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EU Quality Assurance Certificate (MDR)
Pursuant to Regulation (EU) 20171745 оп Medical Devices, дппех Xl Рагt д
(Class l Devices in steriie condition, with measuring function оr rечsаЬlе surgical instruments)

No. G21 086533 0008 Rev.00

Manufacturer:

Authorized
Representative:

Report No.:

Valid from:
valid until:

Jinhua Jingdi Medical Supplies Со., ltd
Building 2, Ditian Function
Xiaoshun Тоwп, Jindong Zone
32'1000 Jinhua City, Zhejiang
PEoPLE,S REPUBL|C оF cHlNA

SRN Мапчfасtчrеr - CN-MF-000009653

MedPath GmЬН
Mies-van-deг-Rohe-Strasse 8, 80807 Munich, GERMANY

The Сегtifiсаtiоп Body of Tuv suD product sеrчiсе GmbH certifies that the mапufасturеr has

established, documented and implemented а quality management system as described in дrtiсlе '10

igй tйЬ Rеgчlаtiоп <iil iolTtiц5 on medical devices. obtails on device categories covered by the

iriality mana-gement System аге described on the following page(s).

iйь Ё"роrt rБfеrепсеd below summarises the result of the assessment and includes rеfеrепсе to

relevant cs, harmonized standards and test героrts. The.conformity assessment has been саrriеd out

.".oiJing to дппех xl Рагt д of this rеgчlаtiоп with а positive rеsчlt.

ai аррtiЙЫе the involvement of the поtiлеС body is limited to the aspects relating to:

- estaыishing, securing and maintaining stеrilе conditions,

- сопfоrmitуЪf the devices with the metrological requirement_s,

- rечsе of the device, in р"пl.чr.rъrеjпiпg,ъlslпfеitiоп, sterilization, mаiпtепапсе and functional

testing and the related instructions fоr use.

The ceгtified quality аssчrапсе system is subject to periodical sчгч_еillапсе ьу тчу suD product

Sеrчiсе GmbH. Дll аррПсаБrБ ieciuirement. oi tйе i"Ъtiпg and сегtifiсаtiоп regulation of TUV SUD

Group have to Ье соmрlБd with. For_details апd certificate validity see: www,tuvsud,com/ps:

сегt?q=сеrt:G21 086533 0008 Rev. 00

SH2275501

2023-08-1 8

2028-08-,17

С.Ф,\-

lssue date: 2023-08-18

Christoph Dicks
Head of Ceгtification/Notifi ed Body

Page ,1 of 2

Tuv sUo Product Service GmbH is Notified Body with identification по, 0123

TUV SUD Product Service GmbH . Сегtifiсаtiоп Body . RidlerstraRe 65 , 80339 Munich , Gеrmапу

рrогJuсt service
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classification:
Device Group:
Device РrореЁiеs:

CIassification:
Device Group:

Device РrореЁiеs:

The validity of this ceЁificate
depends on conditions and/or
is limited to the following:

Revision History:

Dated RероЁ
2023-08_18 SH2275501

Class l

м04 _ SPEс|AL DRESSlNGS
MDS ,1005.1 - Ethylene Oxide sterilization

Class l

т02 - PRoTEcTlVE cLOTHlNG AND DRAPES (EXсLUDlNG
PERSoNAL PRoTECT|VE EQUlPMENT - ррЕ)
MDS 1005,1 - Ethylene Oxide sterilization

.l,

Description
lnitial issuance

EU Quality Аssчrапсе GeЁificate (MDR)
Pursuant to Regulation (EU) 20171745 оп Medical Devices, дппех Xl Раrt д
(Class l DечiсеБ in steгiie condition, with mеаsuriпg function оr rечsаЬlе surgical instruments)

No. G21 086533 0008 Rev.00

Rev.
00

product ýervice

Page 2 oI 2

TUV SUD Product Sегчiсе GmbH is Notified Body with identification по. 0123

TUV SUD Product Sеrчiсе GmbH . Сегtifiсаtiоп Body . RidlеrstrаRе 65 , 80339 Munich , GеrmапУ пJчФ
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