Qlz INTCO MEDICAL (HK) CO., LTD.
INTCO Website: www intcomedical.com

Document Number : CE-DC-1 Version: A2

Declaration of Conformity

Name of Manufacturer:  INTCO MEDICAL (HK) CQO,, LTD.

Address: FLAT/RM 19C, LOCKHART CENTRE, 301-307 LOCKHART ROAD,
WAN CHAI, HONG KONG

Tel: +86 21 57459888

Fax: +86 21 57456969

SRN: CN-MF-000001554

Name of EU Lotus NL B.V.

Representative:

Address: Koningin Julianaplein 10, 1e Verd, 2595AA, The Hague, Netherlands

Tel: +31645171879

Product Name: Disposable ECG Electrodes

Trade Name: /
GMDN code: 35035

The Basic UDI-DI: 697002005-0-ECG-8A

Classification: Class |, based on rule 1 of ANNEX Vill Chapter Hll of 2017/745 MDR

Conformity assessment  Annex Il and il of 2017/745 Medical Device Regulation
route:

Models: See Attachment

We, Intco Medical (HK) Co., Ltd, hereby state that this EU declaration of conformity is issued under our
sole responsibility. The device that is covered by this present declaration is in conformity with 2017/745
Mcdlcar Device Regulation and, if applicable, with any other relevant Union legislation that provides for
the issuing of an EU declaration of conformity.
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INTCO Website: www intcomedical.com

Attachment: 3

List of Models: i

Praduct Models !

Name

Disposable | SFO1 SNO1 SmO1 SV01 SC01 WFO01

ECG SF02 SNQ2 SM02 SvQz2 SCo2 WFQ2

Electrodes SFO3 SNO3 SMO03 SV03 SCG3 WF03
SFO4 SNO4 SM04 SV04 SC04 WF04
SFOS SNO5S SMOS SV05 SCO5 WFO05
SFO6 SNOB SM06 Sv06 SCO06 WF06
SFQ7 SNO7 SMO7 SvOo7 SCo7 WFQ7
SFO8 SNO8 SMO08B SV08 SCe8 WF08
SFC9 SNOS SMO9 SV09 SCO9 WF09
SF10 SN10 SM10 SV10 SC10 WF10
SF11 SN11 SM11l Svil 5C11 WF11
SF12 SN1z SM12 SV12 SC12 WF12
SF13 SN13 SM13 Svi13 SC13 WF13
SF14 SN14 SM14 SV14 sCi4 WF14
SF15 SN15 SM15 SV15 SC15 WF15
SF16 SN18 SM16 SV16 SC16 WF16
SF17 SN17 SM17 Sv17 2 WF17
SF18 SN18 SM18 Svig SC18 WF18 .
SF19 SN19 SM19 SV19 SC19 WF18 |
SF20 SN20 SM20 SvV20 SC20 WF20
SF21 SNZ21 SM21 Sv21 SC21 WE21
SF22 SN22 SM22 Sva22 SC22 WEF22
SF23 SN23 SM23 Sv23 SC23 WF23
SF24 SN24 SM24 Sv24 SC24 WF24
SF25 SN25 SM25 SV25 S8C25 WEF25
SF26 SN26 SM26 Svze SC26 WF26
SF27 SN27 SM27 Ssvz7 SCa7 WF27
SF28 SN28 SM28 Svag SC28 WF28
SF29 SN28 SM29 Sv28 SC29 WF23
SF30 SN30 SM30 SV30 SC30 WEF30
SF31 SN31 SM31 Svial SC31 WF31
SF32 SN32 SM32 SV32 S$C32 WF32 |
SF33 SN33 SM33 Sv33 SC33 WF33 |
SF34 SN34 SM34 SV34 SC34 WF34 |
SF35 SN35 SM35 SV35 SC35 WF35 |
SF36 SN36 SM36 SV36 SC36 WEF36
SF37 SN37 SM37 Svay SC37 WF37 ¢
SF38 SN38 SM38 SV38 SC38 WF38 |
SF3¢ SN39 SM39 SVag SC39 WF39 ™~ -
SF40 SN40 SM40 SV40 S€40 WE40” . T
SF41 SN41 SM41 Sv4l el WF41 —f -
SF42 SN42 SM42 Sv42 eSO 2 ... WF42 |
S5F43 SN43 SM43 Sv43 SC43 ol W43
SF44 SN44 SM44 Sv44 5C44 WF44 |
SF45 SN45 SM45 Sv45 SC45 WF45 |
SF46 SN46 SMA46 Svab SC46 WF46 |
SF47 SN47 Sma7 Sv47 SC47 WF47
SF48 SN48 SM48 Svag SC48 WF48
SF49 SN49 SM49 Sv49 SC49 WF49
SF50 SN50 SM50 Svs0 SCs0 WF50 !
SF51 SN51 SM51 SV51 SCh1 WE5S1
SF52 SN52 SM52 SV52 552 WF52 1!
SF53 SN53 SM53 SV53 SC53 WF53
SF54 SN54 | SM54 SV54, SC54 WF54 |
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INTCO Website: www.intcomedical.com i
SF55 SN55 SM55 SV55 SC55 WFS5 |
SF56 SN56 SM56 SV56 SC56 WF56 !
SF57 SN57 SM57 SV57 SE57 WF57
SF58 SN58 SM58 SV58 SC58 WF58
SF59 SN59 SM59 SV59 5C59 WEF59
SF60 SN60O SM60 | SV60 SCe0 WFE0
SF61 SN61 SMB1 Sv61 5C61 WF61
SF62 SNG62 SM62 SV62 5C62 WEF62
SFE3 SN63 SMB3 | Sv63 SC63 WF63
SF64 SN64 | Sm64 | Sved SC64 WF64
SFB5 SN65 SMB5 | SV65 SCB5 WFB5
SF66 SNB6 SM66 | SV68 SC86 WF66
SF67 SN67 SM67 | Sv67 SC67 WF67
SF68 SN68 SMB8 SV68 SCE8 WFB8
SF69 SNGI SME9 SVE9 SCe9 WF69
SF70 SN70 SMT70 Svi0 SC70 WF70
SF71 SN71 SM71 V71 S5C71 WF71
SF72 SN72 SM72 SV72 SC12 WFT72
SF73 SN73 SM73 SV73 5CT3 WEF73
SF74 SN74 SM74 SV74 SC74 WF74
SF75 SN75 SM75 SV75 SC75 WEF75
SF76 SN76 SM76 | SV76 5C76 WF76
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