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Continuous refine of H12 makes it more compact, more delicate and more practical.

The development of the Internet has revolutionized

all industries, including computers, mobile phones S .
) g p ) P ) 10.4 inch LED HD touch screen Stylus makes operation and
Full vertical screen display

watches and glasses, and even affected input more easily

. . Two display formats 12x 1, 6x2
to medical devices.

The concept of miniaturization has been thriving,
and it is the frontier trend that Comen has been
following in the footsteps of the world so as to
create the H12 high-end 12channel o SR - SISEEERESEEY = A
electrocardiogram machine.

We believe that the smaller and more
exquisite electrocardiogram machine,
should not only has good looking design

but also perfect performance. It should

integrate excellent outlook and function well.

To this end, we are reinventing ourselves from USB interface can be connected

. . ) with U disk, mouse, keyboard,
the inside out and innovating completely,

4 external printers and
adhering to the thought of exquisite design, - scanner etc.
precise measurement,and perfect
performance to make H12 more practical
and aesthetically pleasing than previous
products. Plug and play manner of the up
Full touch screen operation and lower shells allows easy
Up and down sliding operation disassembling and maintenance

and high reliability and stability.
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High precision digital filtering technology eliminates baseline drift and other disturbances, providing real

and accurate ECG waveforms.
e Hand writing input of patients information;

®  Support ECG data management software, HL7 protocol, DICOM Worklist.
Doctor can view ECG waveform report from computer directly
e Patient case management help easy search, transmit, print and view patients information .
e Standby and automatic wake-up as well as timing shutdown support;
e USB disk to input & output ECG data.
e Intelligent charging mode, both slow charging and fast charging available.
Charging mode matches with working mode to reduce heat and protect components.

Scanner available allows for quick inputting
of the patients information.

e 12-lead ECG acquisition, amplification and recording simultaneously
e Polarization voltage= +=650mV, CMRR=105dB, Time Constant=5S and 24bits A/D conversion allows powerful
anti-defibrillation ability and accurate collection of ECG waveforms

e First using Cabrera Leads mode help accurate definition and calculating frontal plane axis of myocardial ischemia and
Myocardial infarction, improve determinant of infarction artery, fatalness evaluation, etc.

e Support HRV analysis and rhythmic R-R analysis
e Pacemaker detection

600 seconds of 12-lead waveforms review; Amplification of Leads status map to show
10 seconds 12-leads waveforms recording. whether the ECG leads are connected well.
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e Support wire/wireless networking

Automatic measurement of ECG waveform, automatic measurement of report
Support connection with U disk, SD card, mouse, keyboard, scanner, laser printer

°
output,support a variety of record formats;
e Various recording format: 12x 1, 12 x1+1T,6x 2, 6 X 2+1R, 3x4, 3x4+1R, e Support BMP / JPG / PDF / DICOM / SCP-ECG / FDA-XML format reporting
3x4+3R; e Support ECG data management software, HL7 / FTP / DICOM protocal allow connection with
* Recording mode: one key printing, extend printing and normal printing hospital HIS. EMR. PACS system. Doctor can view ECG waveform and diagnosis report from computer directly
o Intellectualized Cali-Rec™ recording calibration system solves the problem of

ECG paper jam, paper deflection completely

H12 Electrocardiograph
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* 600 seconds 12-lead waveforms review
10000 ECGs internal memory; support formats DAT, BMP, JPG,
PDF, DICOM, FDA-XML, SCP

e Support patients’ name and ID number search.
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i : Add:No.2 of FIYTA Timepiece Building, Nanhuan Avenue,

: COMGN Gongming sub-district, Guangming District, Shenzhen, PR China.

e Rk WS Telald - Tel: +86-755-26408879 Fax: +86-755-26431232
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WE HEREBY CERTIFY THAT WE HAS ACQUIRED CE CERTIFICATE, WHICH
IS ISSUED BY SGS;

HEHRS: CN19/41057
CERTIFICATE REGISTRATION NO: CN19/41057

MR E: 2021-03-22
DATE OF ISSUE: 2021-03-22

HEE: 2023-02-05
VALID UNITIL: 2023-02-05 -

ERREGIN TR, BRREE R,
THE FOLLOWING PAGE IS A PIECE OF THE CERTIFICATE AND THE
PHOTOCOPIER IS IN CONFORMITY WITH THE ORIGINAL.
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EC Certificate Full Quality Assurance System: Certificate CN19/41057

Shenzhen Comen Medical
Instruments Co., Ltd.

Floor 10, Floor 11 ancSection C of Floor 12 of Building 1A & Floor 1 to Floor 5
of Building 2, FIYTA Timepiece Building, Nanhuan Avenue, Matian Sub-district,

Guangming District, Shenzhen, Guangdong, 518106, P.R. China
has been assessed and certified as meeting the requiremerits of
Directive 93/42/EEC

on medical devices, Annex Il {excluding Section 4)
For the following products
The scope of registration appears on page 2'of this certificate

This certificate Is valid from 22 March 2021 until 05 February 2023
and remains valid subject to satisfactory survelllance audits.
Issue 3. Certified since 30 April 2015.

Gertification is based on reports numberad CN/SZX 50010

Authorised by

Global Medical Devices Head of Notied Body

SGS Belglum NV, Notified Body 1639
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LPUDIOY - Cortibonla CE1833 Annex 14 EN rev. 02
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senzhen Comen Medical Instruments Co. Ltd DOC-ZY-TEQ-001-W{ 0. e

EC Declaration of Conformity

Manufacturer: Whose Single Authorized Representative:
Shenzhen Comen Medical Instruments Co.,ltd Lotus NL B.V.
Address: Address:

Floor 10, Floor 11 and Section C of Floor 12 of Koningin Julianaplein 10, 1e Verd, 2895AA,
Building 1A & Floor 1 to Floor 5 of Building 2, The Hague, Netherlands.

FIYTA Timepiece Building, Nanhuan Avenue,

Matian Sub-district, Guangming District,

Shenzhen, Guangdong, 5181086, P.R. China.

We, the manufacturer, declare at our sole responsibility that following products

Product name Model =%
ot CM300, CM300A, CM1200, CWM1200A, T
Electrocardiograph N CM1200B,H3, H12, 1124 4
L Vital Signs Monitor NC3, NC3A, NC3B, OPUS i3, NC5, NC5A PN
Infrared Ear thermometer IRT10, IRT10A e
Anesthetic Gas Scavenging : -
System _AGSS-_L, AGSS-H
Ceiling Pendant D5, D7, Ds, D8, Do, D3SA, D9B
Sequential Compression  System SCD600 -
Phototherapy Unit I BL70, BL70A, BL70B
Defibrillator monitor S8, $6, 85,83 _ |

~ meet the provisions of Directive 93/42/EEC.

Those medical devices have been assigned to class Jia accordiné to rules of the Directive
93/42/EEC (The rule for each device are shown in the following annex 1). It bears the mark

C € 1639

The product concerned has been designed and manufactured under a quality management

system according to Annex [ (excluding Section 4) of Directive 93/42/EEC.

Compliance of the designated product with the Annex 1| (excluding Section 4) of Directive
93/42/EEC has been assessed and certified by the Notified Body

SGS Belgium NV
SGS House Noorderlaan

e
87 2030 Antwerp Belgium qP"g,:'t <
Certificate No.: CN1 0/41057

issue date: 2021.03.22

Expiry date: 2023.02.05

following the procedure relating to the EC Declaration of Conformity set out in Annex || of
Directive 93/42/EEC.

The above mentioned declaration of conformity is exclusively under the responsibility of
Company:  Shenzhen Comen Medical Instruments Co.,Ltd
Address: Floor 10, Floor 11 and Section ¢ of Floor 12 of Building 1A & Floor 1
to Floor 5 of Building 2, FIYTA Timepiece Building, Nanhuan Avenue,
Matian Sub-district, Guangming District, Shenzhen, Guangdong, -
518106, P.R. China. _ o~

Séenﬁn pxenl, Eo24

Place, date




Shenzhen C-;men' Mecm:nal
Instruments Co., Ltd.
Directive 93/42/EEC

on medical devices, Annex Il {excluding Section 4)

Issue 3
Detailed scope
« Electrocardiograph (Model: CM300, CM300A, CM1200, CM1200A,CM1200B, H3, H12, H124)
= Muitl-parameter Patient Monitor for vital physiological parameters
{Model: €30, C50, C70, C80, C8S, 'C80, £500, €800, CB6D, NC1S; NC19A, Datalys 750,
Datalys 770, Datalys 780, Datalys 790, STAR8000, STARB000A,STARB000B, STARS000C,
STAR8000D, STARS000E, STARB000H, NC8, NC10, NC12, £100A, NCBA, NC10A, NC12A, C30A,
C30A, C70A, STARBOOOF, OPUS i8, OPUS I10; OPUS 110 Expert, OPUS 12, OPUS 112 pro,
OPUS 15, K12 pro, K12A pro; K15 ‘pro, K15A pro, K18 pro, K18A pro, K22 pro,
K224 pro, K1, K1A)
- Fetal & Maternal Monitor for vital physiological parameters (Model: STAR5000, STARS000A,
STARS5000B, STAR5000C, STARS000D, STAR5000E, STARS000F, STAR5000H)
~Speclalized Fetal & Maternal Monitor for monitoring or-measurement of fatal heart rate, fetal
’ movement, uterine pressure, ECG, CO2, NIBP, $p02, body temperature, respiration,
pulse/pulse frequency (Model: €20, €26, 628, €22, C22A, c21, C21A, C10, C11)
- Specialized Cardiovascular Monitor for processing, displaying and recording the patient's
electrocardiogram and for vital physiological parameters {Modal: €100, C100B)
- Central Monitoring System Software for intensively monitoring vital physiological
parameters from patlent monitoring system (Model; STARS80D)
- Vital Signs Monitor for routine check of NIBP; 8p02, Temperature and Pulse rate
' {Model: NC3, NC3A, NC3B, OPUS i3, NC54A)
~Vital Signs Monitor for routine eheck of NIEP, 8p02, ECG, Temperature and Pulse rate
_ (Model: NC5)
- Speclalized Neonatal Monitor for vital physiological parameters (Model: C80, C88, C88,
Datalys 760)
) - Infrared Ear thermometer (Model; IRT10, IRT10A)
+ Anaesthetic Gas Scavenging System (Model: AGSS-L, AGSS-H)
- Ceiling Pendant (Model: D5, D7, D6; D8, D3, D3A, DSB)
- T piece Infant Resuscitation System (model: BQ70, BQ70A)
= Anaesthesia Machine (Model: AX-4004, AX-500A, AX-700A, AX-800, AX-800, AX-8004,
AX-400, AX-500, AX-600, AX-700)
~Infant Radiant Warmer (Model: BQ80, BQB0A)

- Catheter-positioning guiding system {Model: U8, UBA)
~ 8yringe Pump (Model: M300, M500)
= Infant Phototherapy equipment (Model: BL70, BL70A, BL70B)
- Temperature Control System for management patient body temperature and vital
physiological parameters Monitor (Model: P3, P6)
- Sequentlal Compression System for prevention of deep vein thrombosis.and pulmonary
embolism (Model: SCD800)
« Deflbrillator Monitor (Modsl; 88, S6, $5, §3)
Sterllity aspect only Restricted to the Aspect of manufacture concerned with securing
and maintaining sterile conditions:
- Sterile disposable laryngoscope blade (Model: CVL-2-1, CVL-3-1)

-Sterile disposable electrode with extension wire used for Catheter-positioning gulding -

. system {Model: 98ME01AC019)

Where the abave scope inciudes class 1l medical device(s), 8 valid EC Design Examination Certficate according to-Annex ||
{Section 4) is a mandstory requirement for each device in addition to this certificate lo place that device on the markel
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