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Section III 510(k) Summary

This 5 10(k) Summary of 5 10(k) safety and effectiveness information is being submitted in accordance
with requirements of SMDA 1990 and 21 CER 807.92.

The assigned 5 10(k) Number: _____

I . Date of Submission: August 17, 2011

2. Sponsor

Shenzhen Bioca-e Electronics Co., Ltd
5/17, Taohuayuan High-Tech Innovation Park, Baoan
Shenzhen, Guangdong, 518102, China

Contact Person: Mr. Hongbo Zhong
Position: Director
Tel: +86-755-27960888
Fax: +86-755-27960643
Email: hb-zhong~tom.com

3. Submission Correspondent
Ms. Diana Hong & Mr. Lee Pu
Mid-Link Consulting Co., Ltd
P.O. Box 237-023, Shanghai, 200237, China
Tel: +86-21-22815850
Fax: 240-238-7587
Email: info@rnid-link.net

4. Proposed Device Identification

Proposed Device Name: Digital Electrocardiographs
Proposed Device Model: ECG-3020 / ECG-3030 / ECG-3060 /ECG-6020 /ECG-1220/

ECG-1260 / ECG-1 215 / ECG-1216
Classification: Class 11
Product Code: DPS
Regulation Number: 21 CFR 870.2340
Review Panel: Cardiovascular
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Intended Use Statement:
Digital Electrocardiographs, ECG-3020 / ECG-3030 / ECG-3060 / ECG-6020 / ECG-1220/
ECG-1260 / ECG-1215 / ECG-1216, are intended to acquire EGG signals from adult and pediatric
patients through body surface ECG electrodes. The obtained ECG records can help users to analyze
and diagnose heart disease. Digital Electrocardiographs shall be used in healthcare facilities by
doctors and/or trained healthcare professionals.

5. Predicate Device Identification

5 10(k) Number: K10l1876
Product Name: Digital Electrocardiograph
Manufacturer: Shenzhen Biocare Electronics Co., Ltd

6. Device Description

Digital Electrocardiographs, ECG-3020 / ECG-3030 / ECG-3060 / ECG-6020 / ECG-1220/
ECG-1260 / ECG-1215 / ECO-12 16, are designed to acquire, display and record ECG signals from
patient body surface by ECG electrodes. After been amplified and filtered, the FCG signals
waveforms are displayed in the LCD and recorded in the paper through thermal printer. EGG data
result and patient information could be stored in the memory of the device.

All the models, ECG-3020 / ECG-3030 / ECG-3060 /ECG-6020 / ECG-1220 / ECG-1260/
ECG-1215 / ECG-12 16, of the proposed device, Digital Electrocardiographs, follow the same design
principle and similar technical specifications.

7. Non-Clinical Test Conclusion

Bench tests were conducted to verify that the proposed device met all design specifications as was
Substantially Equivalent (SE) to the predicate device. The test results demonstrated that the proposed
device complies with the following standards:

lEG 60601-1: 1988 +AI:991±A2:1995, Medical Electrical Equipment - Part 1: General
requirements for safety.
lEG 60601-1-2: 2001 +Ai1:2004, Medical Electrical Equipment - Pant 1: General requirements for
safety - Collateral Standard: Electromagnetic compatibility - Requirements and tests

8. Substantially Equivalent Conclusion

The proposed device, Digital Electrocardiograph, is determined to be Substantially Equivalent (SE)
to the predicate device, Digital Electrocardiograph (K 101876), in respect of safety and effectiveness.
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S henzhlel n 3incal re Ilectrun ics Go-. Ltd.

C/o M~s. Dianla l-lntz
Generial iMarnager
M l-Link Gonsultinlg Go. Lid.
p.O. Box 23)7-023)
S hanghaj~i 200237

GCHINA

ize: 11 1243 1
Trade/Device Name: Digital ElecirocardiOgraphs, Mvodels EGG-3020/EGG-3030/

E, GG3060/ECG,-6020/EG 220/EGG-I 260/EGG;-i 2-15/EGG I16

RcgU katory N tim her: 21 GER1 870.2340
Regu daijon Namei: 17lictrocardiographi
Reg"Llittlato'Class: * 1 (two0)
ProdctLC Gode: 74 IDIS
Da ted: Au gust 22, 2011
Rcci\'ed: AuguLlt 23, 2011

Dear Mvs. F-ln:

We have reviewed your Section 5110(k) preim aket notification of inieni to market thec device

reltrilced above anti have determined thie device is substantially equivalent (for the indications

101 LI SC sti le inl the CIIl osu re) to legally miarketed predicate devices marketed inl inte rsta te

COIl) le ice pior rio May 28, 1976, the eniactmlini date of the Mledical Device Amend ments., or to

devices that have been reclassif'ied iii accordance with the pivsin of the Federal Food. Drugj.

a nd Gosmnet ic Act (Act) that dto not require approval of a premarkel approval applIication (P MA).

YOU mlay. thceefore market the device, subject to the general controls provisions of the Act. I he

general controls prov'i si ons of the Act inu ii I equirements for annual reg isiratio ,listn 01'

deVices. roo0d mlanuf1actur ing" practice, labeling, and prohibitions against misbriandiim and

aduilterationl.

It Your1 device is classifited (See above) into either class 11 (Special Gonrols) or class Ill (PMIA)

it m1ay be st~iCCt to additionial controls. Existing ma1jor regulationIs affcting \'Oil[' device Canl be

f'oun1d inl thle Gode of Federal RCu-Llations. Title 21; Parts 800 tO 898. Inl addition. FDA Inai\

pu].blish further ann110tin1CeiflentS conIcerning your. device inl the Federal Reister.
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Pleasc hc adviscd that FDA's iSSOMICC Oi'il SUbStalltial eLlUiviliclicc dutclillillillioll doc not IIIL illl

diat FDA has madu it c1cicimimitiOll that VOLH CICViCC COlllj)IiCS With OlhCI IC(ItlilcIllums of' 111C Act

01 alIV FCCIClill SlatUtCS a[ld IC 0111atiOIIS' adIllilliSICICCI bV OHICI 17CCIC[iii al'CIICIC YOU

Comply with all [lie ACCs lCCjuiLClllClII'7 IIICILI(Iill ". [)ill [lot limited to: ic,,isliatiori tind listin- (2 1
CFR Pat t 807) Jjjj)Cjilj0 (2 1 Cf-R flat 1 80 1 ); medical device lepol till" (lupol lillo ol, mcclical

device-icliacd advclsc evelits) (2 1 CFR 803); g00CI IMMILIFiLCUll illo practice leclumolliclils its sci
10101 ill tile (jUaIItV S)IMCHIS (QS) IC-1.11atiOll (2 1 CFR Part 820); and if' applicablc the dcctiomc

I)IOCILICt radiatiOll COlItlOI I)lovisions (Sections 53 1-542 of' tile Act); 2 1 C171Z K)Uu- 1050.

I I \IOLI CICSilC J)CCilk adViCC ['01 .\,Oil[' CIC\'iCC Oil 0111 labdill " IC I'Ldali()ll (2 1 CIR Pat , 80 1 ). picasc
ao to litLi)://%\ \V v.l'(Iii.,,ovi'A[)OL]tF[)AZCeiitersOfl'ices/CI)IZI-I/Cf)RI-10fficcsl/ti -iii I 15809.1itin I m
the Centel. Iol Devices and Radiological PIC,11017s (CI)RITS) 01'ficc of Complialicc. /\ISO, p1case

note the lCulliatioll Cluitle(L "Mishl-alldill" by lercrelice to piewaiket notiFication" (2 1 Cf-R Pait

807.97). Foi CILICS110FIS [ClIaldill(I tile lepoiting of' adveise evems undei tile IMDR IC01,11iltiOll (2 1
CFR Part 803), please uo to

lot tile CDRITS (DITice

01' SLllVCiIIalICC ald BiOllICHICS/DiViSiOll of' Postmarket SUIV611MICC.

YOU Illio,' otlLitill OtIlel 0ellelal IlItOlIllatiOll Oil YOLII iesponsibili[ics undc[ (lie Act tiolli [lie
Division 01' Sillall IlItClIlatiOllal alld C011SUILICi Assistance at itS t0ll-FICC Millibel

(SOO) 638-2041 oi (-)Of) 796-7 HIO Lit at its Internet addiess
litti)://www.f(lit WMM ed ical Dev ices/Resou ices Ioi-You/I ndust rV/dC I'aLl t 1. 11 fill.

Sincel-CIN, VOIJLSII__ _

111 IC ecit 10
DiVi ','iOll Ot'CaldiMaSCL]Ial DCVICCS
(DITice of* Device EVaILlaliOH
Center for Devices and

Radiolouical Health

Enctosme
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Section 11 Indications for Use

5 1 0(k) Number:
Device Name: Digital Electrocardiographs

Indications for Use:

Digital Electrocardiographs, ECG-3020 / ECG-3030 / ECG-3060 / ECG-6020 /ECG- 1220 / ECG-l 260/
ECG-1215 / ECG-1216, are intended to acquire ECG signals from adult and pediatric patients through
body surface ECG electrodes. The obtained ECG records can help users to analyze and diagnose heart
disease. Digital Electrocardiographs shall be used in healthcare facilities by doctors and/or trained
healthcare professionals.

0PRESCRIPTION USE EIOVER-THE-COUNTER USE
(Part 21 CER 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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Di ision of Cardiovascular Devices

510(k) Number 1&jZ12.j..


