Digitally signed by Granaci Boris
Da%e: 2022.12.09 09:30:41 EET
Reason: MoldSign Signature
Location: Moldova

-
=
)
e
>
{ o
[S§]
o
*®
o
o
<<
©
v
—
cc
i
)
L 2

ZERTIFIKAT 0 CERTIFICATE

¢ CEPTUOUKAT

**** S, Henannt durch/Designated by

* » Zfenknln:elle d?r Lander &

& firGesundheitsschutz &

% ER@ 5 oo s
* e *‘k Medizinprodukten

* ek ZLG-BS-244.10.08

EC Certificate

Full Quality Assurance System

e 2]

Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)

(Devices in Class lla, Ilb or Ili)
No. G1 087056 0005 Rev. 02

Manufacturer: Shanghai Berry

Electronic Tech Co., Ltd.

Unit 104, 1st Floor, 7th Building
No. 1188 Lianhang Road
Minhang District

201112 Shanghai
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Valid until: 2024-05-15
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Document Control Center - WO66-G609
Silver Spring, MD 20993-0002

April 13,2015

Shanghai Berry Electronic Tech Co., Ltd

% Mr. Ray Wang

Official Correspondent

Beijing Believe Tech. Service Co., Ltd.

1-202, Build 3, Beijing New World, No.5 Chaoyang Road
Chaoyang District, Beijing, 100024

CHINA

Re:  K142687
Trade/Device Name: Pulse Oximeter (BM1000A/ BM2000A)
Regulation Number: 21 CFR 870.2700
Regulation Name: Oximeter
Regulatory Class: Class II
Product Code: DQA
Dated: March 5, 2015
Received: March 12, 2015

Dear Mr. Wang,

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.
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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 801); medical device reporting (reporting of medical device-
related adverse events) (21 CFR 803); good manufacturing practice requirements as set forth in
the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic product
radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Industry and Consumer Education at its toll-free number (800) 638-2041
or (301) 796-7100 or at its Internet address

http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to

http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-7100 or at its Internet address

http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm.

Sincerely yours,

Tejashri Purohit-Sheth, M.D.
TepshriPurchit-Sheth, M .D. Clinical Deputy Director

DAGRID/ODE/CDRH  FOR

Erin I. Keith, M.S.

Director

Division of Anesthesiology, General Hospital,
Respiratory, Infection Control and Dental Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure



Premarket Notification 510(k) Submission  Exhibit #2 Indications for Use

Exhibit #2 Indications for Use

510(k) Number: K 142687
Device Name: Pulse Oximeter (BM1000A/ BM2000A)

Indications for Use:

The pulse oximeter (BM1000A & BM2000A) is designed for spot checking of the pulse oxygen
saturation and pulse rate for adult in clinic environment. This medical device can be reused. Not for

continuously monitoring.

XIPRESCRIPTION USE [JOVER-THE-COUNTER USE
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of 1
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QDL Bluetooth® qualified design listing
The Bluetooth SIG Hereby Recognizes

Shanghai berry electronic tech co..itd

Wember Comparmy

Medical device

Crualifisd Design Name

Declaration ID° DOBGEEY

CQualified Design 1D; 100543

Specification Name: 4.2

Project Type.  End Product

Mool MumBSE  EhaR000E, B 1000, 5 10000, BhE 1 DOOE B 000G, FMHO00, BRUR0EA, PRIG 100 PGTS0 ARG 100
Listing Date 30 Augued HT Assassment Data: 29 Anigued AT

Hardware Version Number: BAM2000B_V1.1 Software Version Numbear:  BAM20008_ V1. 1_v1.00

This gaetificute schincwiodoe the Blesinoth” SpeciFications doclsod by 1he mamber arg achioeed in sgccedanca with
tha Blustooth Guakfication Process s soacified withan the ESusiooth Soeciticationa snd ms reguired withia the comrent FRO
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CERTIFICATE

of Conformity
2011/65/EU Restriction of Hazardous Substance

Reference No.: LCS1501301261R

When tested as specified, the submitted sample complies with the requirements of Commission
Decision of 21 July 2011 amending Directive 2011/65/EU,

Applicant : Shanghai Berry Electronic Tech Co., Ltd.

Address :  Unit C, 1stFloor, TthBuilding, No.1188 Lianhang Road, Minhang
District, Shanghai, China

Trade Mark : Berry
Product 1 Pulse Oximeter
Model(s) : BM1000A, BM2000A, BM2000B, BEM1000B,

BM1000C, BM1000D, BM1000E, BM2000G

The test report is issued by the Company subjecl to its General Conditions of Service printed
overleaf. Attention is drawn to the limitations of liability, indemnification and jurisdictional issues
defined therein. The results shown in this test report refer only to the sample(s) tested unless
otherwise stated. This Test Report cannot be reproduced, except in full, without prior written
permission of the Company.

Other relevant directives have to be observed.

RoHS
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Shenzhen LCS Compliance Testing Laboratory Ltd,

1/F., Xingyuan Industrial Park, Tongda Road, Bao'an Avenue, Bac'an District,
Shenzhen, Guangdong, China

Tel: (86)755-82591330 Fax: (86)755-82591332
Http:/hwww.LCS-cert.com Email: webmaster@les -cert.com




GRANT OF EQUIPMENT C
TC B AUTHORIZATION T B
Certification
Issued Under the Authority of the

Federal Communications Commission
By:

PHOENIX TESTLAE GmbH
Koenigswinkel 10

32825 Blomberg,

Germany

Shanghai Berry Electronic Tech CO., Ltd
Suit C, 1st Floor, Tth Building,
MNO.1188 Lianhang Road; Minhang District,

Shanghai, 201112
China

Date of Grant: 01/14/2014

Application Dated: 01/14/2014

Attention: Jon Yin , Manager

NOT TRANSFERABLE

EQUIPMENT AUTHORIZATION is hereby issued to the named GRANTEE,
and is VALID ONLY for the eguipment identified hereon for use under the
Commission's Rules and Regulations listed below.

Fcc IDENTIFIER:  ZAARYBNZ000A
Name of Grantee: Shanghai Berry Eleetronic Tech CO,
Lid

Equipment Class: Part 15 Spread Spectrum Transmitter

Notes: Pulse Oximeter
Frequency Output Frequency Emission
Grant Notes FCC Rule Parts Range (MHZ) Watts Tolerance Designator
cc 15¢C 2402.0 - 2480.0  0.0009

Output Power listed is peak conducted.

CC:  This device is certified pursuant to two different Part 15 rules sections.
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Deutsche
Akkreditierungsstelle
D-2M-11321-01-00

A iE iE B
iE$%. Q5 087056 0006 Rev. 01

ERRFEE . xnmuag%/\
PEAR, 1188874 121048 5T 201112

&gt L Em’
LE NS ﬁwmx 25118887 121044 7T 201112

Praduct Service
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NERRAE - EN ISO 13485:2016
E7ah - RREREL - BT AM0ER

(ISO 13485:2016)
DIN EN ISO 13485:2016
KTEHLTOV SUDF=&: A5 A IRATHER kAT BLBIRIFEIT T iR A SR B R R IR,
HerE SH2081001
-3¢ 8 2020-06-29
304 2023-05-15
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Christoph Dicks
REEM,  202006-20 s

Head of Certification/Notified Body

AN E 0
TOV SUD Product Service GmbH « Certification Body - Ridlerstralie 65 - 80339 Munich » Germany
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Manufacturer: Shanghai Berry :& i
Electronic Tech Co., Ltd. R
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