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&ia Mindray §u uMEC 15

1. AmguszasAnisldanu
e lddusuidAaaiunisineuresialaussdyyrudnd miugileaniinnagangm
L] v )
atnssaifies sausdnusniiaaudedlng edsslaadlunislinisinmgdilaaluntazings
a 1 oer =l o, J 3 O
uazluiaainsn TneilnniasifuasReulamudanmun
2. AmuanmMznall
nll - o ar =l - qll ar di
2.1 A ARAuN T eesia lausrsruy inaReulafinfiainisansaadaadulnd
la, sasninidusesiala, sasmisnela, wefifudandndiveseandiauluiaen,
- - = 2 4 2
guanll uszanusulaiauuLnauenaasgiels w4
2.2 fasasiiinminsuuunees B 5 Alaniu ileanuazaanlunmandeude i 4
s3fldeaifiugunsalafufaiATes UATATNNTINNEAT DY \iuginsaleanld
s!l o 2 ] 1:1 = 8
WaanuazanlunIminANazeaalaetiaie 1y 3
o : o o 4 o o 4
2.4 grunsaifiudayadeundslé 1,200 dalus ffluummeTlusaaraslumieseswumdnlila
anunzadnses i lunsdlininsuldesnaias 2.5 dalue uin 2,4
- ; . ;| X _
2.5 fszuutlasiuliiianniarasnszaniala uaziAsasdluin (ESU Filter) w1 5
] J 1] o o -«
2.6.84audoy USB Wafudayadilan aransaldiuiviinszuaady 220 Taavi 50 1@d
w1 4
2.7.1#%138901m3§714 CE uaz US FDA 111 6,7
3. AMANHMUSIANIENNINALA
3.1.ythasuanuaiiuwuy Color LED munalitiaandn 15 a uaslinnnuazidenaanin 1,024
x 768 AN w7 4 .
tAy
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3.2.AALIANNNIUAMESTLILANEA (Touch screen) uasilama i 2
3.3.@NNNINIRNUAAINANTIIARULL Large Font 10 ivamauazaanlunisuasszacing v 1
3.4.@unsnuansaRuA s (Waveform) Tdetinaien 10 desdtyqundaniun 4
3.5.47111301AURT9 Waveform uazidandmsnunieldmuacinsesnis uun 1
3.6.madaRaR NN 1A (ECG) uu 4
3.7.@wnsndnuazuansgiladulinialalflddaandn 5 &n Wy @a 1, 11, 1L, aVR, avL, aVF
uaz V w1 4
3.8 au1snudnspaniniialanfauiuma 7 anls (7-Lead monitoring) ¥11 3
3.9. 411303 RsRIINsEuTeaialaldzendne 15 e 350 ATSsEUIN M 4
3.10.  gnunsa@andiumanuiialunimnanngiladu (Sweep speed) laldidaendn 6.25, 12.5,
25 WA 50 NAANATABAIUNT 1 4
A'J ar i 1 v 1
3.11.  @wnsaidenaunvasgladulniniala (Gain) dlidesndn 0.125, 0.25, 0.5, 1, 2, 4
uaT Auto gain M1 4
= ar o 1 2 ar é’ 44 i
312.  gnnsa@anivuanistlaaiudtyiusuniulsatnaies 4 uIuAIN Diagnostic mode,
Monitor mode, Surgical mode waz ST mode %17 4
=l gy 2 J v 9 [ d‘ ar d“ =
313, iMqeAnnNNdINIa9N1IRaLAReIANDat IR 4 T99ATNTIANL 0.05 TN 150 Hz, 0.5
4 40 Hz, 1 T4 20 Hz UAT 0.05 TN 40 Hz %1 4
) 'S dl L & = - ar . .
314.  @msnanzaaulniaialaannnissiuiialdnfreiala (Arrhythmia Analysis)
IFatinating 24 1iia w1 4
= & o % -‘ 1] 1 GI ] o
315. #ldsunsudtAasasiemsanisiAuTadiolaiien1saTuAINLEUEN
uazandtyy nufeuiilignsias (Multi-lead ECG Algorithm) 1171 4

2

3.16. MmAdasasn1sungla (Respiration) 117 4

w
o =5

347, @1unrodasasnasmnglaldfeus o A 120 afadauiiluglvg) uaz o T 150

] e = - - A - e
ATFaUIN IULAN TRBNAIAINUINENATY +2 ANABUY YT 4

)
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anunraidenfuaniuiialuninanngiedu (Sweep speed) alitiaanda 3, 6.25,

| 12.5, 25 WA 50 NAANATABAUT UL 4

3.19.

3.20.

321

3.22.

3.23.

3.24,

3.25.

3.26.

3.27.

3.28.

3.29.

3.30.

3.31.

3.32.

3.33.

3.34.

nmadaanusulafinuuuneuenianie (NIBP) w1 4
IduannisdanuL Oscillometric anansnldeuldmusidnuaniisauiegdug) wi 4

=i

AnunsauansAtANAulaiinuLL Systolic, Diastolic uaz Mean laAAH
v
Systolic aunsndnlamus 25 fe 200 Radwmsiisan ula 4
Diastolic #u1sndalasaus 10 fe 250 adwmstlsan w7 4
ar !r:: ] <R - e &

Mean #&1817090 LAGAUE 15 D9 260 HaALNATLEN YN 4
anunsdarusulainuLL Manual, wuusananlunsdn uazuuudasaiieslanug 4

ar .. | !}: 1 == ‘:f 1 = a8
auNsniRANTINAs ARILA 30 T4 300 ATIAAUTN KU1 4
SssurAisnsvipanuiAnuwaseaspanusulaiin (NIBP Analysis) 117 4
annsniiudayanisinanusulaiiald 1,600 AT 1 4

[ a: ar - = 2

mMadaBuiuANaNfIreseandiaulueen (Sp0,) w1 4

ANNNTOUARIAN %SpO, WiaugLlAAU Plethysmograph WazAn Pulse rate w2

o 1 5 1 ' GJ o ar 1
g3 Spo, éFaus o i 100% TaeiArAMRNEIRT +2% dmiuglvg) uas

+3% Avduisnusniia ludae 70 4 100% 17 4

L4

[ | e ] = : ] = 2
ﬂquq?ﬂQﬂﬁqﬁiﬂQ?‘lﬂﬂﬁLLﬂ 20 D19 300 ATIABUIN UK 4

A1NTOUAANAN Perfusion index ¢ 11147 8

spO, umatulathitendnsiuel SdaiReaiuiulsaguan w9
MATaRuMYR (Temperature) 111 4

£ 4
e

g1unsadnAguunRlddus o fis 50 aeAraadea TnaliArAdniiinense

+0.1 aANERTEE W7 4

A0S ALATLARAN A 2 AulanFeniu wua 4
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3.35. gunsnilsznaumsldeu

&1t ECG 3 lead %78 5 lead qIU 1 10
@1t SpO, sensor IUIU 1 10
Connector NIBP AU 1 AU
Reusable NIBP Cuff 3 111 UM 1 10
@8l Temp probe MUIU 2 du
ARansldeuniminauazaings RENAY 1 G
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uMEC 15

Patient Monitor
Taking high cost out of quality healthcare

b

mindray

healthcare within reach




With Mindray's 25-year experience in patient monitoring, uMEC series
patient monitors cater to clinical needs by offering precise and stable
measurement of essential parameters. When monitoring is reliable, you can
naturally be more confident with your clinical decisions.

Advanced
Performance PR orcatly improves the accuracy of
3.15 measurement and reduces false alarms

NIBP quick-measurement technique reduces the discomfort caused by cuff inflation,
especially for patients suffering from hypertension or hypotension

Anti-interference SpO, algorithm provides accurate measurement even when the
patient is mobile

Large capacity for data storage enables comprehensive review of patient’s history
data, and external USB storage devices are also supported

6-hour continuous runtime with one Lithium-ion battery

24
1800a/arm:= m
1600ni8P measurements
A8hours full disclosure 6 hours
Essentially advanced Huge data capacity Long battery working time

measurements




As an user-friendly patient monitor, uMEC helps to simplify workflow and
improve efficiency. The monitor provides very intuitive user interface to
help faster and easier applications even for new users. Caregivers need less
time for training, and get more time for patient care.

Easy to Use
15 inch high resolution LED screen with optional touch screen, which offers more
intuitive operation in a convenient way
Supports various monitoring screen layouts for different clinical needs, including large 3.8
font, full/half screen EETEEENREERD, View other bed, etc.
- Default settings satisfy general clinical requirements, no need to adjust the settings
before using and helps you get started quickly
Statistics for heart rate changes and ambulatory blood pressure monitoring, making
ups and downs visible
Less than 5kg weight with battery makes it very portable
Unique accessory cabinet makes accessories management effective
One piece design makes cleaning easier

Y . N %

E4hours

HR/BP Analysis

HR/BP Analysis User-friendly Interfaces Unique accessory cabinet

To be effective in different environment, uMEC has passed strict electrical
@ safety tests and reliability tests. It is extremely durable and has a long life span.

. Working temperature is 0~40°C, unaffected by extremes

High 0.75 m drop-protection and IPX1 water resistance
Durability Strong plastic housing resists aging and yellowing, with high corrosion resistance
. Low power consumption and fanless design makes it environmentally friendly and
reduces the risk of cross contamination
Mindray accessories are highly reliable with quality material and production technique

> w‘j

23

High-quality Accessories Drop protection Compatible with multiple Ei,‘l
cleaning agents

3




3.1
34

2:1
3.7
3.10
3.12

3.14

3.9

3.16
3.17

3.18
3.26

3.23

3.24
3.32

3.33

Technical Specifications

uMEC1S
Monitor size A05mm x165mm x 305mm
ity
e Sl R OETeuah e
Egen (OMETER l
Waleforms: upte 1l
External display: 1 display through VGA
ECG 3.6
[F=ney e UL
ST R
tomatic 3/5 — lead recognition
= oussessEOTeRs |
Siweenspesd: 6.25 niis, 1225 minils 25 mimify,
[=05
Defib.protection: Withstand 5000V (360J)defibrillation
Recaovery time: <10s
CMRR: Diagnostic Mode: >90dB
Monitor, Surgical, 5T Mode: >105dB
ST analysis Range-201tc 20 mV
Accuracy: £0.02 mV or £10 %, whichever is greater (-0.8 to +0.8 mV)
Resolution: 0.01mV
Ar analysis: fas; muit-lead, 24 classific
QT analysis: Yes
Heart Rate
Ped/Neo: 15 ta 350 bpm
Resolution 1 bpm
Accuracy: +1 bpm or £1%, whichever is greater
HR analysis: Yes
(eipitation
L)
Resolution:
Accuracy:
Lead:
CWEETAEG RS NSRS. « o S0/
Range: Oto 100%
Resolution: 196
E39%(70-10096 Neo)
Unispecified [0-69%) 3.28
Refreshing rate: s2s
Pulse Rate
Range: - T 3.29
25 to 350 bpm (from IBP)
Accuracy: +3 bpm (from 5p0 )
+3bpm or £3%, whichever is greater (from NIBP)
+1bprm or +1%, whichever is greater (from IBP)
Resolution: 1 bpm
Refreshing rate: s2s
NIBP
Metfiod: Automatic Sscillometric
Operation mode: Manual, Auto, STAT
PSSR EETEEmE— .22
SYEHIBCEEIGE L s i
Pad: 25 to 240 mmHg
Neo; 25 to 140 mmHg
CEESHOBCEANGES L5 v e
Ped: 10 to 200 mmHg
Neo: 10to 115 mmHg
W A AREN SR ekl
Ped: 15 10 215 mmHg
Neo: 1510 125 mmHg
Accuracy: Max mean erfor£5 mmHg
May standard deviation: 8 mmHg
Resolution: 1 mmHg
| 3
Temperature
Chainet wm  3.34
Parameters: T1,T2andTD
e
Resolution: 0.1°C
[t e ORI EIEhOGETIo0e)
18P
Channet up to 2 channels
Range -50to 300 mmHg

Resclution: 1 mmHg
Accuracy: +2% or +£1 mmHa, whichever is greater (without sensor)
Sensitivity: 5 uvA/mmHg
Impedance range: 300 to 30000
CO
Method: Thermadilution
Range: C0:01 1o 20 L/min
TB: 23 1043°C
TiO 10 27°C
Accuracy C0-25% of 0.1 L /min, whichever is greater
TB, T: 20.1°C (without sensor}
Resolution: C0:0.1 LYmin
1B, T0.1°C
o,
Mode; Sidestream
Range: 0 to 20% (0-152mmHg under standard atrnospheric pressure)
Accuracy: +0.1% (<1%)

+0.2% (1 10 4.9%)

+03% {5 to 6.5%)

+0.4% {7 to 11,9%)

+0.5% (12 10 12.9%)
+{0.43%+8%rel) (13 to 20%)

Unspecified (over 20%)
Sample flowrate: 90, 120 mi/min
50 mifmin
Sample flowrate accuracy=+15% or =15 ml/min, whichever is greater.
Start-up time; <005
Response time: When using adult water trap and 2.5 m adult sampling line
<5.5 5 @120 mi/min
When using neonatal water trap and 2.5 m neonatal sampling line
<45 5@ 90 ml/min
When using low flow accessories
<5 5@ 50 mi/min
AWRR range: 0to 150 rpm
AWRR precision: < 60rpmm: £1
60-150 rpme +2
Apnea ime: 105,155, 205,255 305,355,405
Trend data: 1200hrs (interval 10min), 120 hrs (interval 1 min), 4 hrs (ntenval 5 sec}
Alarm events: 1800 events and associated waveforms
Arr events: 128 A events and associated waveforms
3.25
Waveforms: Max. 48 hrs full disclosure waveforms
atiery
Type: | Build-in chargeable Lithium-ion battery 2.4
Voltage: vl
Capacity: 2500 mAh (5000 mAh optional)
Lot CSHEFSUONARLE RESTmhAR
R CSHTTAYE® AT (oWt 08 )
5000 mAh: 8 hrsmaximum {power off }
Interfacing
Connectors: 1 AC power connector
1 RJ45 network connector
TS cantietiy 2.6
1 VGA output connector
1 multifunctional output connector (output ECGnurse call and Defib,
Synch. Signals)
WiFi support: Yes, 5G/2.4G dual band
Barcode scanner: Suppart
Metwork printer: Support
Recorder
Type: Thermal array
Speed: 12.5mmys, 25 mmys, S0 mm./s
Trace: 3
Ponivis Redpiretents
frevizs (OO S0 2.6
Cu v )
Temperature: Cperating: 0 to 40°C(32 to 104 °F)

Storage; -20 1o 60°C (4 10 140°F)

15 to 95 % (non condensing)

Storage: 10 to 95 % (non condensing)

Operating: 427.5 to 8055 mmHg (57.0 to 1074 kPa)
Storage: 120 1o 805.5 mmHg (16.0 to 107.4 kPa)

Humidity: Operating:

Barometric:

*Not all of the functions are available in all geographies, please contact with local Mindray sales
representative for more information.

Al

Mindray Building, Keji 12th Road South,

©32015 Shenzhen Mindray Bio-Medical Electronics Co. Ltd. All rights reserved. Specifications subject to changes without prior notice.
P/N:ENG-uMEC 10/12/15-210285x4P-20161226

4 by Shenzhi

or dical Electronics Co, LTD.

Mindray Bi

High-tech Industrial Park, Nanshan, Shenzhen 518057, PR. China
Tel: +86 755 8188 8998 Fax: +B86 755 26582680 .
E-mail: intl-mark indray.com www.mindray.com

mindray




2.5

Defibrillation Protection

Enduring 5000V (360 J) charge without data loss or corruption
Baseline recovery time: <5 s (after defibrillation)

Polarization recovery time: <10 s

Defibrillation energy absorption: <10% (100£ load)

Calibration signal

ImV (peak-to-peak value)
Accuracy: +5%

Cut mode: 300 W
Coagulate mode: 100 W
Recovery time: <10 s

In compliance with the requirements in clause 202.6.2.101 of

IEC 60601-2-27

Pace pulses meeting the following conditions are labelled with a
PACE marker:

Pace pulse markers Amplitude: +2 to =700 mV
Width: 0.1to2ms
Rise time: 10 to 100 ps
When tested in accordance with the TEC60601-2-27:
201.12.1.101.13, the heart rate meter rejects all pulses meeting
e the following conditions.
Fach paiss roeelun Amplitude: 2 t0 £700 mV
Width: 0.1t02 ms

Rise time: 10 to 100 ps

Neonate: 15 to 350 bpm

Measurement range Pediatric: 15 to 350 bpm
Adult: 15 to 300 bpm
Resolution 1 bpm
Accuracy +| bpm or £1%, whichever is greater.
Sensitivity 200pV (lead IT)
In compliance with the requirements in Clause 201.7.9.2.9.101
b) 3) of IEC60601-2-27, the following method is used:
If the last 3 consecutive RR intervals are greater than 1200 ms,
the 4 most recent RR intervals are averaged to compute the HR.
HR averaging method Otherwise, heart rate is computed by subtracting the maximum

and minimum ones from the most recent 12 RR intervals and
then averaging them.

The HR value displayed on the monitor screen is updated every
second.
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November 15, 2017

Shenzhen Mindray Bio-Medical Electronics Co., Ltd
Yanhong Bai

Manager Regulatory Affairs

Mindray Building, Keji 12th Road South,

Hi-tech Industrial Park, Nanshan

Shenzhen, 518057 CN

Re: K171901
Trade/Device Name: uMEC Series Patient Monitors (including uMEC6, uMEC7, uMEC10, uMEC12,
uMEC15, uMECI5S)
Regulation Number: 21 CFR 870.1025
Regulation Name: Arrhythmia Detector And Alarm (Including St-Segment Measurement And Alarm)
Regulatory Class: Class II
Product Code: MHX, DSI, MLD, DRT, DXN, DSK, FLL, DQA, CCK, DXG, DSJ, DRS
Dated: October 11, 2017
Received: October 16, 2017

Dear Yanhong Bai:

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced
above and have determined the device is substantially equivalent (for the indications for use stated in the
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the
enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance
with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a
premarket approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include requirements for annual
registration, listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding
and adulteration. Please note: CDRH does not evaluate information related to contract liability warranties.
We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it may be
subject to additional controls. Existing major regulations affecting your device can be found in the Code of
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements
concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA
has made a determination that your device complies with other requirements of the Act or any Federal
statutes and regulations administered by other Federal agencies. You must comply with all the Act's
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part

, Al
U.S. Food & Drug Administration
10903 New Hampshire Avenue

Silver Spring, MD 20993
www.fda.gov
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B.2 Radio Regulatory Compliance

RF parameters (For MSD45N Wireless Module)

Operating

5180~5240

Frequency Band 2412~2472 5260~5320
(MHz) 5500~5700
802.11b: DSSS
e (DBPSK/DQPSK/CCK) OFDM
802.11g/n: OFDM (BPSK/QPSK/16QAM/64QAM)
(BPSK/QPSK/16QAM/64QAM )
Transmitter Output <20 (Average) <23 (Average)
Power (dBm) <30 (Peak) <30 (Peak)

Ce

The radio module MSD45N is complied with the essential requirements and other relevant
provisions of Directive 1999/5/EC (Radio Equipment and Telecommunications Terminal
Equipment Directive).

The device, including the MSD45N wireless module, complies with part 15 of the FCC Rules.
Operation is subject to the condition that this device does not cause harmful interference.

Operation of this equipment requires the prior coordination with a frequency coordinator
designated by the FCC for the Wireless Medical Telemetry Service.

This device complies with Canadian ICES-001. Cet appareil ISM est conforme a la norme
NMB-001 du Canada.

The device, including the MSD45N wireless module, FCC and Industry Canada Radio
Compliance: This device complies with Part 15 of the FCC Rules and RSS-210 of Industry
Canada. Operation is subject to the following two conditions: (1) this device may not cause
harmful interference, and (2) this device must accept any interference received, including
interference that may cause undesired operation. Any changes or modifications to this
equipment not expressly approved by Mindray may cause harmful radio frequency
interference and void your authority to operate this equipment.

B-6



6.5 Understanding the Big Numerics Screen
To enter the big numerics screen:

1. Select the [Screens] QuickKey, or [Main Menu]—[Screen Setup >>]—[Screen
Layout >>]—[Choose Screen].

2. Select [Big Numerics]—X.

120/80

CE)

You can select your desired parameters to display in this screen: select the [Screens]
QuickKey—[Big Numerics Screen Setup] and then select the parameters you want. For
parameters having a waveform, the waveform will also be displayed.

ﬁ}’
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3.31

26.2 Sp0O; Accessories
SpO; Sensors

The SpO, sensor material that patients or other staff will come into contact with has
undertaken the bio-compatibility test and is verified to be in compliance with 1SO 10993-1.

520A 009-005087-00
Adult Finger

521A 009-005091-00

520P 009-005088-00
Pediatric Finger

521p 009-005092-00

Disposable

5201 009-005089-00
Infant Toe

5211 009-005093-00

520N 009-005090-00
Neonate Foot

521N 009-005094-00

562A All ! 009-004600-00

518B Neonate Foot 518B-30-72107

518BLH | Neonate Foot 115-020887-00

512E 512E-30-90390

Reusable

512F Adult Finger 512F-30-28263

512FLH 115-012807-00

512G 512G-30-90607
Pediatric Finger

512ZH 512H-30-79061

B Wavelength emitted by the sensors is between 600 nm and 1000 nm.

B The maximum photic output consumption of the sensor is less than 18 mW.

The information about the wavelength range and maximum photic output consumption can
be especially useful to clinicians, for example, clinicians performing photodynamic therapy.

A
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LETTER OF AUTHORIZATION

To whom it may concern, 47

We, MR Global (HK) Limited, with business office at Rm 1115-1116, 1 1/F, Tower 1, Grand Century Place, 193 Prince Edward Road
West, Mongkok, Kowloon, Hong Kong P.R. China (*Mindray™) hereby certify that we authorize Mediplex (Thailand) Co.,Ltd., with
business office at 199/69-70 M.7 Bangna-Trad Km.17 Road Bang Chalong, Bang Phli,Samutprakan,Samut Prakan, 10540, Thailand

(“You”) as the exclusive distributor for sales of below Product(s) and in below authorized Territory and Customer Segment.

1. Products, Territory and Customer Segment under exclusivity:

Product . Customer Additional
Ne. Line Model Territory Segment Remarks if any
ALA3,A5.ASC,A7.ATC,AB.A9, 5 s .
WATO EX-20,WATO EX-30,W Btvlugvo raton
I | PMLS ATO EX-35,WATO EX-55,WA | Thailand Private,Public | Yide exclude Ra
TO EX-55 Pro,WATO EX-65. takhanbieiie G
WATO EX-65 Pro "
2 | PMLS BeneHeart R12,BeneHeart R3 Thailand Private,Public
BeneVision N se
rics authorized in
BeneVision,BeneVision N1,Bene ““? I”:?f['plcx I:O
Vision NI12,BeneVision N15,Be 'EF;:L!?, I:::ll[c(,;;cp
neVision N17,BeneVision N19, TR
3 | PMLS BeneVision N22.eGateway,EP30, | Thailand Private,Public | 1 . PreJec na
High Level Module,High-end ac lm.““gf’caml]lgg /
cessories.Monitors of the high-e F’IglU i hoseital
nd accessorics, TM80 = 1 IR
nationwide excep
t "Saintmed hosp
ital list"
elM series patie
ePM 10.6PM 10M,ePM 12,ePM g ‘!’I"? .
4 | PMLS \llegdoeé’ N)l(‘lll:&tgcl\(llo.l:xélérzlfﬁ Thailand Private,Public :\"‘Iediplcx htﬂ}spitat
ECI5 ist(except ER)
and OR and RR
project
SV300,SV300 Pr
0, TV30,TV50S,T
NB350,5V300,SV300 Pro,SV600 V55 only authori
5 | PMLS .SV800,TV50,TV50S,TV55,TV8 | Thailand Private,Public | ze to "Mediplex
0,TV8B0S,TV85 hospital list(exce
pt ER)" and OR
and RR project
Vital sign patient
. monitor only aut
6 |pMus | PMSOTS BVS VS Accessort | thgitand Private, Public | horize to "Medip
g lex hospital list{e
xcept ER)"
BeneFusion eDS.BeneFusion eS
P.BencFusion ¢VP,BencFusion i
SP,BenelFusion iVP,BeneFusion
MRI Station,BeneFusion nCS.Be
neFusion nDS.BeneFusion nSP,
Infusion BencFusinfl uVP,BcneFusiqn S : 5 . Except "SaintMe
7 Pt l.BcncFusmn_ SP3,BencFusion ‘? Thailand Private,Public d hospital list"
p P3D.BeneFusion uDSP.BeneFusi b
on uSP.BeneFusion uVP.BenelFu
sion VP1.BeneFusion VP3.Infusi
on Accessories and Disposables,
Infusion Pump General Accesso
ry.Pump Accessories
L] Y als
Page | of 2 m'ndray@iiﬁ



2. You further understand and agree as follows supplementary to the abovementioned Customer Segment within the Territory; In
case of any inconsistency between the above table and this clause 2 hereol, this clause 2 shall prevail.

Supplementary Authorization Content:
Public Market:
1. OR(operation room) and RR(recovery room) nationwide authorization with whole products, except Defibrillator.

2. Anesthesia machine exclusive distributor nationwide.

3. Can do all authorized products(except defibrillator,mindray endoscope product and ER project) in the "Mediplex authorized
hospital list".

4. Out of "Mediplex authorized hospital list"."SaintMed authorized hospital list” and OR(operation room) project, other hospitals
and area will authorize by products:

a) High-end patient monitor: N series patient monitor{exclusive in SICU/NICU/PICU)

b) Mid&low-end patient monitor: ePM M series, uMec series

¢) Ventilator: SV600,SV800,TVBO,NB350

d) Pumps: All

Private market:

1. Anesthesia machine exclusive nationwide, except Ramkhamhaeng Group.

2. Authorize whole products, except defibrillator and mindray endoscope products, in "Mediplex private hospital list".

The exclusive distributorship does not include Central station or eGateway.

The exclusive distributorship does not include mWear Wearable Patient Monitor EP30.

The exclusive distributorship does not include EMS market (pre-hospital market) and infusion pump comodato business.

The exclusive authorization of N1 does not include N1 on DX or TV80.

This letter of authorization is valid and effective [rom the Issuance Date hereof until 31%* December 2024 (“Expiry Date™). On the
Expiry Date this letter of authorization shall cease to be effective without notice. Furthermore, Mindray reserves the right to revoke
unilaterally this letter ol authorization by giving fifteen (15) days written notice without any compensation, indemnity, damages being
due to You.

For avoidance of doubt, the underlying Exclusive Distribution and Supply Agreement (Agreement No. EDA2024002582-V01) will
continue to be valid and effective in accordance with its terms, unless explicitly amended by this letter of authorization.

Best regards,

(THE REMAINING OF THIS PAGE IS INTENTIONALLY LEFT BLANK)

Page 2 of 2 mindr ayil_ii‘ﬁ
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The uMEC series patient monitors are intended to be used for monitoring, displaying, reviewing, storing and transferring
of multiple physiological parameters including ECG, heart rate (HR), respiration (Resp), temperature (Temp), pulse oxygen
saturation (Sp02), pulse rate (PR), non-invasive blood pressure (NIBP), invasive blood pressure (IBP), cardiac output (C.O.)

and carbon dioxide (CO2).
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Mediplex (Thailand) Co., Ltd.

199/69-70 M.7 Bangna-Trad Km.17 Road 4.9
Bang Chalong, Bang Phli, Samutprakan, Thailand 10540

Tel: +66 2 183 9100

Fax: +66 2 183 9144

June 12, 2019

CERTIFICATION

We, Shenzhen Mindray Bio-Medical Electronics Co., Ltd. (“Mindray”), locating at
Mindray Building, Keji 12th Rd. South, Hi-tech Industrial Park, Nanshan, Shenzhen 518057,
P. R. China, manufacturer of Defibrillator BeneHeart R12/R3, Patient Monitor uMEC
10/12/15, iPM8/10/12, Vital Signs Monitor VS-600/800, Bene Vision
N1/N12/N15/N17/N19/N22,BeneVision CMS 11, Anesthesia Machine WATO EX-20/35/65
Pro, A8/9, SV600, Ventilators SV800, SynoVent ES (“Products”), do hereby guarantee that
spare parts for the mentioned products will be available for a period of ten (10) years from
Mindray delivery date.

Signature,

Manager of International PMLS Marketing System, Grand Asia Pacific
Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

SHENZHEN MINDRAY
BIO-MEDICAL ELECTRONICS CO., LTD.

Mindray Building, Keji 12th Road South

Shenzhen 518057, PR. China
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1 '[Umf'raqnglﬁméﬁ'mnnn%:%ﬁnﬁaﬁumm BIAATHE LA 8], INEILIFIT. This passbook is required when contacting aur bank.
2 ayeddufivsmyaginiviniu Gfobilihuannuwdclumpiondas sunindddenssovretuindsamamd:
AR TA. SRR SRS R R~ TN ENLY /8. This booklet is only an account passhook. The balance shown herein
will not be deemed correct unless verified by the comresponding balance shown in the account kept by and at our bank.
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P RERET O BERE S THH R RATEHR RS A. ST, %YL 515 FICP IR —, SRR Afmea.
The right to funds in this deposit accountpassbook is not Iranslerable, nor can it be used as sacurity for a third party unless written consent
Is glven by the Bank. The depositor may nat make any changes on, or tear any pages off of, this passbook.
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nrnauiudoletingFiedingu Thasndrmhsindodmhinom 54 FIEEn A, 270 BESPN. For withdrawals from
this account or the closing of it at any brankh, please show proper Identification.
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TR K. T GNSE S O EAS T UL A7 1 09 DL 1 7T /2 91 47 Incase of loss of this passbook. the account owner myst
file a police report and notily our bank in writing or via the channels specified at the branch where the account was opened.
umdiininanmieioutn waonawieldnfhmifime rommdeinfuessiofndrmainsmainnminnesinanminmn
VARSI AT e, A TRiENEs, /LU 1192, An account that has been dormant and has not maintained
a minimum balance as specified by our bank will be closed, and/or be subject 1o a mainlenance fee at the rale and in the manner prescribed
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