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Shenzhen Zhengkang Technology Co., Ltd.

Website :www.sz-zk.com (Chinese)
www.jziki.com (English)

Address: Lane 1, Fuxing Street, Hehua Community, Pinghu

Street, Longgang District, Shenzhen Building 2, 3,

Building A, after the 3rd
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Corporate Profile

SHENZHEN ZHENGKANG TECHNOLOGY CO.,LTD

ShenZhen ZhengKang Technology Co.,Ltd
was founded in 2013. We are a professionally
managed company. We have 150 employees
and an area of 2000 square meters factory in
shenzhen city, guangdong province.

Our company does research and development,
manufacture and sales of medical devices,
health technology products and technology
innovation product serials: blood pressure
monitors, fingertip pulse oximeter, infrared
forehead thermometer, nebulizer and other
medical instruments. We focused in
manufacturing of high quality medical devices
and home-care equipment with CE, FDA, RoHS,
1SO13485 certification.

With strong Research & Development
capabilities, manufacturing and talented
personnel, our products have been distributed
to over 80 countries and regions. More than 7
years OEM experience for Global-market
improve our own production and design capacity
greatly. Currently, our products are exported to
Europe, North America, South America, Africa,
Asia and the Middle East district etc. We strive to
become aleading and professional supplier of

medical products.

As a main supplier of health care products in
China, JZIKI has built a loyal reputation on
quality, innovation, and service to its customers
all over the world. If you are interested in any of
our product, please feel free to contact us.
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Development Path

Shenzhen Zhengkang Technology Co., Ltd. was established

Medical device manufacturer license

Jziki trademark registration certificate

The oximeter and sphygmomanometer won the CE certificate

Won the ISO 9001:2008 certificate

Wrist and arm sphygmomanometer medical registration certificate

Won the ISO 13485: 2003 certificate

The clinical thermometer series began mass production

Atomizer series started mass production

Hearing aid series began mass production

Tooth cleaner production started

R & D of neck massager

Development and production of fetal doppler

CE 0197 and 510K certificated
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Certifications

ealth & Human Services

U.S. FOOD & DRUG

ADMINISTRATION

Follow FDA | En Espaiol

I, ccii

Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco P

510(k) Premarket Notification -

© FDAHome @ Medical Devices @ Databases

510f) | DeNovo | Registrstion & Listing | Adverse Events | Recalls | PMA | HDE | Classificstion | Standsrds

CFR Title 21 | Radiation-Emitting Products | X-Ray Assembler | Medsun Reports | CLIA | TPLC

New Search

Back To Search Results

Device Classification Name System, Measurement, Blood-Pressure, Non-lnvasive
510(K) Number K191294
Device Name Upper Arm Blood Pressure Monitor

Applicant ShenZhen ZhengKang Technology Co., Lid,
3IF, Building A, Mo. 2 FuXing Yi Lane, HeHua Community,
PingHu Street
Shenzhen City, CN 518100

Applicant Contact Huayong Yang

Correspondent Feiying Drug & Medical Consulting Technical Semvice Group
B-3F 3005, Bldg 1, Southward Ruifeng Business Center, No 22
Guimiao Rd
8henzhen City, CN 518100

Correspondent Contact Becky Chen

Regulation Number 870.1130

Classification Product Code DXM

Date Received 07/15/2019

Decision Date 02i21/2020

Decision Substantially Equivalent (SESE)

Regulation Medical Specialty Cardiovascular

510k Review Panel Cardiovascular

Type Traditional

Reviewed By Third Party Mo

Combination Product No

FDA 510k
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Medical CE ISO 13485

Certification
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Arm Blood Pressure Monitor

FDA

Feature:

* 99 sets of memory for two people
* Date & Time setting

* Delete function

*mmHg / kPa switchable

* Screen size: 5.8*6.9cm

* Acrylicinterface material

Management
System

= | R
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Voice broadcast Voltage Power 99 Sets of Display Time  Color Liquid Crystal
(optional) Automatc Pressuring Detection Storage(2 people) Heart R Testing and Date Display(optional)

C€ 0197

Feature:

*99 sets of memory for two people
* Cuff size: 22-32 cm

* Date & Time setting

* Delete function

*mmHg / kPa switchable

* Screen size: 3.5*4.4cm

C E 0197

ZK-B868

ZK-B869

Arm Blood Pressure Monitor

FDA

Feature:

* 99 sets of memory for two people
* Date & Time setting

* Delete function

*mmHg / kPa switchable

* Screen size: 5.5* 7.6 cm

Management
System
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Voice broadcast Voltage Power 99 Sets of D\su\ay Time  Color Liquid Crystal
(optional) Automatic Pressuring Detection Storage(2 people) d Date Display(optional)

C€ 0197

Heart Rate Testing

Feature:

*99 sets of memory for two people
* Date & Time setting

* Delete function

*mmHg / kPa switchable

*Screen size: 5.8* 5.7 cm

C E 0197

ZK-B872

ZK-B876




ﬁ) As Arm Blood Pressure Monitor

Feature:

* 99 sets of memory for two people
* Cuff size: 22-32 cm

* Date & Time setting

* Delete function

*mmHg / kPa switchable

* Screen size: 5.0* 7.0 cm

* With VOICE

oMo N=N- N N

Voice broadcast Voltage Power 99 Sets of Display Time ~ Color Liquid Crystal

ftomatic Pr
(optional) Automaic. Pressuring Detection Storage(2 people) and Date Display(optional)

Heart Rate Testing

Feature:

* Bluetooth connectivity
* 3.7V built-in lithium power
*99 sets of memory for two people
* Date & Time setting
* Delete function
*mmHg / kPa switchable
* Switch for user 1& 2
* Auto average measuring results
per 3 times

oMo N=N NN U

Voice broadcast Adomatic Pressuring Voltage Power 99 Sets. Display Time

(optional) Detection  Storage(2 people) Heat Rele Testing and Date

C € 0197

ZK-B877

ZK-B876L

Arm Blood Pressure Monitor c E 0197

ZK-B878L

Feature:

* Bluetooth connectivity
* 3.7V built-in lithium power
*99 sets of memory for two people
* Date & Time setting
* Delete function
*mmHg / kPa switchable
* Switch for user 1& 2
* Auto average measuring results
per 3 times
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Voice broadcast Voltage Power 99 Sefs of Display Time
(opional)  AUOAC PESSUING " ngion Storage2 peoplyy e e Testing and Date
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Pulse Oximeter C € 0197

JZK-301 JZK-303

Feature:

* Test the hemoglobin saturation
&the pulse rate

*4 directions adjustable

* Alarm setting

* Low battery indicator

* Auto switch off
* Infrared measurement method

000 O

Automatic Voltage Power Accurale

shutdown Detection Heat Rate Testing measurement

JZK-305 JZK-307

Pulse Oximeter

JZK-302

Feature:

* Test the hemoglobin saturation
&the pulse rate

* Low battery indicator

* Auto switch off
* Infrared measurement method

0000

Automatic Voltage Power Accurate
shutdown Detection Heart Rate Testing measurement

JZK-306

C E 0197

JZK-306

JZK-308



Wrist Blood Pressure Monitor C € 0197 Wrist Blood Pressure Monitor C E 0197

1 O [

ZK-W861 ZK-W862 ZK-W865 ZK-W869

Feature: Feature:

* 90 sets of memory for two people *90 sets of memory for two people
* Date & Time setting * Date & Time setting

* Delete memory function * Delete memory function
*mmHg / kPa switchable *mmHg / kPa switchable

* Oscillometric measuring method * Oscillometric measuring method

* Automatic inflation and deflation * Automatic inflation and deflation

006000 00000

Heart Rate Testing Automatic Pressuring  Voice broadcast 99 Sets of Voltage Power Display Time Heart Rate Testing  Automatic Pressuring  Voice broadcast 99 Sefs of Voltage Power Display Time
(optional) Storage(2. people) Detection and Date (optional) Storage(2 people) Detection and Date

ZK-W863 ZK-W866 ZK-W867L ZK-W868L




JZK-601

JZK-606

JZK-610

Non Contact Infrared Thermometer C € 0197

Feature:

* Dual mode: body & object

* 3 colors backlight

* 32 sets memory for dual modes
* Alarm function

*°C / °F switchable

* Test distance: 1-5 CM

* Infrared measurement method

> 0 0 0
JZK-602

One Sewnd Temperatuve Human Body Three: coluurBackI\ghl 32 Sets
Object Measuring FeverAlam

Feature:

*lithium battery
* Automatic power off: 60+5 seconds
* Measuring range: 34~42.9°C,
or 94~109°F
*Voltage: 3.7V
* Best distance: 1-4 CM
* Power consumption: 3mW
* Accuracy: +0.1 degree

Feature:

* Dual mode: body (Forehead temperature
/Ear temperature )& object

* 3 colors backlight

* 32 sets memory for dual modes

* Alarm function

*°C / °F switchable

* Test distance: 1-5CM

* Infrared measurement method

||=_|-) As Non Contact Infrared Thermometer

Feature:
*.Abnormal automatic alarm: flashing +"Di Di" sound
*. Automatic measurement: measuring distance 1cm ~ 5cm
*.Screen: Digital display
* Install method: nail hook, double -sided
adhesive sticking, bracket fixing
.Environment temperature: 10°C~40 °C
(Recommended 15°C~35°C)
.Response time: 1s
. Power supply: DC 5V/1A(USB)
. Weight: 203g
.Dimensions: 108*128*156mm
.Memory capacity:200 groups

® 00 @

One Second Automatic induction Sound and 200 Sets
light alarm of Memory

Measuring

Feature:

*.Abnormal automatic alarm: flashing +"Di Di" sound
*. Automatic measurement: measuring distance 30cm
*.Screen: Digital display
* Install method: nail hook, double -sided
adhesive sticking, bracket fixing
*. Environment temperature: 10°C~40 °C
(Recommended 15°C~35°C)
.Response time: 2s
. Power supply: DC 5V/1A(USB)
. Weight: 260g
.Dimensions: 108*61*156mm
.Memory capacity:200 groups

@ 0 00

One Second Automatic induction Sound and 200 Sets
lightalarm of Memory

Measuring

C E 0197

JZK-611

JZK-612




Portable Medical Copressor Nebulizer C €
FDA P 0197

I-rL)A Mesh Nebulizer c E 0197
| w-708

Feature: =, wiliuo | zK-Q
*It can quickly eliminate the dryness | { -~ T |

* Mini size, easy to carry
. .
of the skin and make * Mute design

-
the skin full of elasticit d | = * One button operation
€ sKIn Tull or elastiCity and su eness. T .
y PP - * Alow power indication
*Cold office or sultry car, water supply. - - L
. . _— -
*Use when your skin is = -
irritated or sunburned. | - = o
| -
-
1l SE - W
e Low noise Small atomizing  Easily absorbed by
. particles the affected part
Low noise Small atomizing  Easily absorbed by
particles the affected part

Glucose Meter Uitrasonud Doppler fetal Heart Rate Monitor

ST | zcid

\

Feature:
Feature:

Find the position of the fetal heart to

99 sets of storage make the fetal sound clearer

Take care of your baby's health
Voltage power detection conveniently, safely and quickly
Listen to your baby's heartbeat with
Heart rate testing your family

@ O @

intelligent 99 sets of ) More secure High sensitivity  No radiation Low power prompt M‘J
! Heart Rate Testing
pressurize storage




Tooth Cleaner

Lzt

Feature:

*Food grade alloy material cleaning teeth
cleaning effect is obvious

*Four gears adjustable, suitable for different needs

*High frequency vibration, effective
removal of dental calculi, etc.

*LED high-light indication, teeth cleaning
more convenient and fast

*|PX6 waterproof

+ i
Fresh breath @ Remove tooth stains @ Avoid the production of calculus

New

Eye Protect Instrument

=

-

Neck Massager

C € 0197

Hearing Aids Instrument

C€ o197

Other Languages ltem
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Esfigmomandmetro elétrico no brago

*Electronic Blood Pressure Monitor
ax-as0sPA

Chip inteligente de micreordenador
Esfigmomanémet ro

electrénico de mufeca
ZK-W8B3XC
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Esfigmomandmetro elétrico sm Pulso Epenere® e
Eloctronic Blood PressureMonitor . A
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