,PE coating, 31200 mm
254 NBF03-01130160 Four-bar linkage 3.0 32 8.5 MIM Oval With ingle outer sheath PE coating 1600 Four-bar linkage, 8.5 mm opening width, MIM Oval, With needle, Single outer sheath,PE coating, 31600 mm
255 NBF03-01130180 Four-bar linkage 3.0 32 8.5 MIM Oval With ingle outer sheath PE coating 1800 Four-bar linkage, 8.5 mm opening width, MIM Oval, With needle, Single outer sheath,PE coating, 31800 mm
256 NBF03-01130230 Four-bar linkage 3.0 32 8.5 MIM Oval With ingle outer sheath PE coating 2300 Four-bar linkage, 8.5 mm opening width, MIM Oval, With needle, Single outer sheath,PE coating, 3*2300 mm
257 NBF11-11018120 Four-bar linkage 1.8 20 4.5 MIM Alligator Without ingle outer sheath uncoated 1200 Four-bar linkage, 4.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 1.8*1200 mm
258 NBF11-11018160 Four-bar linkage 1.8 20 4.5 MIM Alligator Without ingle outer sheath uncoated 1600 Four-bar linkage, 4.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 1.8*1600 mm
259 NBF11-11018180 Four-bar linkage 1.8 20 4.5 MIM Alligator Without ingle outer sheath uncoated 1800 Four-bar linkage, 4.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 1.8*1800 mm
260 NBF11-11018230 Four-bar linkage 1.8 20 4.5 MIM Alligator Without ingle outer sheath uncoated 2300 Four-bar linkage, 4.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 1.8*2300 mm
261 NBF11-11118120 Four-bar linkage 1.8 20 4.5 MIM Alligator With ingle outer sheath uncoated 1200 Four-bar linkage, 4.5 mm opening width, MIM Alligator, With needle, Single outer sheath,uncoated, 1.8*1200 mm
262 NBF11-11118160 Four-bar linkage 1.8 20 4.5 MIM Alligator With ingle outer sheath uncoated 1600 Four-bar linkage, 4.5 mm opening width, MIM Alligator, With needle, Single outer sheath,uncoated, 1.8*1600 mm
263 NBF11-11118180 Four-bar linkage 1.8 20 4.5 MIM Alligator With ingle outer sheath uncoated 1800 Four-bar linkage, 4.5 mm opening width, MIM Alligator, With needle, Single outer sheath,uncoated, 1.8*1800 mm
264 NBF11-11118230 Four-bar linkage 1.8 20 4.5 MIM Alligator With ingle outer sheath uncoated 2300 Four-bar linkage, 4.5 mm opening width, MIM Alligator, With needle, Single outer sheath,uncoated, 1.8*2300 mm
265 NBF13-11018120 Four-bar linkage 1.8 20 4.5 MIM Alligator Without ingle outer sheath PE coating 1200 Four-bar linkage, 4.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 1.8*1200 mm
266 NBF13-11018160 Four-bar linkage 1.8 20 4.5 MIM Alligator Without ingle outer sheath PE coating 1600 Four-bar linkage, 4.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 1.8*1600 mm
267 NBF13-11018180 Four-bar linkage 1.8 20 4.5 MIM Alligator Without ingle outer sheath PE coating 1800 Four-bar linkage, 4.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 1.8*1800 mm
268 NBF13-11018230 Four-bar linkage 1.8 20 4.5 MIM Alligator Without ingle outer sheath PE coating 2300 Four-bar linkage, 4.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 1.8*2300 mm
269 NBF13-11118120 Four-bar linkage 1.8 20 4.5 MIM Alligator With ingle outer sheath PE coating 1200 Four-bar linkage, 4.5 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 1.8*1200 mm
270 NBF13-11118160 Four-bar linkage 1.8 20 4.5 MIM Alligator With ingle outer sheath PE coating 1600 Four-bar linkage, 4.5 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 1.8*1600 mm
271 NBF13-11118180 Four-bar linkage 1.8 20 4.5 MIM Alligator With ingle outer sheath PE coating 1800 Four-bar linkage, 4.5 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 1.8*1800 mm
272 NBF13-11118230 Four-bar linkage 1.8 20 4.5 MIM Alligator With ingle outer sheath PE coating 2300 Four-bar linkage, 4.5 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 1.8*2300 mm
273 NBF11-11023120 Four-bar linkage 23 28 6.7 MIM Alligator Without ingle outer sheath uncoated 1200 Four-bar linkage, 6.7 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 2.3*1200 mm
274 NBF11-11023160 Four-bar linkage 23 28 6.7 MIM Alligator Without ingle outer sheath uncoated 1600 Four-bar linkage, 6.7 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 2.3*1600 mm
275 NBF11-11023180 Four-bar linkage 23 238 6.7 MIM Alligator Without ingle outer sheath uncoated 1800 Four-bar linkage, 6.7 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 2.3*1800 mm
276 NBF11-11023230 Four-bar linkage 23 238 6.7 MIM Alligator Without ingle outer sheath uncoated 2300 Four-bar linkage, 6.7 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 2.3*2300 mm
277 NBF11-11123120 Four-bar linkage 23 28 6.7 MIM Alligator With ingle outer sheath uncoated 1200 Four-bar linkage, 6.7 mm opening width, MIM Alligator, With needle, Single outer sheath,uncoated, 2.3*1200 mm
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278 NBF11-11123160 Four-bar linkage 23 28 6.7 MIM Alligator With ingle outer sheath uncoated 1600 Four-bar linkage, 6.7 mm opening width, MIM Alligator, With needle, Single outer sheath,uncoated, 2.3*1600 mm
279 NBF11-11123180 Four-bar linkage 23 238 6.7 MIM Alligator With ingle outer sheath uncoated 1800 Four-bar linkage, 6.7 mm opening width, MIM Alligator, With needle, Single outer sheath,uncoated, 2.3*1800 mm
280 NBF11-11123230 Four-bar linkage 23 238 6.7 MIM Alligator With ingle outer sheath uncoated 2300 Four-bar linkage, 6.7 mm opening width, MIM Alligator, With needle, Single outer sheath,uncoated, 2.3*2300 mm
281 NBF13-11023120 Four-bar linkage 23 28 6.7 MIM Alligator Without ingle outer sheath PE coating 1200 Four-bar linkage, 6.7 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 2.3*1200 mm
282 NBF13-11023160 Four-bar linkage 23 238 6.7 MIM Alligator Without ingle outer sheath PE coating 1600 Four-bar linkage, 6.7 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 2.3*1600 mm
283 NBF13-11023180 Four-bar linkage 23 28 6.7 MIM Alligator Without ingle outer sheath PE coating 1800 Four-bar linkage, 6.7 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 2.3*1800 mm
284 NBF13-11023230 Four-bar linkage 23 28 6.7 MIM Alligator Without ingle outer sheath PE coating 2300 Four-bar linkage, 6.7 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 2.3*2300 mm
285 NBF13-11123120 Four-bar linkage 23 28 6.7 MIM Alligator With ingle outer sheath PE coating 1200 Four-bar linkage, 6.7 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 2.3*1200 mm
286 NBF13-11123160 Four-bar linkage 23 238 6.7 MIM Alligator With ingle outer sheath PE coating 1600 Four-bar linkage, 6.7 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 2.3*1600 mm
287 NBF13-11123180 Four-bar linkage 23 238 6.7 MIM Alligator With ingle outer sheath PE coating 1800 Four-bar linkage, 6.7 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 2.3*1800 mm
288 NBF13-11123230 Four-bar linkage 23 28 6.7 MIM Alligator With ingle outer sheath PE coating 2300 Four-bar linkage, 6.7 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 2.3*2300 mm
289 NBF11-01023120 Four-bar linkage 23 238 5.5 MIM Alligator Without ingle outer sheath uncoated 1200 Four-bar linkage, 5.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 2.3*1200 mm
290 NBF11-01023160 Four-bar linkage 23 28 5.5 MIM Alligator Without ingle outer sheath uncoated 1600 Four-bar linkage, 5.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 2.3*1600 mm
291 NBF11-01023180 Four-bar linkage 23 28 5.5 MIM Alligator Without ingle outer sheath uncoated 1800 Four-bar linkage, 5.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 2.3*1800 mm
292 NBF11-01023230 Four-bar linkage 23 238 5.5 MIM Alligator Without ingle outer sheath uncoated 2300 Four-bar linkage, 5.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 2.3*2300 mm
293 NBF13-01023120 Four-bar linkage 23 238 5.5 MIM Alligator Without ingle outer sheath PE coating 1200 Four-bar linkage, 5.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 2.3*1200 mm
294 NBF13-01023160 Four-bar linkage 23 28 5.5 MIM Alligator Without ingle outer sheath PE coating 1600 Four-bar linkage, 5.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 2.3*1600 mm
295 NBF13-01023180 Four-bar linkage 23 28 5.5 MIM Alligator Without ingle outer sheath PE coating 1800 Four-bar linkage, 5.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 2.3*1800 mm
296 NBF13-01023230 Four-bar linkage 23 238 5.5 MIM Alligator Without ingle outer sheath PE coating 2300 Four-bar linkage, 5.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 2.3*2300 mm
297 NBF11-01030120 Four-bar linkage 3.0 32 8.5 MIM Alligator Without ingle outer sheath uncoated 1200 Four-bar linkage, 8.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 31200 mm
298 NBF11-01030160 Four-bar linkage 3.0 32 8.5 MIM Alligator Without ingle outer sheath uncoated 1600 Four-bar linkage, 8.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 3*1600 mm
299 NBF11-01030180 Four-bar linkage 3.0 32 8.5 MIM Alligator Without ingle outer sheath uncoated 1800 Four-bar linkage, 8.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 3*1800 mm
300 NBF11-01030230 Four-bar linkage 3.0 32 8.5 MIM Alligator Without ingle outer sheath uncoated 2300 Four-bar linkage, 8.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,uncoated, 3*2300 mm
301 NBF13-01030120 Four-bar linkage 3.0 32 8.5 MIM Alligator Without ingle outer sheath PE coating 1200 Four-bar linkage, 8.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 3*1200 mm
302 NBF13-01030160 Four-bar linkage 3.0 32 8.5 MIM Alligator Without ingle outer sheath PE coating 1600 Four-bar linkage, 8.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 3*1600 mm
303 NBF13-01030180 Four-bar linkage 3.0 32 8.5 MIM Alligator Without ingle outer sheath PE coating 1800 Four-bar linkage, 8.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 3*1800 mm
304 NBF13-01030230 Four-bar linkage 3.0 32 8.5 MIM Alligator Without ingle outer sheath PE coating 2300 Four-bar linkage, 8.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 3*2300 mm
305 NBF11-01130120 Four-bar linkage 3.0 32 8.5 MIM Alligator With ingle outer sheath uncoated 1200 Four-bar linkage, 8.5 mm opening width, MIM Alligator, With needle, Single outer sheath,uncoated, 31200 mm
306 NBF11-01130160 Four-bar linkage 3.0 32 8.5 MIM Alligator With ingle outer sheath uncoated 1600 Four-bar linkage, 8.5 mm opening width, MIM Alligator, With needle, Single outer sheath,uncoated, 31600 mm
307 NBF11-01130180 Four-bar linkage 3.0 32 8.5 MIM Alligator With ingle outer sheath uncoated 1800 Four-bar linkage, 8.5 mm opening width, MIM Alligator, With needle, Single outer sheath,uncoated, 31800 mm
308 NBF11-01130230 Four-bar linkage 3.0 32 8.5 MIM Alligator With ingle outer sheath uncoated 2300 Four-bar linkage, 8.5 mm opening width, MIM Alligator, With needle, Single outer sheath,uncoated, 3*2300 mm
309 NBF13-01130120 Four-bar linkage 3.0 32 8.5 MIM Alligator With ingle outer sheath PE coating 1200 Four-bar linkage, 8.5 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 3*1200 mm
310 NBF13-01130160 Four-bar linkage 3.0 32 8.5 MIM Alligator With ingle outer sheath PE coating 1600 Four-bar linkage, 8.5 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 3*1600 mm
311 NBF13-01130180 Four-bar linkage 3.0 32 8.5 MIM Alligator With ingle outer sheath PE coating 1800 Four-bar linkage, 8.5 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 3*1800 mm
312 NBF13-01130230 Four-bar linkage 3.0 32 8.5 MIM Alligator With ingle outer sheath PE coating 2300 Four-bar linkage, 8.5 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 3*2300 mm
313 NBF51-11018120 Four-bar linkage 1.8 20 4.5 Stamping Oval Without ingle outer sheath uncoated 1200 Four-bar linkage, 4.5 mm opening width, Stamping Oval, Without needle, Single outer sheath,uncoated, 1.8*1200 mm
314 NBF51-11018160 Four-bar linkage 1.8 20 4.5 Stamping Oval Without ingle outer sheath uncoated 1600 Four-bar linkage, 4.5 mm opening width, Stamping Oval, Without needle, Single outer sheath,uncoated, 1.8*1600 mm
315 NBF51-11018180 Four-bar linkage 1.8 20 4.5 Stamping Oval Without ingle outer sheath uncoated 1800 Four-bar linkage, 4.5 mm opening width, Stamping Oval, Without needle, Single outer sheath,uncoated, 1.8*1800 mm
316 NBF51-11018230 Four-bar linkage 1.8 20 4.5 Stamping Oval Without ingle outer sheath uncoated 2300 Four-bar linkage, 4.5 mm opening width, Stamping Oval, Without needle, Single outer sheath,uncoated, 1.8*2300 mm
317 NBF51-11118120 Four-bar linkage 1.8 20 4.5 Stamping Oval With ingle outer sheath uncoated 1200 Four-bar linkage, 4.5 mm opening width, Stamping Oval, With needle, Single outer sheath,uncoated, 1.8*1200 mm
318 NBF51-11118160 Four-bar linkage 1.8 20 4.5 Stamping Oval With ingle outer sheath uncoated 1600 Four-bar linkage, 4.5 mm opening width, Stamping Oval, With needle, Single outer sheath,uncoated, 1.8*1600 mm
319 NBF51-11118180 Four-bar linkage 1.8 20 4.5 Stamping Oval With ingle outer sheath uncoated 1800 Four-bar linkage, 4.5 mm opening width, Stamping Oval, With needle, Single outer sheath,uncoated, 1.8*1800 mm
320 NBF51-11118230 Four-bar linkage 1.8 20 4.5 Stamping Oval With ingle outer sheath uncoated 2300 Four-bar linkage, 4.5 mm opening width, Stamping Oval, With needle, Single outer sheath,uncoated, 1.8*2300 mm
321 NBF53-11018120 Four-bar linkage 1.8 20 4.5 Stamping Oval Without ingle outer sheath PE coating 1200 Four-bar linkage, 4.5 mm opening width, Stamping Oval, Without needle, Single outer sheath,PE coating, 1.8*1200 mm
322 NBF53-11018160 Four-bar linkage 1.8 20 4.5 Stamping Oval Without ingle outer sheath PE coating 1600 Four-bar linkage, 4.5 mm opening width, Stamping Oval, Without needle, Single outer sheath,PE coating, 1.8*1600 mm
323 NBF53-11018180 Four-bar linkage 1.8 20 4.5 Stamping Oval Without ingle outer sheath PE coating 1800 Four-bar linkage, 4.5 mm opening width, Stamping Oval, Without needle, Single outer sheath,PE coating, 1.8*1800 mm
324 NBF53-11018230 Four-bar linkage 1.8 20 4.5 Stamping Oval Without ingle outer sheath PE coating 2300 Four-bar linkage, 4.5 mm opening width, Stamping Oval, Without needle, Single outer sheath,PE coating, 1.8*2300 mm
325 NBF53-11118120 Four-bar linkage 1.8 20 4.5 Stamping Oval With ingle outer sheath PE coating 1200 Four-bar linkage, 4.5 mm opening width, Stamping Oval, With needle, Single outer sheath,PE coating, 1.8*1200 mm
326 NBF53-11118160 Four-bar linkage 1.8 20 4.5 Stamping Oval With ingle outer sheath PE coating 1600 Four-bar linkage, 4.5 mm opening width, Stamping Oval, With needle, Single outer sheath,PE coating, 1.8*1600 mm
327 NBF53-11118180 Four-bar linkage 1.8 20 4.5 Stamping Oval With ingle outer sheath PE coating 1800 Four-bar linkage, 4.5 mm opening width, Stamping Oval, With needle, Single outer sheath,PE coating, 1.8*1800 mm
328 NBF53-11118230 Four-bar linkage 1.8 20 4.5 Stamping Oval With ingle outer sheath PE coating 2300 Four-bar linkage, 4.5 mm opening width, Stamping Oval, With needle, Single outer sheath,PE coating, 1.8*2300 mm
329 NBF03-11023160-A | Four-bar linkage 23 2.8 6.7 Stamping Oval Without Tapered outer sheath PE coating 1600 Four-bar linkage, 6.7 mm opening width, Stamping Oval, Without needle, Tapered outer sheath,PE coating, 2.3*1600 mm
330 NBF03-11023180-A | Four-bar linkage 23 2.8 6.7 Stamping Oval Without Tapered outer sheath PE coating 1800 Four-bar linkage, 6.7 mm opening width, Stamping Oval, Without needle, Tapered outer sheath,PE coating, 2.3*1800 mm
331 NBF03-11023230-A | Four-bar linkage 23 2.8 6.7 Stamping Oval Without Tapered outer sheath PE coating 2300 Four-bar linkage, 6.7 mm opening width, Stamping Oval, Without needle, Tapered outer sheath,PE coating, 2.3*2300 mm
332 NBF03-11123160-A | Four-bar linkage 23 2.8 6.7 Stamping Oval With Tapered outer sheath PE coating 1600 Four-bar linkage, 6.7 mm opening width, Stamping Oval, With needle, Tapered outer sheath,PE coating, 2.3*1600 mm
333 NBF03-11123180-A | Four-bar linkage 23 2.8 6.7 Stamping Oval With Tapered outer sheath PE coating 1800 Four-bar linkage, 6.7 mm opening width, Stamping Oval, With needle, Tapered outer sheath,PE coating, 2.3*1800 mm
334 NBF03-11123230-A | Four-bar linkage 23 2.8 6.7 Stamping Oval With Tapered outer sheath PE coating 2300 Four-bar linkage, 6.7 mm opening width, Stamping Oval, With needle, Tapered outer sheath,PE coating, 2.3*2300 mm
335 EBF33-11023120 Cam structure 23 28 6.7 Stamping Oval Without ingle outer sheath PE coating 1200 Cam structure, 6.7 mm opening width, Stamping Oval, Without needle, Single outer sheath,PE coating, 2.3*1200 mm
336 EBF33-11023160 Cam structure 23 28 6.7 Stamping Oval Without ingle outer sheath PE coating 1600 Cam structure, 6.7 mm opening width, Stamping Oval, Without needle, Single outer sheath,PE coating, 2.3*1600 mm
337 EBF33-11023180 Cam structure 23 28 6.7 Stamping Oval Without ingle outer sheath PE coating 1800 Cam structure, 6.7 mm opening width, Stamping Oval, Without needle, Single outer sheath,PE coating, 2.3*1800 mm
338 EBF33-11023230 Cam structure 23 28 6.7 Stamping Oval Without ingle outer sheath PE coating 2300 Cam structure, 6.7 mm opening width, Stamping Oval, Without needle, Single outer sheath,PE coating, 2.3*2300 mm
339 EBF33-11123120 Cam structure 23 28 6.7 Stamping Oval With ingle outer sheath PE coating 1200 Cam structure, 6.7 mm opening width, Stamping Oval, With needle, Single outer sheath,PE coating, 2.3*1200 mm
340 EBF33-11123160 Cam structure 23 28 6.7 Stamping Oval With ingle outer sheath PE coating 1600 Cam structure, 6.7 mm opening width, Stamping Oval, With needle, Single outer sheath,PE coating, 2.3*1600 mm
341 EBF33-11123180 Cam structure 23 28 6.7 Stamping Oval With ingle outer sheath PE coating 1800 Cam structure, 6.7 mm opening width, Stamping Oval, With needle, Single outer sheath,PE coating, 2.3*1800 mm
342 EBF33-11123230 Cam structure 23 28 6.7 Stamping Oval With ingle outer sheath PE coating 2300 Cam structure, 6.7 mm opening width, Stamping Oval, With needle, Single outer sheath,PE coating, 2.3*2300 mm
343 EBF43-11023120 Cam structure 23 28 6.7 Stamping Alligator Without ingle outer sheath PE coating 1200 Cam structure, 6.7 mm opening width, Stamping Alligator, Without needle, Single outer sheath,PE coating, 2.3*1200 mm
344 EBF43-11023160 Cam structure 23 28 6.7 Stamping Alligator Without ingle outer sheath PE coating 1600 Cam structure, 6.7 mm opening width, Stamping Alligator, Without needle, Single outer sheath,PE coating, 2.3*1600 mm
345 EBF43-11023180 Cam structure 23 28 6.7 Stamping Alligator Without ingle outer sheath PE coating 1800 Cam structure, 6.7 mm opening width, Stamping Alligator, Without needle, Single outer sheath,PE coating, 2.3*1800 mm
346 EBF43-11023230 Cam structure 23 28 6.7 Stamping Alligator Without ingle outer sheath PE coating 2300 Cam structure, 6.7 mm opening width, Stamping Alligator, Without needle, Single outer sheath,PE coating, 2.3*2300 mm
347 EBF43-11123120 Cam structure 23 28 6.7 Stamping Alligator With ingle outer sheath PE coating 1200 Cam structure, 6.7 mm opening width, Stamping Alligator, With needle, Single outer sheath,PE coating, 2.3*1200 mm

5 of 7




. Minimum . . .
N . Diameter Of diameter of Openmg. width Classification Configuratio X Classification Woking -
NO. REF Configuration Type Jaws . of cup jaws . Spring sheathType N length Description
L working channel L of jaws n Needle of spring tube L
(unit: mm) b (unit: mm> (unit: mm)
(unit: mm)
348 EBF43-11123160 Cam structure 23 28 6.7 Stamping Alligator With ingle outer sheath PE coating 1600 Cam structure, 6.7 mm opening width, Stamping Alligator, With needle, Single outer sheath,PE coating, 2.3*1600 mm
349 EBF43-11123180 Cam structure 23 28 6.7 Stamping Alligator With ingle outer sheath PE coating 1800 Cam structure, 6.7 mm opening width, Stamping Alligator, With needle, Single outer sheath,PE coating, 2.3*1800 mm
350 EBF43-11123230 Cam structure 23 28 6.7 Stamping Alligator With ingle outer sheath PE coating 2300 Cam structure, 6.7 mm opening width, Stamping Alligator, With needle, Single outer sheath,PE coating, 2.3*2300 mm
351 LCNBF63-10124160 Twin wire 24 28 9.0 Stamping Alligator With ingle outer sheath PE coating 1600 Twin wire, 9 mm opening width, Stamping Alligator, With needle, Single outer sheath,PE coating, 2.4*1600 mm
352 LCNBF63-10024120 Twin wire 24 28 9.0 Stamping Alligator Without ingle outer sheath PE coating 1200 Twin wire, 9 mm opening width, Stamping Alligator, Without needle, Single outer sheath,PE coating, 2.4*1200 mm
353 LCNBF63-10024160 Twin wire 24 28 9.0 Stamping Alligator Without ingle outer sheath PE coating 1600 Twin wire, 9 mm opening width, Stamping Alligator, Without needle, Single outer sheath,PE coating, 2.4*1600 mm
354 LCNBF63-10024180 Twin wire 24 28 9.0 Stamping Alligator Without ingle outer sheath PE coating 1800 Twin wire, 9 mm opening width, Stamping Alligator, Without needle, Single outer sheath,PE coating, 2.4*1800 mm
355 LCNBF63-10024230 Twin wire 24 28 9.0 Stamping Alligator Without ingle outer sheath PE coating 2300 Twin wire, 9 mm opening width, Stamping Alligator, Without needle, Single outer sheath,PE coating, 2.4*2300 mm
356 LCNBF63-10124120 Twin wire 24 28 9.0 Stamping Alligator With ingle outer sheath PE coating 1200 Twin wire, 9 mm opening width, Stamping Alligator, With needle, Single outer sheath,PE coating, 2.4*1200 mm
357 LCNBF63-10124180 Twin wire 24 28 9.0 Stamping Alligator With ingle outer sheath PE coating 1800 Twin wire, 9 mm opening width, Stamping Alligator, With needle, Single outer sheath,PE coating, 2.4*1800 mm
358 LCNBF63-10124230 Twin wire 24 28 9.0 Stamping Alligator With ingle outer sheath PE coating 2300 Twin wire, 9 mm opening width, Stamping Alligator, With needle, Single outer sheath,PE coating, 2.4*2300 mm
359 NBF11-11023180-A | Four-bar linkage 2.3 2.8 6.7 MIM Alligator Without Tapered outer sheath uncoated 1800 Four-bar linkage, 6.7 mm opening width, MIM Alligator, Without needle, Tapered outer sheath,uncoated, 2.3*1800 mm
360 NBF11-11023230-A | Four-bar linkage 2.3 2.8 6.7 MIM Alligator Without Tapered outer sheath uncoated 2300 Four-bar linkage, 6.7 mm opening width, MIM Alligator, Without needle, Tapered outer sheath,uncoated, 2.3*2300 mm
361 EBF33-11018120 Cam structure 1.8 20 4.5 Stamping Oval Without ingle outer sheath PE coating 1200 Cam structure, 4.5 mm opening width, Stamping Oval, Without needle, Single outer sheath,PE coating, 1.8*1200 mm
362 EBF33-11018180 Cam structure 1.8 20 4.5 Stamping Oval Without ingle outer sheath PE coating 1800 Cam structure, 4.5 mm opening width, Stamping Oval, Without needle, Single outer sheath,PE coating, 1.8*1800 mm
363 EBF43-11018120 Cam structure 1.8 20 4.5 Stamping Alligator Without ingle outer sheath PE coating 1200 Cam structure, 4.5 mm opening width, Stamping Alligator, Without needle, Single outer sheath,PE coating, 1.8*1200 mm
364 EBF43-11018180 Cam structure 1.8 20 4.5 Stamping Alligator Without ingle outer sheath PE coating 1800 Cam structure, 4.5 mm opening width, Stamping Alligator, Without needle, Single outer sheath,PE coating, 1.8*1800 mm
365 LCEBF63-10024120 Twin wire 24 28 9.0 Stamping Alligator Without ingle outer sheath PE coating 1200 Twin wire, 9 mm opening width, Stamping Alligator, Without needle, Single outer sheath,PE coating, 2.4*1200 mm
366 LCEBF63-10024180 Twin wire 24 238 9.0 Stamping Alligator Without ingle outer sheath PE coating 1800 Twin wire, 9 mm opening width, Stamping Alligator, Without needle, Single outer sheath,PE coating, 2.4*1800 mm
367 LCEBF63-10024230 Twin wire 24 238 9.0 Stamping Alligator Without ingle outer sheath PE coating 2300 Twin wire, 9 mm opening width, Stamping Alligator, Without needle, Single outer sheath,PE coating, 2.4*2300 mm
368 LCEBF63-10124120 Twin wire 24 238 9.0 Stamping Alligator With ingle outer sheath PE coating 1200 Twin wire, 9 mm opening width, Stamping Alligator, With needle, Single outer sheath,PE coating, 2.4*1200 mm
369 LCEBF63-10124180 Twin wire 24 28 9.0 Stamping Alligator With ingle outer sheath PE coating 1800 Twin wire, 9 mm opening width, Stamping Alligator, With needle, Single outer sheath,PE coating, 2.4*1800 mm
370 LCEBF63-10124230 Twin wire 24 28 9.0 Stamping Alligator With ingle outer sheath PE coating 2300 Twin wire, 9 mm opening width, Stamping Alligator, With needle, Single outer sheath,PE coating, 2.4*2300 mm
371 EBF53-11023260 Four-bar linkage 23 28 6.7 Stamping Oval Without ingle outer sheath PE coating 2600 Four-bar linkage, 6.7 mm opening width, Stamping Oval, Without needle, Single outer sheath,PE coating, 2.3"*2600 mm
372 EBF53-11123260 Four-bar linkage 23 28 6.7 Stamping Oval With ingle outer sheath PE coating 2600 Four-bar linkage, 6.7 mm opening width, Stamping Oval, With needle, Single outer sheath,PE coating, 2.3"2600 mm
373 EBF03-01023260 Four-bar linkage 23 28 5.5 MIM oval Without ingle outer sheath PE coating 2600 Four-bar linkage, 5.5 mm opening width, MIM oval, Without needle, Single outer sheath,PE coating, 2.3*2600 mm
374 EBF13-11023260 Four-bar linkage 23 28 6.7 MIM Alligator Without ingle outer sheath PE coating 2600 Four-bar linkage, 6.7 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 2.3*2600 mm
375 EBF13-11123260 Four-bar linkage 23 238 6.7 MIM Alligator With ingle outer sheath PE coating 2600 Four-bar linkage, 6.7 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 2.3*2600 mm
376 EBF13-01023260 Four-bar linkage 23 28 5.5 MIM Alligator Without ingle outer sheath PE coating 2600 Four-bar linkage, 5.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 2.3*2600 mm
377 NBF03-11023260 Four-bar linkage 23 28 6.7 Stamping Oval Without ingle outer sheath PE coating 2600 Four-bar linkage, 6.7 mm opening width, Stamping Oval, Without needle, Single outer sheath,PE coating, 2.3"*2600 mm
378 NBF03-11123260 Four-bar linkage 23 238 6.7 Stamping Oval With ingle outer sheath PE coating 2600 Four-bar linkage, 6.7 mm opening width, Stamping Oval, With needle, Single outer sheath,PE coating, 2.3"2600 mm
379 NBF03-01023260 Four-bar linkage 23 28 5.5 MIM oval Without ingle outer sheath PE coating 2600 Four-bar linkage, 5.5 mm opening width, MIM oval, Without needle, Single outer sheath,PE coating, 2.3*2600 mm
380 NBF13-11023260 Four-bar linkage 23 238 6.7 MIM Alligator Without ingle outer sheath PE coating 2600 Four-bar linkage, 6.7 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 2.3*2600 mm
381 NBF13-11123260 Four-bar linkage 23 28 6.7 MIM Alligator With ingle outer sheath PE coating 2600 Four-bar linkage, 6.7 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 2.3*2600 mm
382 NBF13-01023260 Four-bar linkage 23 28 5.5 MIM Alligator Without ingle outer sheath PE coating 2600 Four-bar linkage, 5.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 2.3*2600 mm
383 NBF03-11018260 Four-bar linkage 1.8 20 4.5 MIM Oval Without ingle outer sheath PE coating 2600 Four-bar linkage, 4.5 mm opening width, MIM Oval, Without needle, Single outer sheath,PE coating, 1.8*2600 mm
384 NBF03-11118260 Four-bar linkage 1.8 20 4.5 MIM Oval With ingle outer sheath PE coating 2600 Four-bar linkage, 4.5 mm opening width, MIM Oval, With needle, Single outer sheath,PE coating, 1.8*2600 mm
385 NBF13-11018260 Four-bar linkage 1.8 20 4.5 MIM Alligator Without ingle outer sheath PE coating 2600 Four-bar linkage, 4.5 mm opening width, MIM Alligator, Without needle, Single outer sheath,PE coating, 1.8*2600 mm
386 NBF13-11118260 Four-bar linkage 1.8 20 4.5 MIM Alligator With ingle outer sheath PE coating 2600 Four-bar linkage, 4.5 mm opening width, MIM Alligator, With needle, Single outer sheath,PE coating, 1.8*2600 mm
387 EBF53-11023230 Four-bar linkage 23 28 6.7 Stamping Oval Without ingle outer sheath PE coating 2300 Four-bar linkage, 6.7 mm opening width, Stamping Oval, Without needle, Single outer sheath,PE coating, 2.3*2300 mm
388 NBF13-11023230-A | Four-bar linkage 23 2.8 6.7 MIM Alligator Without Tapered outer sheath PE coating 2300 Four-bar linkage, 6.7 mm opening width, MIM Alligator, Without needle, Tapered outer sheath,PE coating, 2.3*2300 mm
389 EBF51-11023180 Four-bar linkage 23 28 6.7 Stamping Oval Without ingle outer sheath uncoated 1800 Four-bar linkage, 6.7 mm opening width, Stamping Oval, Without needle, Single outer sheath,uncoated, 2.3*1800 mm
390 EBF51-11123180 Four-bar linkage 23 28 6.7 Stamping Oval With ingle outer sheath uncoated 1800 Four-bar linkage, 6.7 mm opening width, Stamping Oval, With needle, Single outer sheath,uncoated, 2.3*1800 mm
391 EBF51-11023230 Four-bar linkage 23 238 6.7 Stamping Oval Without ingle outer sheath uncoated 2300 Four-bar linkage, 6.7 mm opening width, Stamping Oval, Without needle, Single outer sheath,uncoated, 2.3*2300 mm
392 EBF51-11123230 Four-bar linkage 23 28 6.7 Stamping Oval With ingle outer sheath uncoated 2300 Four-bar linkage, 6.7 mm opening width, Stamping Oval, With needle, Single outer sheath,uncoated, 2.3*2300 mm
393 EBF53-11023180 Four-bar linkage 23 28 6.7 Stamping Oval Without ingle outer sheath PE coating 1800 Four-bar linkage, 6.7 mm opening width, Stamping Oval, Without needle, Single outer sheath,PE coating, 2.3*1800 mm
394 EBF53-11123180 Four-bar linkage 23 238 6.7 Stamping Oval With ingle outer sheath PE coating 1800 Four-bar linkage, 6.7 mm opening width, Stamping Oval, With needle, Single outer sheath,PE coating, 2.3*1800 mm
395 EBF53-11123230 Four-bar linkage 23 28 6.7 Stamping Oval With ingle outer sheath PE coating 2300 Four-bar linkage, 6.7 mm opening width, Stamping Oval, With needle, Single outer sheath,PE coating, 2.3"2300 mm
396 EBF33-11018230 Cam structure 1.8 20 4.5 Stamping Oval Without ingle outer sheath PE coating 2300 Cam structure, 4.5 mm opening width, Stamping Oval, Without needle, Single outer sheath,PE coating, 1.8*2300 mm
397 EBF43-11018230 Cam structure 1.8 20 4.5 Stamping Alligator Without ingle outer sheath PE coating 2300 Cam structure, 4.5 mm opening width, Stamping Alligator, Without needle, Single outer sheath,PE coating, 1.8*2300 mm
398 EBF71-11023160 Four-bar linkage 23 28 6.7 Stamping Full Alligator| — Without ingle outer sheath uncoated 1600 Four-bar linkage, 6.7 mm opening width, Stamping Full Alligator, Without needle, Single outer sheath,uncoated, 2.3*1600 mm
399 EBF71-11023180 Four-bar linkage 23 28 6.7 Stamping Full Alligator| — Without ingle outer sheath uncoated 1800 Four-bar linkage, 6.7 mm opening width, Stamping Full Alligator, Without needle, Single outer sheath,uncoated, 2.3*1800 mm
400 EBF71-11023230 Four-bar linkage 23 28 6.7 Stamping Full Alligator| — Without ingle outer sheath uncoated 2300 Four-bar linkage, 6.7 mm opening width, Stamping Full Alligator, Without needle, Single outer sheath,uncoated, 2.3*2300 mm
401 EBF71-11123160 Four-bar linkage 23 28 6.7 Stamping Full Alligator With ingle outer sheath uncoated 1600 Four-bar linkage, 6.7 mm opening width, Stamping Full Alligator, With needle, Single outer sheath,uncoated, 2.3*1600 mm
402 EBF71-11123180 Four-bar linkage 23 28 6.7 Stamping Full Alligator With ingle outer sheath uncoated 1800 Four-bar linkage, 6.7 mm opening width, Stamping Full Alligator, With needle, Single outer sheath,uncoated, 2.3*1800 mm
403 EBF71-11123230 Four-bar linkage 23 28 6.7 Stamping Full Alligator With ingle outer sheath uncoated 2300 Four-bar linkage, 6.7 mm opening width, Stamping Full Alligator, With needle, Single outer sheath,uncoated, 2.3*2300 mm
404 EBF73-11023160 Four-bar linkage 23 28 6.7 Stamping Full Alligator| — Without ingle outer sheath PE coating 1600 Four-bar linkage, 6.7 mm opening width, Stamping Full Alligator, Without needle, Single outer sheath,PE coating, 2.3*1600 mm
405 EBF73-11023180 Four-bar linkage 23 28 6.7 Stamping Full Alligator|  Without ingle outer sheath PE coating 1800 Four-bar linkage, 6.7 mm opening width, Stamping Full Alligator, Without needle, Single outer sheath,PE coating, 2.3*1800 mm
406 EBF73-11023230 Four-bar linkage 23 28 6.7 Stamping Full Alligator|  Without ingle outer sheath PE coating 2300 Four-bar linkage, 6.7 mm opening width, Stamping Full Alligator, Without needle, Single outer sheath,PE coating, 2.3*2300 mm
407 EBF73-11123160 Four-bar linkage 23 28 6.7 Stamping Full Alligator With ingle outer sheath PE coating 1600 Four-bar linkage, 6.7 mm opening width, Stamping Full Alligator, With needle, Single outer sheath,PE coating, 2.3*1600 mm
408 EBF73-11123180 Four-bar linkage 23 28 6.7 Stamping Full Alligator With ingle outer sheath PE coating 1800 Four-bar linkage, 6.7 mm opening width, Stamping Full Alligator, With needle, Single outer sheath,PE coating, 2.3*1800 mm
409 EBF73-11123230 Four-bar linkage 23 28 6.7 Stamping Full Alligator With ingle outer sheath PE coating 2300 Four-bar linkage, 6.7 mm opening width, Stamping Full Alligator, With needle, Single outer sheath,PE coating, 2.3*2300 mm
410 NBF71-11023120 Four-bar linkage 23 28 6.7 Stamping Full Alligator|  Without ingle outer sheath uncoated 1200 Four-bar linkage, 6.7 mm opening width, Stamping Full Alligator, Without needle, Single outer sheath,uncoated, 2.3*1200 mm
411 NBF71-11023160 Four-bar linkage 23 28 6.7 Stamping Full Alligator|  Without ingle outer sheath uncoated 1600 Four-bar linkage, 6.7 mm opening width, Stamping Full Alligator, Without needle, Single outer sheath,uncoated, 2.3*1600 mm
412 NBF71-11023180 Four-bar linkage 23 28 6.7 Stamping Full Alligator|  Without ingle outer sheath uncoated 1800 Four-bar linkage, 6.7 mm opening width, Stamping Full Alligator, Without needle, Single outer sheath,uncoated, 2.3*1800 mm
413 NBF71-11023230 Four-bar linkage 23 28 6.7 Stamping Full Alligator|  Without ingle outer sheath uncoated 2300 Four-bar linkage, 6.7 mm opening width, Stamping Full Alligator, Without needle, Single outer sheath,uncoated, 2.3*2300 mm
414 NBF71-11123120 Four-bar linkage 23 28 6.7 Stamping Full Alligator With ingle outer sheath uncoated 1200 Four-bar linkage, 6.7 mm opening width, Stamping Full Alligator, With needle, Single outer sheath,uncoated, 2.3*1200 mm
415 NBF71-11123160 Four-bar linkage 23 28 6.7 Stamping Full Alligator With ingle outer sheath uncoated 1600 Four-bar linkage, 6.7 mm opening width, Stamping Full Alligator, With needle, Single outer sheath,uncoated, 2.3*1600 mm
416 NBF71-11123180 Four-bar linkage 23 28 6.7 Stamping Full Alligator With ingle outer sheath uncoated 1800 Four-bar linkage, 6.7 mm opening width, Stamping Full Alligator, With needle, Single outer sheath,uncoated, 2.3*1800 mm
417 NBF71-11123230 Four-bar linkage 23 28 6.7 Stamping Full Alligator With ingle outer sheath uncoated 2300 Four-bar linkage, 6.7 mm opening width, Stamping Full Alligator, With needle, Single outer sheath,uncoated, 2.3*2300 mm
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418 NBF73-11023120 Four-bar linkage 23 238 6.7 Stamping Full Alligator|  Without ingle outer sheath PE coating 1200 Four-bar linkage, 6.7 mm opening width, Stamping Full Alligator, Without needle, Single outer sheath,PE coating, 2.3*1200 mm
419 NBF73-11023160 Four-bar linkage 23 28 6.7 Stamping Full Alligator|  Without ingle outer sheath PE coating 1600 Four-bar linkage, 6.7 mm opening width, Stamping Full Alligator, Without needle, Single outer sheath,PE coating, 2.3*1600 mm
420 NBF73-11023180 Four-bar linkage 23 28 6.7 Stamping Full Alligator|  Without ingle outer sheath PE coating 1800 Four-bar linkage, 6.7 mm opening width, Stamping Full Alligator, Without needle, Single outer sheath,PE coating, 2.3*1800 mm
421 NBF73-11023230 Four-bar linkage 23 28 6.7 Stamping Full Alligator|  Without ingle outer sheath PE coating 2300 Four-bar linkage, 6.7 mm opening width, Stamping Full Alligator, Without needle, Single outer sheath,PE coating, 2.3*2300 mm
422 NBF73-11123120 Four-bar linkage 23 28 6.7 Stamping Full Alligator With ingle outer sheath PE coating 1200 Four-bar linkage, 6.7 mm opening width, Stamping Full Alligator, With needle, Single outer sheath,PE coating, 2.3*1200 mm
423 NBF73-11123160 Four-bar linkage 23 28 6.7 Stamping Full Alligator With ingle outer sheath PE coating 1600 Four-bar linkage, 6.7 mm opening width, Stamping Full Alligator, With needle, Single outer sheath,PE coating, 2.3*1600 mm
424 NBF73-11123180 Four-bar linkage 23 28 6.7 Stamping Full Alligator With ingle outer sheath PE coating 1800 Four-bar linkage, 6.7 mm opening width, Stamping Full Alligator, With needle, Single outer sheath,PE coating, 2.3*1800 mm
425 NBF73-11123230 Four-bar linkage 23 28 6.7 Stamping Full Alligator With ingle outer sheath PE coating 2300 Four-bar linkage, 6.7 mm opening width, Stamping Full Alligator, With needle, Single outer sheath,PE coating, 2.3*2300 mm
426 EBF03-11018260 Four-bar linkage 18 20 4.5 MIM Oval Without ingle outer sheath PE coating 2600 Four-bar linkage, 4.5 mm opening width, MIM Oval, Without needle, Single outer sheath,PE coating, 1.8*2600 mm
427 100575 Twin wire 23 28 6.7 MIM Alligator With ingle outer sheath FEP coating 2300 Twin wire, 6.7 mm opening width, MIM Alligator, With needle, Single outer sheath,FEP coating, 2.3*2300 mm
428 100576 Twin wire 23 28 6.7 MIM Alligator Without ingle outer sheath FEP coating 2300 Twin wire, 6.7 mm opening width, MIM Alligator, Without needle, Single outer sheath,FEP coating, 2.3*2300 mm
429 100577 Twin wire 23 2.8 6.7 MIM Oval With ingle outer sheath FEP coating 2300 Twin wire, 6.7 mm opening width, MIM Oval, With needle, Single outer sheath,FEP coating, 2.3*2300 mm
430 100578 Twin wire 23 2.8 6.7 MIM Oval Without ingle outer sheath FEP coating 2300 Twin wire, 6.7 mm opening width, MIM Oval, Without needle, Single outer sheath,FEP coating, 2.3*2300 mm
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EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 737205 R000

By Royal Charter

Manufacturer: Micro-Tech (Nanjing) Co., Ltd.

Address:

No. 10 Gaoke Third Road
Nanjing National Hi-Tech
Industrial Development Zone
Nanjing

Jiangsu

210032

China

Single Registration Number: CN-MF-000006950

EU Authorised Representative: Shanghai International Holding Corp. GmbH (Europe)
Address:

Eiffestrasse 80

Hamburg

20537

Germany

Scope: See attached Device Schedule

On the basis of our examination of the quality system in accordance with Regulation (EU) 2017/745, Annex IX
Chapter I and III, the quality system meets the requirements of the Regulation. For the placing on the market of
Class III devices, and Class IIb implantable devices that are not considered well-established technologies as specified
in Article 52(4) an additional Annex IX Chapter II certificate is required.

For and on behalf of BSI, a Notified Body for the above Regulation (Notified Body Number 2797):

T e

Graeme Tunbridge, Senior Vice President Global Regulatory & Quality

First Issue Date: 2021-12-10 Starting Validity Date: 2024-08-02
Current Issue Date: 2024-08-02 Expiry Date: 2026-12-09

..making excellence a habit’

Page 1 of 4

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 737205 R0O00

Device Schedule: Class III and Class IIb devices

Class IIb, Implantable, Well-established technologies Intended purpose

Sterile Repositionable Hemostasis Clipping Device Device is intended to be used for hemostasis for
mucosal/submucosal defects in digestive tract.

Class IIb Intended purpose

Mono- And Bipolar Surgical Instruments, Single-Use The Single Use Electrosurgical Knife has been

designed to be used with endoscopes and
electrosurgical units for marking, dissection,
elevation, irrigation and preparation of tissue layers
in combination with monopolar cutting and
coagulation within the digestive tract.

Gastrointestinal Endoscopy, Forceps, Single Use The Ensure™ Single-Use Coagulation Forceps have
been designed to be used with endoscopes to
cauterize and coagulate or to perform hemostasis
using high-frequency current within the digestive
tract.

The Disposable Hot Biopsy Forceps are used
endoscopically in conjunction with monopolar
electrosurgical current to obtain digestive tissue
biopsies and/or remove polyps.

Polypectomy Snares The Sterile Hot Snare is used in the endoscope to
remove polyps or tissues in the gastrointestinal
tract through high-frequency current.

The Single Use Snares are indicated for use
endoscopically for the removal and or cauterization
of diminutive polyps, sessile polyps, pedunculated
polyps and tissue from within the gastrointestinal
tract.

First Issue Date: 2021-12-10 Starting Validity Date: 2024-08-02
Current Issue Date: 2024-08-02 Expiry Date: 2026-12-09
..making excellence a habit’

Page 2 of 4

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 737205 R0O00

Device Schedule: Class I1a, Custom-made and other devices

Device(s) Risk Classification

Biopsy Needles and Kits Class Ila

Gastrointestinal Tubes and Sets Class IIa

Gastrointestinal Endoscopy Devices Class Ila
First Issue Date: 2021-12-10 Starting Validity Date: 2024-08-02
Current Issue Date: 2024-08-02 Expiry Date: 2026-12-09

..making excellence a habit’

Page 3 of 4

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.

A Member of the BSI Group of Companies.
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Regulation (EU) 2017/745, Annex IX Chapter I and III

i

By Royal Charter

MDR 737205 R0O00

Certificate History

Date Reference Number Action

2021-12-10 3297360 Issued

2023-01-13 3794250 Supplemented — Addition of device group Biopsy Needles
and Kits.

2023-12-07 30000196 Supplemented — Addition of device group Gastrointestinal
Tubes and Sets

2024-06-04 30035290 Supplemented — Addition of device group Gastrointestinal

Endoscopy Devices.
Amended — Addition of new suppliers relating to the group
Biopsy Needles and Kits.

Current 30193148 Supplemented — Addition of device categories for Mono-
And Bipolar Surgical Instruments, Single-Use,
Gastrointestinal Endoscopy, Forceps, Single Use, and
Polypectomy Snares.

First Issue Date: 2021-12-10 Starting Validity Date: 2024-08-02
Current Issue Date: 2024-08-02 Expiry Date: 2026-12-09

..making excellence a habit’

Page 4 of 4

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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