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(%4

instructions for
use

the instructions for use.

Medical device

Indicates that the item is a medical device.

Unique Device
Identifier

Symbal | Title Description
Batch Code Indicates the manufacturer's batch code
50 that the batch or lot can be identified.
Use-by Date Indicates the date after which the medical
E device is not to be used.
‘ Manufacturer Indicates the medical device
manufacturer.
Catalogue Indicates the manufacturer’s catalogue
number number so that the medical device can be
identified.
Temperature Indicates the temperature limits to which
/{, limit the medical device can be safely exposed.
,zi% Keep away from | Indicates a medical device that needs
sunlight protection from light sources.
Consult Indicates the need for the user to consult
MD

Indicates a carrier that contains Unigue
Device Identifier information.

1
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v o0 & o/ 1Y a o s, Y Aa ¥ a A = Y Y v 0 & =
ﬁ]ﬂﬂ']tﬂﬂﬂ’]ﬁ’]ﬁ]ﬁﬂﬂ‘b} dﬂﬂLﬂﬁ%@ﬁNaﬂﬂm%/ﬁdNaﬂ) EJﬂL’J‘L!ﬂiﬂJNaﬂlﬂﬂ‘i&ﬂﬂﬁ’]ﬁﬂ‘imﬁaﬂlﬂ’ﬂﬂENﬂ']iﬁ]ﬂ‘Vl’lLU‘lJﬂ’]U’]l‘Vlﬂ #1739

AWDING

dasusznaulufleiinvanssalull:

afuEaTUNINTINVBAATRIBLNNE (overview)

Usgifnslasueudiinstunsideunsosyy el miiely
iognann tazuszifnsdvungluuszinanige

A1519NNIYNANEBUNTOUNAYTBTUNELTEUANUTUNARTG 9 A
nsuanstayansauvgNalunisiinaeu

A0UNNVRIADTUNLTEUNS 0L ML NDINT MU NGNS usT L
nanndIAtegrioagluseninadiiuns (status of any pending

request for market clearance)

JayadAnyNeINUANNUAANBLALANTIAUENITYINUVR AT

wng (important safety and performance related information)

1. AE 2. FSCAs

LARISIEAZLDEAVDIATDILBUNNENUTLNDUAIBTIENTAIRD LU

o e

Lae LalansesyiusvesuyudvIadn INgnyiIvlidyin

(rendered non-viable)

U

- @ad teie viseauiusvesgauvsd (microbial) nSeaunIden
W9 UgNITU (recombinant origin)

- dlszneunvase$ed (rradiating component) ¥iauanadud
99U
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Bl() Medical ** LINEIABIDININLINVBINANN I (Product owner/Legal
- G Y a . =
The ABC Automatic Blood Pressure Monitor Model A-001 Manufacturer) %#38iNan(Physical Manufacturer) 9AS9DNLNETS LAY
LY a o < f P
Executive Summary WIUSENAIY Wazazdlanggunsa luinte
1. Overview

The ABC Automatic Blood Pressure Monitor is a compact, fully automatic blood
pressure monitor, operating on the oscillometric principle. It measures your blood

pressure and pulse rate simply and quickly. asueasUAWIIVBILATEBUNNE (overview)
2. Intended use W ToyaiUasiuinediuinTesilannme

The Automatic blood pressure monitor is intended for the measurement of blood

pressure noninvasively in a short period, typically several minutes, it is designed to " )
[ 1 = =

be used for self-testing by a layperson in the home. aﬂwmuawwgmwﬂm (any novel features) LLazmamima@mauanmaw

iﬁlqﬂizaﬂﬁﬂ”l’ﬂ‘i’fLLazi’faﬂﬁ‘i’f (intended use and indications)

3. Indications NLRIYU

The Automatic blood pressure monitor is intended for the monitoring blood

atic £ , MNLASBILBRNNIUSENaUMETULUUIN LU unlumalulad savswIsyin b
pressure. It is mainly designed for general household use. v

PinnssulvifeseSuieseazden
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self-testing by a
layperson in the home.

household use.

Bio Medical
List of regulatory approval or marketing clearance obtained and commercial marketing history
Country Intended use Indication Date of Launch Evidence
approval or date
marketing

1. USA The Automatic blood The Automatic March 227, March 2023 Refer to
pressure monitor is blood pressure 2023 attachment of
intended for the manitor is certificate no.
measurement of blood intended for the KK
pressure noninvasively in | monitoring blood Attachment 1
a short period, typically pressure. Itis
several minutes, it is mainly designed
designed to be used for for general
self-testing by a household use.
layperson in the home.

2. Canada | The Automatic blood The Automatic luby 29, July 2022 Refer to
pressure monitor is blood pressure 2022 attachment of
intended for the manitor is certificate no.
measurement of blood intended for the KK
pressure noninvasively in | monitoring blood Attachment 2
a short period, typically pressure.ltis
several minutes, it is mainly designed
designed to be used for for general

2 & = . = =
wiauuuund g mstunsdisululdsemacing 9 Hdnaddlunisne

U Yo/ v g = = 14 o 1 % ua
Uszdanslasuaudnnisdunzidsunsaauninlianednvuigluissnain uazussin

n1s3vreluyssmanng e Tidnvindunisiaaeiidesadl:

Reference agency: svyToUsine vidoTonhonuifuguaiaieaiiounmelulszing
#1197 NlasuoygIeiiedmiewsestiounmd wu Notified Body (EU countries),
TGA (Australia), FDA (USA), Health Canada (Canada), MHLW (Japan)

U

Intended use/Indications: szuingUszasAnaztousldmunlasuoygalulssinad
nane

Date of Approval or marketing clearance: syyiufilvmseiululusuginnse
aNgIUNLUUNMIananasluYes Evidence

o
U a

Launch date: szuiunsueamungluyiaanann

9

Evidence: s¥yfiolonasuaziavfienasildilumdngiunislasuayain wu EC
Certificate No. XXXX

ADILUUNANZIUNSIATUBNYINNTAIY d1%5U Partial2 THuwuwAnangunisiasuausynly Big 5 Countries (EU, USA, Canada, Australia, Japan)

*** pAAAUNNASU CE mark Wananuuu EC Certificate wd2 T9iuuu EC Declaration of Conformity 1@@na1n Product owner 1128
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4 Y .. FOOD & DRUG 2881411515298 UANUEINARD IV ITINA IUA1519NULBNETS Evidence ALuUan
November 27, 2022
Reference Intended Indications Date of Launch Evidence
ABC Co., Ltd.
gA agency use approval or date
%‘l’;‘l‘;‘f;‘“i 1120 marketing
Re: K123456 clearance

Trade/Device Name: ABC® CPAP System
Regulation Number: 21 CFR 868.5905
Regulation Name: Noncontinuous Ventilator

Regulatory Class: Class II
Product Code: XXX

Dated: September 1, 2022
Received: September 1, 2022

Dear P:

Reference agency: G’faﬂizq FDA (USA)

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced

. . ) ¢ Y 1§ v A Yo A =
A od and g Aamimrton Indications: sxyinguszasdnasausldnuilasuaynnlulssmaiingldn
Indications for Use
510(k) Number (if known) . ¥
K123456 Date of Approval or marketing clearance: A933¢1 November 27,2022
Device Name
ABC® CPAP System
. g

i:g?;nncspf:PUs:yg:;mge )a prescription noninvasive ventilatory device designed for the treatment of Obstructive M G]ENiuU] 5 1OK Number K12 456

Sleep Apnea (OSA).
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ADMINISTRATION

4 Y u.S. FOOD & DRUG

November 27, 2022

<« —— | Reference | __Intended | Indications Date of Launch Evidence
ABC Co., Ltd. I
gA agency use approval or date
Nonthaburi 11120 marketin g
Thailand F———

Re: K123456 F—// clearance

Trade/Device Name: ABC® CPAP System
Regulation Number: 21 CFR 868.5905
Regulation Name: Noncontinuous Ventilator
Regulatory Class: Class II

Product Code: XXX

Dated: September 1, 2022

Received: September 1, 2022

Dear P:

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced

DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration

Indications for Use

510(k) Number (if known)
K123456

tﬁ\_llce :lame
ABCF CPAP System /

Indications for Use (Describe)
ABC® CPAP System is a prescription noninvasive ventilatory device designed for the treatment of Obstructive
Sleep Apnea (OSA).

F29819N157M5298aUANNEDAAAD VB ITBNA TUAI519NULBNES Evidence ALUUUN

Reference agency: G’faﬂizq FDA (USA)

Indications: G’faﬂizq ABC® CPAP System is a prescription noninvasive ventilatory

device designed for the treatment of Obstructive Sleep Apnea (OSA).

Date of Approval or marketing clearance: éfaasz‘q November 27,2022

Evidence: Aa45¢¥y 510K Number. K123456



Ale19: Wnasunaguiielfuiasasilewnmng (Executive Summary)

unaguifgINuLAIaliannng (Executive Summary)

The information of rejected or withdrawn regulatory approval

Bio Medical

Reference agency | Intended use | Indications | Date of withdrawal | Reason for rejection or
withdrawal
N/A N/A N/A NSA N/A

Bio Medical Inc., as the product owner, confirms that this product has not been revoked from an import
license from ant countries.

A1319N1IYNLNNDBUNTBUNYINVTVUNLTIUINUTLNARNY ¢ Aaedl

n1suanedayaniauaualunisinnoay

ToisvymeazBonuasnisgnifinaou (withdrawal) n1seyginviein
nzidoululszsinanigg (@8)

- nsdllaidinsgniinaau sey N/A

- ﬂ'ﬁzﬁﬁm'ﬁgﬂLﬁﬂaaumﬁaummﬁaﬁumLﬂauﬁmﬂizmmm6’] JONGIN

14

ToyalunI1e NIBUTEYMANG
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AL~ ° ¥ d o ' a o
1o v li-dlf.-ﬂl A01UNINVBIAI YRV UNTBUNTBYYIALNEI1T ML NENEAT N T

Status of an ndin uest for market clearance i o ' ' ! o a .
Y pending req nannffaAn9agTaatlusErdnemiiunis (status of any pending

Reference agency Intended use Indications Date of registration
Singapare The Automaticblood | The Automatic blood 12/08/22 request for market clearance

pressure monitor is pressure monitor is
intended for the intended for the v - ° £ A ~ < ° |
measurement of biood | monitoring blood GLﬁﬁuuﬁf]EJauLf’]HﬂaﬂquﬂqwsﬂaﬁﬂqsﬂamumuLUHUV?@@HQJWWLW@’J']QQ'W‘WU']EJ
pressure noninvasively | pressure. Itis mainly a2 Y b ! wagmnaln S
in a short period, designed for general Nﬁmﬂm‘yﬂumaqﬂmﬂﬂﬂqﬂagﬁﬁaagiuﬁuﬁfmﬂﬂqL‘H‘Lm'ﬁ
typically several household use. ~ MlS <o
minutes, it is designed nsedaill 3”3 N/A . .
tobe used for self - NTULAUDTUNZL T UNTDDUY LN ININULNANA N T URAIATIEY
testing by a layperson Y
inthe home. Avegnoagluseninaniiiuns uanstayalumisia
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¢ 1 2 ¢ y A A ¢ v
‘ s189umgnsalduliniuszasfannisldiniasiiounnd Tiwuu
Bio 1\/1(-3(11(_!3} LBNH1332YI8AIDAYDY AE

- davihenssianasenumnisalsulinslssasdainnsldnsede

Important safety and performance related information

For reported adverse events: LA g
Description of adve F f ber of reports/total units sold) in th \ . L. y o
mph:.l:ta R ?:;:T:J:;ﬁw;mr:::ﬂmmf;; i 493 Description of adverse event Imzqiwamaamﬁuaﬂ AE
1 v <3 o o a
N/A N/A 4839 Frequency of occurrence ’Lmz‘qmu ATUIUTIYNU/ATUIUN

For reported field safety corrective action (FSCAS): ITNRUIYYNRUA) ‘U’NL’]@’]I%?%Q@QLLW AILATUSHIENETUTDIRaIA U

UJaqUu

Date of FSCA Reason for FSDA Countries where FSCA was conducted

A a VA - nsalisenumgnsalduliifialszasdainnisldnsesdiownng Tiwuy

=
LINHNFITUTIVALLDUNVDY AE

We certify that no adverse events and FSCA have been reported in the medical device products since o P . o A4 P
its first introduction on the global market until now. - ﬂﬁmlumﬁEJQmm&;mmauimwwﬁzmﬂmﬂm{[fumsamaLLW‘V}&J GL‘VﬁS‘Uq

JaA1uTen151977 “vasusaeinlidisngaumanisaiouling

Uszaenannnsidiasasiisunndaausannaudedaadu” 1y

A8 EL IR
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B iU 1\’1 ﬁ'djcal

Important safety and performance related information
For reported adverse events:

Description of adverse | Frequency of occurrence (number of reports/total units sold) in the
event period of dd//mm/yyyy to dd/mm/yyyy
N/A N/A

For reported field safety corrective action (FSCAs):

Date of FSCA Reason for FSDA Countries where FSCA was conducted

My A N/A N/A

318414 field safety corrective action (FSCAs)

- IIRYIRsalaEnes1891u field safety corrective action (FSCAs)
- NSME FSCA TyMuuenansseus18azidenuadsiea1ud FSCAs

- nafdlaifl FSCAs Trseytanulivinen1s1931 “va3useednlaisl FSCAs

¥
/ 1A

= U, [ (Y] Y Y
nausiannaunsdagiu” Wunwdingulivinenisns

We certify that no adverse events and FSCA have been reported in the medical device products since
its first introduction on the global market until now.
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Bio Medical

Important safety and performance related information

if the medical device contains one or more of the following, a description of the following must be
provided:

»  animal or human cells, tissues and/or derivatives thereof, rendered non-viable (e.g. porcine
heart valves, catgut sutures, etc) : N/A

cells, tissues and/or derivatives of microbial or recombinant origin (e.g. dermal fillers based
on hyaluronic acid derived from bacterial fermentation processes) : N/A&

irradiating components, ionising (e.g. x-ray) or non-ionising (e.g. lasers, ultrasound, etc) : N/A

Y
=

liszysneazineavanIadiiawnng lunsainssialuil

o sa

a ¢ A A = o ¢ ¢ A ° | N AA
: fliwad L eBenseoyiusveanywdvisedniignivliidia (rendered

non-viable)

a U

a ¢ A A = o ¢ a a6 . . = a6 ]
D LLURR LUBLYD NIDUNUSVBIIAUNTY (Microbial) NIDYAUNTYAALAS
WUgN554 (recombinant origin)

I A 1 v . . a U @ A
- UauUsenauvUaoysed (irradiating component) suaLANAIL IR
wsevialiunndidudesu
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AWDING

dasusznaulufleiinvanssalull:

Fnunizrialy waendnnisviiaiu (Device description
and features)

g Useasdn1sld (Intended use)

Yously (Indications)

AUEEINSLY (Instructions for use)

nsuSAwN (Storage condition)

818n151491 (Shelf life)

Yonule (Contraindications)

ALFDU (Warnings)

U9A135¢ 09 (Precautions)

nasuliNeUsEasAa1nn1sly (Potential adverse effects)
Ms¥nusenadendu (i) (Alterative therapy)
Muazidauazautivesianfilinanvieuduusznaures
\3nedlounnd (Materials)

Forurumanizdy d fieades (other relevant specifications)
Gﬁagaimazlﬁaﬂﬁu 9 (other descriptive information)
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A29819: UazLDYALAIasllaunng (Device Description)

1.1. Complete description
*  afudnuay HNTUNIIYINNY LarAuaNvMEIaNIZI0LATR BN ENEUA1YE

(a) A complete description of the medical device
Automatic Blood Pressure Maonitor operating on oscillometric principle, use air pump as power, make the
cuff is inflated, block the blood flow, and measure the pulse wave and corresponding pressure.

*  pwATosdiounne (AU AINATURLN AU AUnrdd [udu)

** |ANE1SADI08NANLINVBINANA SN (Product owner/Legal
Manufacturer) visaginan(Physical Manufacturer) 33a2588nLan&15108
RIUTENA8Y wazazlaneduiseluiinla

s1wazBuaiaTasiiaunng (Device Description)

1. Device Description and Features

1.1. Complete description -> aSunednuurreaaIasiownng

1.2. Principle of operation and mode of action -> 88U18RANATVINIUKIDNALNNITIINIU
1.3. Risk class and classification rule -> wuﬂ'ﬁ%’mﬂizl,mnﬂfnw,?im

1.4. Description of Accessories -> 83UN8TI8ALLBYAYBIRUNTOlATY

1.5. Description of various Configurations/Variants -> aUIEALLANFITUR AR TauImE
fidusue

U

1.6. Key Functional Elements -> 85u18518azidunvodaiusznaudifay

o

1.7. Novel Features -> afugdnuugianzguwuuln



51982198ALA59HBUNNE (Device Description)

A29819: UazLDYALAIasllaunng (Device Description)

1.1. Complete description

*  BYUNANBIYNITUTIY

B .
DS

sad o

*  ASUNYT18AZLIDYAVRIWBNAWIS LIDSTUVBITENAWISNEUAIVD (AT)

7.6

TN

Major Version Minor Version Patches

Major Changes
Erelaks the .%‘m Minor Changes Bug fixes
Does not break the API

** |ANE1SADI08NANLINVBINANA SN (Product owner/Legal
Manufacturer) visaginan(Physical Manufacturer) 33a2588nLan&15108
RIUTENA8Y wazazlaneduiseluiinla

s18aziduaLaTasilawnng (Device Description)

1. Device Description and Features

1.1. Complete description -> aSunednuurreaaIasiownng

1.2. Principle of operation and mode of action -> 88U18RANATVINIUKIDNALNNITIINIU
1.3. Risk class and classification rule -> wuﬂ'ﬁ%’mﬂizl,mnﬂfnw,?im

1.4. Description of Accessories -> 83UN8TI8ALLBYAYBIRUNTOlATY

1.5. Description of various Configurations/Variants -> aUIEALLANFITUR AR TauImE
fidusue

U

1.6. Key Functional Elements -> 85u18518azidunvodaiusznaudifay

o

1.7. Novel Features -> afugdnuugianzguwuuln
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A29819: UazLDYALAIasllaunng (Device Description)

. . . ** ANA15AD99INANLIVDINAANMI (Product owner/Legal
1.2. Principle of operation and mode of action

Manufacturer) visaginan(Physical Manufacturer) 33a2588nLan&15108
(b) Principles of operation or mode of action

Automatic Blood Pressure Monitor operating on oscillometric principle, use air purnp as power, make the
cuff is inflated, block the blood flow, and measure the pulse wave and corresponding pressure.

LY a o v = < =1 acy v
PAIVTENA8 wazaziianedunsalisinle

a = a ¢ . e 4
318asLRYALATDINALNNE (Device Description)

nstlduranduas 1. Device Description and Features
[ o351 Input waz Output 1.1. Complete description -> adunednuaizvenaIoionnnd
O s3uneanuanunsalunisdeuse 3y n1sidausuuliany (Wireless) n1sle 1.2. Principle of operation and mode of action -> 85UTgNRaNNITINURTENALNNITYINTU
974 Bluetooth nsieusaiu cloud platform) (631) 1.3. Risk class and classification rule -> wuﬂ’lﬁmﬂizmwmmﬁm
[ o8une Clinical Workflow fiuugii1 dvdunisinw/Adadelagldvenduag 1.4. Description of Accessories -> 83UN8TI8ALLBYAYBIRUNTOlATY
SaMD Algorithm 1.5. Description of various Configurations/Variants -> E)%Uﬂﬂm’mLLG\ﬂGi’WUENLﬂ%ENﬁEJLLWVIET
SaMD inputs /W SaMD outputs ﬁ?jﬂﬁ?ﬁﬂ 9

engine,
Equations,
Analysis engine
Model based logic, etc.

Patient data

SaMD defined
outputs
(Inform, Drive,
Diagnose, Treat)

U

1.6. Key Functional Elements -> 85u18518azidunvodaiusznaudifay

o

(Lab results, Image
medical device data,
Physiological status,
Symptoms, etc.)

1.7. Novel Features -> afurganuwagianizsUwuul

Reference data,
Knowledge base,
Rules,

\ Criteria, etc. J

Figure 9 - SaMD Basic Programming Model
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1.3. Risk class and classification rule

Blood pressure monitor consist of

Blood Pressure Monitor and Cuff

The Blood pressure monitor is an active
device intended for use in measuring blood
pressure.

® The Blood pressure monitor is classified as
a Class 2 device based on the medical

device regulation in Thailand, Rule 10(1)

The Blood pressure cuff reusable device that

wrapped around the upper arm or the leg

(thigh) of the patient.

®  The Blood pressure cuff is classified as a
Class 1 device based on the medical

device regulation in Thailand, Rule 4

Manufacturer) visaginan(Physical Manufacturer) 33a2588nLan&15108
RIUTENA8Y wazazlaneduiseluiinla

s18aziduaLaTasilawnng (Device Description)

1. Device Description and Features

1.1. Complete description -> aSunednuureaaIasiownng

1.2. Principle of operation and mode of action -> 88U18RANATVINIUKIDNALNNITIINIU
1.3. Risk class and classification rule -> %qﬂ’lﬁmﬂizmwﬂ’nm@i‘aﬁ

1.4. Description of Accessories -> 83UN8TI8ALLBYAYBIRUNTOlATY

1.5. Description of various Configurations/Variants -> aSunAMURANANTERASaaTlauImE
fidusue

U

1.6. Key Functional Elements -> 85u18518azidunvodaiusznaudifay

o

1.7. Novel Features -> afurganuwagianizsUwuul
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1.4. Description of Accessories
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item no. Description Picture

a = a ¢ . e 4
318asLRYALATDINALNNE (Device Description)

1. Device Description and Features

AJOT The Blood 1.1. Complete description -> aSunednuureaaIasiownng
pressure monitor 1.2. Principle of operation and mode of action -> 85UTERANNITINURTENALNNITYINTU
1.3. Risk class and classification rule -> wuﬂ’lﬁmﬂizmwmmﬁm
1.4. Description of Accessories -> 83UN8TI8ALLBuAYBIRUNTOLATY
C1 cuff 1.5. Description of various Configurations/Variants -> aSunAMURANANTERASaaTlauImE

o
NYUAIUBD

U

1.6. Key Functional Elements -> 85u18518azidunvodaiusznaudifay

o

1.7. Novel Features -> afurganuwagianizsUwuul
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1.5. Description of various Configurations/Variants oy o -
Manufacturer) #3apnan(Physical Manufacturer) 9A500NLNE51AY

LY a o v = < =1 acy v
2 PAIVTENA8 wazaziianedunsalisinle

& = n:l' I L4 . . .
oo J18asLR8ALATDIUBLNNEY (Device Description)
1. Device Description and Features

1.1. Complete description -> 85UBANBAIZVDILATOILDUNNE

Model Number

Advanced Accuracy v
roperenden s Y 1.2. Principle of operation and mode of action -> 85UT8RaNNITYINNIURIBNALNNITVINIU
Bluetooth v '
Gonst Hoce v v 1.3. Risk class and classification rule -> wuﬂ’liﬁmﬂizmwmm@im
e ! 1.4. Description of Accessories -> 83UN8TI8ALLBYAYBIRUNTOlATY
Body Movement Detection v v - . d' - P
oS v 1.5. Description of various Configurations/Variants -> 83U18ANULANANYBIAIDINDUNNE
Irregular heartbeat Detector 4 dldl o
NYUATVBD
Memory 60 60
. a = 1 o o
cutt Wide Range D-Ring 917" Wide Range D-Ring 9"17" 1.6. Key Functional Elements -> E]ﬁ‘U'TEJi']EJagL@ﬂﬂm@ﬂa'JUﬂigﬂ@anﬂ@
o 1.7. Novel Features -> afugdnuugianzguwuuln
ional Cuff HEM-CS24-B(7"-9") HEM-CS24-B(7"-9")
Power Options 4 AA Included / AC Adapter 4 AA Included / AC Adapter

Not Included Not Included
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1. Device Description and Features

1.1. Complete description -> aSunednuureaaIasiownng

1.2. Principle of operation and mode of action -> 88U18RANATVINIUKIDNALNNITIINIU
1.3. Risk class and classification rule -> %qﬂ’lﬁmﬂizmwﬂ’nm@i‘aﬁ

1.4. Description of Accessories -> 83UN8TI8ALLBYAYBIRUNTOlATY

1.5. Description of various Configurations/Variants -> aSunAMURANANTERASaaTlauImE
fidusue

U

1.6. Key Functional Elements -> 85u18518azdunvosaiusznaudfay

o

1.7. Novel Features -> afurganuwagianizsUwuul
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Manufacturer) visaginan(Physical Manufacturer) 33a2588nLan&15108

psunednwazanzsUwuuln (novel features) Wwusandamalulad (1gu v aw - C oy iadny
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nanotechnology, machine learning, fixed (locked) %158 continuously

learning (adaptive) algorithms)

a = a ¢ . e 4
318asLRYALATDINALNNE (Device Description)

1. Device Description and Features

/ ’
/:I

Y
]
7

"‘5‘-"\:. A % 1.1. Complete description -> adunednuaizvenaIoionnnd

\' 1.2. Principle of operation and mode of action -> 85UTERANNITINURTENALNNITYINTU
1.3. Risk class and classification rule -> 3814?1’155@15&31‘1/1?1’311&?%8@
1.4. Description of Accessories -> 83UN8TI8ALLBYAYBIRUNTOlATY
1.5. Description of various Configurations/Variants -> pSuUnEATINLANAITBLASaaTlauIE
fdurve

U

1.6. Key Functional Elements -> 85u18518azidunvodaiusznaudifay

o

1.7. Novel Features -> afurganuwagzianzsUwuul
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Intended Use

2. Intended Use

The Automatic blood pressure maonitor is intended for the measurement of blood pressure noninvasively in
a short period, typically several minutes, it is designed to be used for self-testing by a layperson in the
home.

3. Indications
The Automatic blood pressure monitor is intended for the monitoring blood pressure.
It is mainly designed for general household use.

4. Instruction for use
Refer to the Instruction Manual

5. Storage
Transport and storage temperature: -15°C - +50°C

Transport and storage relative humidity: 10 % - 70%,
Transportation and storage atmosphere pressure: 50 kPa ~ 100 kP

6. Shelf life
5 years

7. Contraindication
Not suitable for neonate, pregnancy or pre-eclampsia.

8. Warnings

- D0 NOT adjust medication based on measurement results from this blood pressure monitor. Take
medication as prescribed by your physician. Only a physician is qualified to diagnose and treat High Blood
Pressure.

- Do not plug or unplug the power cord into the electrical outlet with wet hands.
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Manufacturer) vi3afnan(Physical Manufacturer) 33a2580ntana15108
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s1eazLdsnLAsaYiianng (Device Description)

Intended Use -> szyinguszasanisidau
Indications -> sgytausly

Instructions for Use (IFU) -> Akuginasha
Storage condition -> ASAUSA®N

Shelf life -> 8180514

Contraindications -> 9a¥%1uly
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Warnings -> AR
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Indications

2. Intended Use

The Automatic blood pressure maonitor is intended for the measurement of blood pressure noninvasively in

a short period, typically several minutes, it is designed to be used for self-testing by a layperson in the
home.

3. Indications
The Automatic blood pressure monitor is intended for the monitoring blood pressure.
It is mainly designed for general household use.

4. Instruction for use
Refer to the Instruction Manual

5. Storage
Transport and storage temperature: -15°C - +50°C

Transport and storage relative humidity: 10 % - 70%,
Transportation and storage atmosphere pressure: 50 kPa ~ 100 kP

6. Shelf life
5 years

7. Contraindication
Not suitable for neonate, pregnancy or pre-eclampsia.

8. Warnings

- D0 NOT adjust medication based on measurement results from this blood pressure monitor. Take
medication as prescribed by your physician. Only a physician is qualified to diagnose and treat High Blood
Pressure.

- Do not plug or unplug the power cord into the electrical outlet with wet hands.
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Indications -> szudausly

Instructions for Use (IFU) -> Auuginnisly
Storage condition -> ASAUSA®N

Shelf life -> 8180514

Contraindications -> 9a¥%1uly
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Instructions for Use (IFU)

2. Intended Use

The Automatic blood pressure maonitor is intended for the measurement of blood pressure noninvasively in

a short period, typically several minutes, it is designed to be used for self-testing by a layperson in the
home.

3. Indications
The Automatic blood pressure monitor is intended for the monitoring blood pressure.
It is mainly designed for general household use.

4. Instruction for use
Refer to the Instruction Manual

5. Storage
Transport and storage temperature: -15°C - +50°C

Transport and storage relative humidity: 10 % - 70%,
Transportation and storage atmosphere pressure: 50 kPa ~ 100 kP

6. Shelf life
5 years

7. Contraindication
Not suitable for neonate, pregnancy or pre-eclampsia.

8. Warnings

- D0 NOT adjust medication based on measurement results from this blood pressure monitor. Take
medication as prescribed by your physician. Only a physician is qualified to diagnose and treat High Blood
Pressure.

- Do not plug or unplug the power cord into the electrical outlet with wet hands.
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Intended Use -> szyinguszasanisidau
Indications -> sgytausly

Instructions for Use (IFU) -> Anwugiinisly
Storage condition -> ASAUSA®N

Shelf life -> 8180514

Contraindications -> 9a¥%1uly
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5. Storage condition

2. Intended Use

The Automatic blood pressure maonitor is intended for the measurement of blood pressure noninvasively in

a short period, typically several minutes, it is designed to be used for self-testing by a layperson in the
home.

3. Indications
The Automatic blood pressure monitor is intended for the monitoring blood pressure.
It is mainly designed for general household use.

4. Instruction for use
Refer to the Instruction Manual

5. Storage
Transport and storage temperature: -15°C - +50°C

Transport and storage relative humidity: 10 % - 70%,
Transportation and storage atmosphere pressure: 50 kPa ~ 100 kP

6. Shelf life
5 years

7. Contraindication
Not suitable for neonate, pregnancy or pre-eclampsia.

8. Warnings

- D0 NOT adjust medication based on measurement results from this blood pressure monitor. Take
medication as prescribed by your physician. Only a physician is qualified to diagnose and treat High Blood
Pressure.

- Do not plug or unplug the power cord into the electrical outlet with wet hands.
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Intended Use -> szyinguszasanisidau
Indications -> sgytausly

Instructions for Use (IFU) -> Akuginasha
Storage condition -> ASLAUSY

Shelf life -> 8180514

Contraindications -> 9a¥%1uly
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6. Shelf life

2. Intended Use

The Automatic blood pressure maonitor is intended for the measurement of blood pressure noninvasively in

a short period, typically several minutes, it is designed to be used for self-testing by a layperson in the
home.

3. Indications
The Automatic blood pressure monitor is intended for the monitoring blood pressure.
It is mainly designed for general household use.

4. Instruction for use
Refer to the Instruction Manual

5. Storage
Transport and storage temperature: -15°C - +50°C

Transport and storage relative humidity: 10 % - 70%,
Transportation and storage atmosphere pressure: 50 kPa ~ 100 kP

6. Shelf life
5 years

7. Contraindication
Not suitable for neonate, pregnancy or pre-eclampsia.

8. Warnings

- D0 NOT adjust medication based on measurement results from this blood pressure monitor. Take
medication as prescribed by your physician. Only a physician is qualified to diagnose and treat High Blood
Pressure.

- Do not plug or unplug the power cord into the electrical outlet with wet hands.
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7. Contraindications

2. Intended Use

The Automatic blood pressure maonitor is intended for the measurement of blood pressure noninvasively in

a short period, typically several minutes, it is designed to be used for self-testing by a layperson in the
home.

3. Indications
The Automatic blood pressure monitor is intended for the monitoring blood pressure.
It is mainly designed for general household use.

4. Instruction for use
Refer to the Instruction Manual

5. Storage
Transport and storage temperature: -15°C - +50°C

Transport and storage relative humidity: 10 % - 70%,
Transportation and storage atmosphere pressure: 50 kPa ~ 100 kP

6. Shelf life
5 years

7. Contraindication
Not suitable for neonate, pregnancy or pre-eclampsia.

8. Warnings

- D0 NOT adjust medication based on measurement results from this blood pressure monitor. Take
medication as prescribed by your physician. Only a physician is qualified to diagnose and treat High Blood
Pressure.

- Do not plug or unplug the power cord into the electrical outlet with wet hands.
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Indications -> sgytausly

Instructions for Use (IFU) -> Akuginasha
Storage condition -> ASAUSA®N
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Contraindications -> 9a¥1uly
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8. Warnings

2. Intended Use

The Automatic blood pressure maonitor is intended for the measurement of blood pressure noninvasively in

a short period, typically several minutes, it is designed to be used for self-testing by a layperson in the
home.

3. Indications
The Automatic blood pressure monitor is intended for the monitoring blood pressure.
It is mainly designed for general household use.

4. Instruction for use
Refer to the Instruction Manual

5. Storage
Transport and storage temperature: -15°C - +50°C

Transport and storage relative humidity: 10 % - 70%,
Transportation and storage atmosphere pressure: 50 kPa ~ 100 kP

6. Shelf life
5 years

7. Contraindication
Not suitable for neonate, pregnancy or pre-eclampsia.

8. Warnings

- D0 NOT adjust medication based on measurement results from this blood pressure monitor. Take
medication as prescribed by your physician. Only a physician is qualified to diagnose and treat High Blood
Pressure.

- Do not plug or unplug the power cord into the electrical outlet with wet hands.
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Instructions for Use (IFU) -> Akuginasha
Storage condition -> ASAUSA®N
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Contraindications -> 9a¥%1uly
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9. Precautions
- This device is intended for use in measuring blood pressure and pulse rate in the adult population.
- Do not submerge the device or any of the components in water.

- Do not subject the monitor to extreme hot or cold temperatures, humidity or direct sunlight. ‘J’]ﬂazlﬁﬂﬂ Lﬂ%a\‘iﬁa LL‘W‘VIEj (Device Description)

10. Potential adverse events 9. Precautions -> ¥ytamI53 i
Internal bleeding caused by over-inflation.

10. Potential Adverse Effects -> syynagulidiislszasaainnsly
11. Alternative therapy . o o - -
Sphygmomanometer Aneroid. 11. Alternative Therapy -> 58YN133NYINIYNLEDNDU
12. Materials ->
- msauaningRunanfldlunsuas (raw material) AlglunsuEs
- Certificate of Analysis (COA) 984 raw materials Nlglun1suan
ResUsEnaumeloya Al
1. supplier’s name, address and telephone number

2. material reference
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9. Precautions

- This device is intended for use in measuring blood pressure and pulse rate in the adult population.

- Do not submerge the device or any of the components in water. - o ¢

- Do not subject the monitor to extreme hot or cold temperatures, humidity or direct sunlight. 5189asLa8nLA529UaLLINNE (Device Description)

. v [
10. Potential adverse events 9. Precautions -> 38YU9AIIILN
Internal bleeding caused by over-inflation.

10. Potential Adverse Effects -> syunaguliliisUszasdarnnisly

11. Alternative therapy . o o A o
Sphygmomanometer Aneroid. 11. Alternative Therapy -> 58YN133NYINIYNLEDNDU

12. Materials ->
- nauansingAundnildluniandn (raw material) ldlun1snan
- Certificate of Analysis (COA) 984 raw materials Pldlunisudn
fiossznousedoya duiolud
1. supplier’s name, address and telephone number

2. material reference
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9. Precautions

- This device is intended for use in measuring blood pressure and pulse rate in the adult population.

- Do not submerge the device or any of the components in water. - o ¢

- Do not subject the monitor to extreme hot or cold temperatures, humidity or direct sunlight. 5189asLa8nLA529UaLLINNE (Device Description)

. v [
10. Potential adverse events 9. Precautions -> 38YU9AIIILN
Internal bleeding caused by over-inflation.

10. Potential Adverse Effects -> syynagulidiislszasaainnsly
11. Alternative therapy . o o - -
Sphygmomanometer Aneroid. 11. Alternative Therapy -> YNITNYINIENINaRNDU
12. Materials ->

- msauaningRunanfldlunsuas (raw material) AlglunsuEs

- Certificate of Analysis (COA) 984 raw materials Pldlunisudn
ResUsEnaumeloya Al
1. supplier’s name, address and telephone number

2. material reference
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12. Materials

12. Materials
No. Product Description Main Material
Housing ABS (Acrylonitrile Butadiene Styrene)
Cuff PU (Palyurethane) and PE (Polyethylene)

Assembly Drawing:

Circuit Diagram:

I Ko Part rambar

3 5 ™ 1 L
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9. Precautions -> 58UtamI53 3
10. Potential Adverse Effects -> syynagulidiislszasaainnsly
11. Alternative Therapy -> wqﬂﬁ%’ﬂmé’wmuﬁaﬂﬁu
12. Materials ->
- nauansingAundnildluniandn (raw material) ldlun1snan
- Certificate of Analysis (COA) 984 raw materials Pldlunisudn
fiossznousedoya duiolud
1. supplier’s name, address and telephone number
2. material reference
- Circuit Diagram
- Software Bill of Materials (SBOM)

- Assembly Drawing
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Software Bill of Materials (SBOM) A8318n157uanEILUTENOUYBY Software Tranun Tneitiu semdiuag
Towmuwesa wisrenduisanneuendlalunsiaunlusunsy Weldlumsinsanaudssiionainain
goflursninan sadadiuanulusdalunszurunisimun
Software Bill of Materials (SBOM) a1ausznaulumie
- Fouazrestuvasvaniuas: Jevedlauss, 18n, wieuinnaiildeu wazestuild

y

- Yoyaluayyn: Ussnviluaugniinsauagueeninls 1w MIT, Apache 2.0
Uayavadlningin: sremsdedinindeglurenduisusazdiy

]
[

e

VWUMIRRINIMUNY: Vayalieniugaseweniuls

* ngandwslilausilowmnugosau OpenSSL %ise React)S s1en1siifinzgnaiuagluy SBOM
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13. Product specifications

Test

Method

Acceptance

criteria

Blood pressure

measurement range

IEC 80601-2-30

Pass, (0~280)mmHg

Storage

environment

IEC 60601-1-11

Pass, (temperature -
20°C~+55°C Relative
humidity=93%RH
Atmospheric pressure
range50KPa~ 106KPa)
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13. Product specifications ->83u1sssazidundavunifeiiu Product specification @<l
foyaiiorfudnunzrewanine 0198n55yRIgIU wagTmmnaouveusazdemun
Tnaiduderimuaamziinfugadnvazmshauasassausmanaiavoaiasiiownms
Javinlusnsuansdoya product specifications voendnsinivsedoyares drulsznay
Tnsazdosiiifonnasil

1. Wdan1snagau

2. Inusin1snAsay (1AsgIunuiidnedislu EP uag DOC)

14. Other Descriptive information -> %’aaﬂaiwazlﬁ‘&mﬁu 9 e.g sterility, stability, storage
and transport, and packaging

* Software Requirements Specification (SRS)

® System and Software Architecture Design



51982198ALA59HBUNNE (Device Description)

ﬂﬁa‘im'%"aqﬁau;wwéﬁﬂizﬁ’ﬁmsﬁumLﬁﬂuiunejuﬂiztmﬂ Big 5 (America, European Union,
Canada, Japan, Australia) snansauuutenansildnseydAninusemanananald Tnglisndusoes
Joviienanslyminn aflouuimsnsdnmisaenansdmiuedesilownmdnlailtinieasliounnddmsy
N13IUIRYAIPUDNTNNY

o lnaning13Usy %38 Bookmark (35n1539m111 Bookmark: Aani1il) Livedudisiagiiveniely
LBNETS UNLDNAISNLTUUULNYDlUASUNNUUSZAIANTENSIAINUA AEHDIFAVIUNULFL

CSDT STED
Sect. | Heading |
3.0 Executive Summary 6.0- Device Description and
41 Essential Principles 6.3 Product Specification

70  Labeling

8.0- Design and Manufacturing
83 Information (design stages)

9.0 Essential Principles

4.2  Device Description

43 Design Verification and
Validation

44 Risk Management

45  Labeling 10.0 gisk Analysis and Control
: . ummary
46 Manufacturer's Information Ti0= ‘Prodact Vertication:and
11.8  \Validation

13.0  Declaration of
Conformity


../standardmed/Bookmark.pdf

%4

= I = = a o & ..
5'18ﬂ'13[>§]ﬂﬂ']51?ﬁ/|‘c’J‘IJ‘U‘L!‘I/IgL‘UEJuNaﬂﬂﬂJ% N1UIZUU E-Submission

_ *** CSDT : Common Submission Dossier Template
FULL CSDT

A nLATslauNyY (Device Labelling)
LONANSANULASDILBLLNNE

a ) A A ¢ .
unasuingnnuinIasilannmg (Executive Summary)

= A & ¢ . ..
188LLYALATRINBLNNY (Device Description)
Essential Principle
Summary Verification & validation

@ A . .

N159AN1TANLELY (Risk analysis)
LONATSLAAITDLALNAIVDIADIUTNAALAT DI BLNNE
LLasﬁfJ’ayJamsmamLﬂ%aﬁauwmsj
LONANSLARIITNITYINA1Y NSYNARUENIN UIDNISVIA
YRUFMAATUNIYUSINT Y (O15)

MINEDTUTBITEUUAMAINAITHER ISO/GMP
vilidesuseringUszasinsly veudld n1sussy milvdesuses
AAMNLAZITNITITNY VBENANVTOLIIVD NGNS
Declaration of conformity
viladeTusoantUseiAn1smung AU, VBENEN1Te
LANVBIHARN DN
ME05UTBMANIANNUADANVBIENANVITOLIIVDINGRS D]
ménguNseyIRNhs ULzt Tugua
aun TusaUseimai oe 5usos

Letter of authorization



%4

= I = = a o & ..
5'18ﬂ'13[>§]ﬂﬂ']51?ﬁ/|‘c’J‘IJ‘U‘L!‘I/IgL‘UEJuNaﬂﬂﬂJ% N1UIZUU E-Submission

_ *** CSDT : Common Submission Dossier Template
FULL CSDT

A nLATslauNyY (Device Labelling)
LONANSANULASDILBLLNNE

a ) A A ¢ .
unasuingnnuinIasilannmg (Executive Summary)

= A & ¢ . ..
188LLYALATRINBLNNY (Device Description)
Essential Principle
Summary Verification & validation

@ A . .

N159AN1TANLELY (Risk analysis)
LONATSLAAITDLALNAIVDIADIUTNAALAT DI BLNNE
LLasﬁfJ’ayJamsmamLﬂ%aﬁauwmsj
LONANSLARIITNITYINA1Y NSYNARUENIN UIDNISVIA
YRUFMAATUNIYUSINT Y (O15)

MINEDTUTBITEUUAMAINAITHER ISO/GMP
vilidesuseringUszasinsly veudld n1sussy milvdesuses
AAMNLAZITNITITNY VBENANVTOLIIVD NGNS
Declaration of conformity
viladeTusoantUseiAn1smung AU, VBENEN1Te
LANVBIHARN DN
ME05UTBMANIANNUADANVBIENANVITOLIIVDINGRS D]
ménguNseyIRNhs ULzt Tugua
aun TusaUseimai oe 5usos

Letter of authorization



Essential Principle

A29874: 1BNA1S Essential Principle
Company LOGO Rev. XX (DATE XX.XX.XX)

N159ALM38ULBNENS Essential Principle

Essential principles of Safety and

Performance of Medical Devices and Method - o Applicable to the medical device?

Used to demonstrate conformity AsalLlAanaaUI “la” ¥y “YES” n3e “A”
Prepared by Reviewed by |  Approved by nstidennaudn “lily” sey “NO” v3a “N/A” wiouaduie
Signature Signature Signature
Name, Position Name, Position Name, Position m‘i‘“a

Product Name: xxx

- %83 Method of Conformity s¥UaATgIUNTeY version

Manufacturer:xxx

; T VBAINTFIU
P Applicable to the Method of Identity of Specific

e ¥ dovkce? Conformity Dotamats “
General Requirements o -
1. Medical devices shall be designed and mamufactured in such a way that, when used under the conditions and YES 150 14971:2012 | RISK MANAGEMNET - YN Identlty of Speciﬁc Documents IﬁigU%aLa N9
for the purposes intendad and, where applicable, by virtue of the technical kmowledge, experience, education or FILE NO. XXXXX 9
training of intended users, they will not compromize the clinical condition or the safety of patients, or the safety [ A [ I
s helth o wers o, where splicabl,othr persos,providd that any sk which my be asociated with the ) _ MANFIUN LTI UNTHEAIANUADAAR DS AUAIYNUELAY
use of the medical device for its intended purpose constitute acceptable risks when weighed against the intended 150 13485:2016 IS0 13455 9
benefits to the patient and are compatible with a high level of protection of health and safety. CETIFICATE NO. '

o N7 YU IEC 60601-1 test report no. Xxxxxxx




A29874: 1BNA1S Essential Principle

Essential Principle

Essential principles
Product Name: The ABC Automatic Blood Pressure Monitor Model A-001
Essential Principle Applicable Method of Identity of Specific
o the Conformity Documents
device?
General Requirements YES 150 13485:2016 Certificates Mo
1. Medical devices shall be designed and IEC 60601-1 12012 [k 1V
manufactured in such a way that, when used under IEC60601-1-2 12014 | Test report no. oo
the conditions and for the purposes intended and, ENISD
where applicable, by virtue of the technical 14971: 2012150
knowledge, experience, education or training of 14971:2007
intended users, they will not compromise the clinical IEC 80601-2-30 -2018
condition or the safety of patients, or the safety and
health of users or, where applicable, other persons,
provided that any risks which may be associated with
the use of the medical device for its intended purpose
constitute acceptable risks when weighed against the
intended benefits to the patient and are compatible
with a high level of protection of health and safety.
1. The solutions adopted by the product owner for the YES 150 13485:2016 Certificates Mo.
design and manufacture of the medical devices shall IEC 50601-1 : 20012 Q1Mo

conform to safety principles, taking account of the
generally acknowledged state of the art. In selecting
an appropriate solution for the design and
manufacture of a medical device so as to minimise
any risks assoclated with the use of the medical
device, the product owner shall apply the following
principles:

O Identify any hazard and assoclated risk arising from
the use of the medical device for its intended
purpese, and any foreseeable misuse of the medical
device,

O eliminate or reduce risks as far as reasonably
practicable through inherently safe design and
manufacture,

O if appropriate, ensure that adequate protective
measures are taken, including alarms if necessary, in
relation to any risk that cannot be eliminated, and

O inform users of any residual risks. safe design and
manufacture,

O If appropriate, ensure that adequate protective
measures are taken, including alarms if necessary, in
relation to any risk that cannot be eliminated, and

O inform users of any residual risks

IEC &0601-1-2 :2014
EN 150

14971: 2012150
14971:2007

IEC 80601-2-30 :2018

Test report no. oo

TngaunsaAneIn159avin Essential principle a7 aan?id (M 34-48)
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