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Note:

of the

i

Registration No. 04724Q10239R2M
CERTIFICATE
OF QUALITY MANAGEMENT SYSTEM

This is to certify that:
Beijing Chioy Medical Technology Co., Ltd.

Registered address: Room  C002,Levl 3  No.25Jinghai® ecr Road Beijing
Economic-Technological Development Zone, Daxing District Beijing China
Manufacturing  address; Room CO002,Levl 3 No.25Jinghai’ er Road Beijing
Economic-Technological Development Zone, Daxing District Beijing China

Operates a Quality Management System which complies with the requirements of:
GB/T 19001-2016 idt ISO 9001:2015

For the following scope:

Design development, production, and service of Doppler, Peripheral Vascular Monitor,
Arteriosclerosis, Ultrasonic Bone Density Ay ek, Transcranial Doppler Analyzer,
Automatic Electronic Sphygmomanometg

I$UcsAp ;
April 26,2029 #/

SO

W'"ﬁi 1 050 g

MANAGEMENT SYSTEM
CNAS C047-M

‘This certificate will not be valid until the has been approved in the anaual sudit. The is wyniluble on the websitc

of the People's Republic of China (hetp://www.cncagov.cn) or the website of CMD (http:/www.cmde.com.cn). Aduress: &™ Noar
Vi strect, Dongeheng district, Beijin PR Chinn Tcdephane: G1U-6235199.
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49

~g PRJ


00000000000000000000000056fc0eda


s

Registration No. 04724Q10000239
CERTIFICATE OF QUALITY MANAGEMENT
SYSTEM FOR MEDICAL DEVICES

This is to certify that:
Beijing Chioy Medical Technology Co., Ltd.

Registered address: Room C002,Levli 3 No.25,Jinghai’ er Road Beijing
Economic-Technological Development Zone, Daxing District Beijing China
Manufacturing  address: Room C002,Levl 3 No.25Jinghai’ er Road Beijing
Economic-Technological Development Zone, Daxing District Beijing China

Operates a Quality Management System which complies with the requirements of:
GB/T 42061-2022 idt ISO 13485:2016

For the following scope:

Design development, production, and service of Doppler, Periplleral Vascular Monitor,
Arteriosclerosis, Ultrasonic Bone Densny Aars Tz ¢
Automatic Electronic Sphygmomanometg

valid until tk ization has been uppraved in the anaual surveillance audit. The certificate information is avallable on the website
of the Peuple’s Republic of China (hitpziwww.cnca,gov.ca) or the website of CMD (bttp://www.cmdc. com.ca). Address: 5 floor

of i and
of Zhoug Lisn uudl-. No.jia88, An Ding Men Wai street, Dongcheng distrier, muul.lm:gu PR. China Telephone: 010-62351993
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Certificate CN12/30232

The management system of

Guangzhou Ajax Medical Equipment
Co., Ltd.

Building No. 2, Dagang Industrial Zone, Shilou Town, Panyu District, Guangzhou City,
Guangdong Province, 511447, P.R. China

has been assessed and certified as meeting the requirements of

ISO 13485:2016
EN 1SO 13485:2016

For the following activities
Design and Manufacture of Dental Units

L g
This certificate is valid from 04 February 2024 untll 03 Febﬁgary,zoﬂ and remains valid subject
Issue 6. Certfied since 03 February 2012 %

satisfactory surveillance audits.

oot u. kLl

Authorised by
Jonathan Hall
Global Head - Certification Services

SGS United Kingdom Ltd
Rossmore Business Park, Ellesmere Por, Cheshire, CHE5 3EN, UK
t-+44 (0)151 350-6666 - www.sgs.com

(7]
°, UKAS
PSR
¢ \
SGS s
Thi is an authentc elecronic certificate for Client’ business purposes use only. Printed version of the electronic certificate are permitied and will be considered as & copy

This document is issued by the Company subject b SGS General Conditions of certification services available on Terms and Conditions | SGS Atienton is drawn b0 the imitation of
liabifty, indemnificaton and jurisdictional clauses contained therein. This document is copyright protected and any unauthorized aheration, forgery or faisification of the content o
appearance of this document is unlawhul

Page 1/1
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MR ON12/30232 4
Tk

J NS TERT R ST 8RR PR A 7

PRSI BEF RHOA TAER 2 S
MERGROELFE, FHIERHEE FAER
ISO 13485:2016

EN IS0 13485:2016

B B i sh v [
FREETTH T Sl

5 AR 0 B R

Jonathan Hall
Global Head -
Certification Services

SGS United Kingdom Ltd
Rossmore Business Park, Ellesmere Port, Cheshire, CH65 3EN, UK
1 +44 (0)151 350-6666 - www. sgs. com

2 0 | UKAS ]|
% s
005

% SGS

ASCPERE BRI PRRAES, U T ILRI kRG] (UAT4TED, el 4
PMER S A A M SR L. SN B PR RS AT, Wit ) R
FRALRR ISR A A kAR R, D B e A

B 1E B

A MU Terns and Conditions | SGS
e ARTCPES2 SGS MRS, fFfafds
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MANAGEMENT SYSTEM
CNAS C044-M
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T & IAIE

No: 04423E11231R0M

-
@ ‘\f s is to ce lronmenlal system of
st oé%%% 1EDICAL CO., LTD.
ﬁ éxﬁ/[ IBILITY CODE: 914105277474012089
RERAD

IDDLE SECTION OF DIKU ROAD, NEIHUANG COUNTY,

: MIDDLE SECTION OF DIKU
ANYANG CITY, HENAN

HOR'COGNITIVE,
N TRAINING

5 [PMEI\T), THE SALES OF
FADMINISTRATIVE LICENSING
e when multi-site is out of the registration scope.)

Expiry Date:Nov 15,2026

& ‘.h @
- Srs 1
Jalrty s
=
=
To verify validity of the certificate:
1. Please scan two-dimensional code on the left ’
2. Access the website www.zjqc. com J
" 3. Access the website of CNCA www, cnca. gov. cn

4. The Certificate is valid ONLY if the
organization pass the surveillance audit
o [ A \]
[ e B\

MANAGEMENT SYSTEM
CNAS C044-M

iedit: ALRH AR E AR E48585181429
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F 2 A E

No: 04423S21185R0M
o)

OCCUPATIO
SAF ETx

o , C ATION
%‘ @M@@ ~ Certificate

’ Q d%lus is to certify the occupational health and safety management system of
% TANGYU MEDICAL CO., LTD.

REDIBILITY CODE: 914105277474012089
LE SECTION OF DIKU ROAD, N

FMEASUREMENT EQUIPMENT, ELECTROTI{EKAPY I:ZQI >. i
RAPY EQUIPMENT/ APPLIANCES, PHOTOTHERAI’\' EM.EL
EQUIPMENT/APPLIANCES, MAGNETIC THERAPY EQUIP) NCES, ULWQ

EQl IPMENT AND A("( ESSORIES, HIGH FREQUENCY JTPMENT, OTHI L THERAPY
I TABLE, PAI'I.ENT T NT, REH, EQUIPMENT FOR
[TVE ECHAND AU Dl l ENT, SP! ITATIONT! ING
! i -. , ' TRF 1ENT), THE SALES OF CLASS IT
’ ITllI\ Tl MlNISTRATI\ E LICENSING
, A cak Ir whcn multi-site is out of the registration scope.)
s
Expiry Date:Nov 1st,2026
ation Co., Ltd. General Manager:

1
To verify validity of the certificate:
E 1. Please scan two-dimensional code on the left ’
e ss the website www.zjqc. com J
"n 8 ss the website of CNCA www.cnca. gov. cn

: :J'fu b 4. The Certificate is valid ONLY if the
organization pass the surveillance audit
o [ A AT
['IM I L)\

MANAGEMENT SYSTEM
CNAS C044-M

Hoht: JLTEHPEEE ARt 455511420
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W& rovHa

A0"

TR BT R A A NS

RS TUVHD-2025-Q(M D)-[}Z\z‘- RO-S

EIlERg EHaERHE (IK2) BRLE)

S—it={ERKE: 91430100MA4RQJESTM

B

N,
R ARFT IHESRTAE 2450 S8 B-7

H401= T
KT AR SR 2450 SHRBIE 57 401 =

nZHE: 2025F 09 8288 2028509 H27H

WIERAEIAENREESNESRE, WEFEANRE, WIHAAE,

AN AN
AN o\,
) \\\-
AT N 1
4 c
O OV
S P
)
( v
O
\N\."/
N

ORENEERBHERAT & 1&
WWW.TUVHD.COM x K
AR 1E T8 A U IER 2 ATy AT PR 3) % 77 M 35 & 4000899588/13310062606 # 14,

IR A B EEEA T 8 B F A 2 H a5 WWW, CNCA. GOV, CN &16)
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;"-5?':Med1cal Device Quallty Management S
Certificate

Certificate Number: TUVHD-2025-Q(MD)-022-R0-S
This is to certify that: VINNO Technology (Changsha) Co., Ltd.
Unified Social Credit Code: 91430100MA4RQJES7M

Registered address: Room 401, Building B-7. Huanchuang Park
N 2450 Yuelu West Avenue, Changsha, China
" Business address: Room 401, Building B7, Hﬁéﬁchuang Park,

2450 Yuelu WestAvenue, Changsha China

Standard:
Ceniﬁ:aﬁq:i\s'éope

N
Q\Vv

Issue Date: 28th September,2025 Expiry Date: 27th September,2028

The certificate will remain valid only if the certified organization accepts surveillance audit
within the validity period of the certificate and is audited to be qualified.

NN

éa Aol

Signature

_TUVHD Certification Testing Co.,Ltd

WWW.TUVHD.COM

Information on this certificate can be obtained from the official website of TUVHD Certification
Testing CO.,LTD or 4000899588/13310062606,0r from the website of CNCA(WWW.CNCA.GOV.CN).
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W& ruvHa

~O

b A R RN

iFB#MS: TUVHD-2025-S-331-R0:S

prand:k EERER (K SRAF
S—i=ERAE: 91430100MA4RQJES7M
zﬂ&mg ) KB AR A A SR z4s,g;éixﬁua B-7
o %401 = S
1 &Eﬁgﬁt EbEITT AR SRR 2450%@51 B7 {5 401 =

AN

GB/T 45001—202g

Hatre:

v

NEGHE:  OFEEH

N

e REA: 2025409 B 28 H BXHE=E: 202809 H27H
ﬁilﬁzq&ﬂ#ﬁmm%ﬁﬁ%&?&, BWESEZAEE, WEBAAE.

SRE BB HERAT

WWW.TUVHD.COM

FiE 4515 8 T i SR AR AR A 4 AT FR> S) W 77 1 35 AL 4000899588/13310062606 # ),

T B E K GER T S B A ] 2 35 WWW. ONCA. GOV. CN &)
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Certificate Number: TUVHD-2025-5-331-R0O-§

This is to certify that: VINNO Technology (Changsha) Co., Ltd.
Unified Social Credit Code: 91-!»30100MA4RQ]E8?M

Registered address: Room 401, Building B-7. Huanchuang Park
W 2450 Yuelu West Avenue, Changsha, China
Business address: Room 401, Building B7, Hﬁiﬁchuang Park

2450 Yuelu West AvenuebChangsha China

and related occupatlon;Q\]iea]ﬂJ and safety management
e qualification scope‘bof VINNO Technology (Changsha)
Room 401, Buildihg B7. Huanchuang Park, 2450 Yuelu
sha, China. x> ¥

N\
A

10‘%
Avenug, Cha
58

N
N

Issue Date: 28th September,2025 Expiry Date: 27th September,2028

The certificate will remain valid only if the certified organization accepts surveillance audit
within the validity period of the certificate and is audited to be qualified.

&, A

.'T{\JVHD Certification Testing Co.,Ltd

WWW.TUVHD.COM Signature

Information on this certificate can be obtained from the official website of TUVHD Certification
Testing CO.,LTD or 4000839588/13310062606,0r from the website of CNCA(WWW.CNCA.GOV.CN).
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iFSMS: TUVHD-2025-E-338-RO-S

ZLIEER kaERR (K2P) BIRAE
S—it={SERE: 91430100MA4RQJESTM
‘i&‘}mt KR AR T ESEaAE 2459§H~ﬁul B-7
» 3 BR401L = -
R SR EHEFTF AR SRTEAE 2450.;;1'5@1' B7HR 401 2

~A\)

AR 2025409 B 28 5 BUHAZE: 2028 F 09 B 278
WEERTrEEIENEETUESE, YETERAERE, WIEREAAEI.

#;\:'1#‘51 . 9T i iR ER A iR B AR 4’)TI'E€ 3] % 7 M 35 7L 4000899588/13310062606 # 4],
TR AP EERKAERNTE R 2L T S M35 WWW. CNCA. GOV. CN & 1§
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Certificate Number: TUVHD-2025-E-338-R0-S
Thisisto certifythat:  VINNO Technology (Changsha) Co.. Ltd.
Unified Social Credit Code:91430100MA4RQJESTM NC+

Registered address: Room 401, Building B-7, Huanthesng Park
N 2450 Yuelu West Avenue, Changshd-China
' Business address: Room 401, Building B7, Huanrﬁuang Park

2450 Yuelu West Avenue, Ch‘é‘n'gsha. China
GB/T 24001—2016/150 14001:2015 2 el
IT 06-07 ultrasound m]ggmg diagnostic equipment,

NO Technolagy (Changsha) Co., Ltd. located at
. Mganchuang ‘Park 2450 Yuelu West Avenue,

\

Issue Date: 28th September,202 Expiry Date: 27th September,2028

The certificate will remain valid only if the certified organization accepts surveillance audit
within the validity period of the certificate and is audited to be qualified.

&. 7l

Signature

Information on this certificate can be obtained from the official website of TUVHD Certification
Testing CO.,LTD or 4000899588/13310062606,0r from the website of CNCA(WWW.CNCA.GOV.CN).
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iEH:EME:  TUVHD-2025-Q-425-R0-S
ZZERA - kiRiERE (Ki) #RAE

F—i=ERNAE: 91430100MA4RQJES7M

KB AR A BTN 240 SRR B.7
BH401Z v

h-r-y |

fA B 20255 09528 8 HUHE: 2028509827 H
REERDIHESRREREZ NESR, GEERANBE, WEESAEN,

~ 4

SRR RRHERAS)
' WWW.TUVHD.COM

A GEP 1L 0T AR 2T .”vﬁl‘Fl’x 2> 3) ' 77 14 35 & 4000899588/13310062606 # 14,
AT A EEEREA TS B F 2L R 2 1|35 WWW. CNCA. GOV, CN & 1)
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Certificate Number: TUVHD-2025-Q-425-R0-S
This is to certify that: VINNO Technology (Changsha) Co., Ltd.
Unified Social Credit Code:91430100MA4RQJESTM

Registered address: Room 401, Building B-7. Huanchuang Park
o 2450 Yuelu West Avenue, Changsaa@ China

> Business address: Room 401, Building B7, HuMichuang Park
2450 Yuelu West Avenue,Changsha, China

GB/T 19001—2016/1S0 9001:2015

Standard:

Issue Date: 28th September,2025 Expiry Date: 27th September,2028

The certificate will remain valid only if the certified organization accepts surveillance audit
within the validity period of the certificate and is audited to be qualified.

N

& A

_TUVHD Certification Testing Co.,Ltd

WWW.TUVHD.COM Signature

Information on this certificate can be obtained from the official website of TUVHD Certification
Testing CO.,LTD or 4000899588/13310062606,0r from the website of CNCA(WWW.CNCA.GOV.CN).
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W ruvma

SRS IRSFNIEIES

iE$EMB: TUVHD-2023-WRS(ECPSC)-021-RO-

FHEA : TGRS (KiD) ARAR
S—itaERNAE: 91430100MA4RQJE87M .
e KR R RS A SR zgéf%#@y B7
| 401 g
O \‘;égtmnt: KB AR SR 2450 SeReIR 57 4 401 =
H%&ﬁz‘r GB/T 27922—2011 v

INEBE: FFeSEE AN 2 E T 2 O

MAHHE: 20235118198
MIFEHEA: 2024 F 11 B 1§ H
REGATEESARERRESEETE, BEFRARE, KESHNER

W8 ruvaa 8 ruvaa
%—m@b =

).

S MRS HERAT (4

WWW.TUVHD.COM
AGE A 1F 8 7T i 3 AR A EAR BB AR 40 A TR A 8] B 4 R 35 A& 4000899588/13310062606 &1,

TP FANEIAT BB F 2% R 4 A 55 WWW. CNCA. GOV. CN &4
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AV

Certificate Number: TUVHD-2023-WRS(ECPSC)-021-R { 55
Holder: VINNO Technology (Changsha) Co., Ltd
Unified Social Credit Code:  91430100MA4RQJE87M

Registered address: Room 401, Building B-7, Huanch_uang Park,
K\ 2450 Yuelu West Avenue, Changs}:fa,xchina

.- Business address: Room 401, Building B7, Huanchuang Park,
2450 Yuelu West Aveqqéi’(fhangsha, China

Standard: (3> GB/T 27922—2011
Rating}
) xgafi‘iﬁcatinn Scope: After-sales service of Class I mgili

Issue Date: 19th November,2023
Renewal date: 18th November,2024

The certificate will remain valid only if the certified organization accepts surveillance audit

within the validity period of the certificate and is audited to be qualified.

Q'\.,
WG ruvaa N@TuvHI
First Audit \%ét’ond Audit

N

(ool

_TUVHD Certification Testing Co.,Ltd

WWW.TUVHD.COM Signature

Iriformation on this certificate can be obtained from the official website of TUVHD Certification
Testing CO.,LTD or 4000899588/13310062606,0r from the website of CNCA(WWW.CNCA.GOV.CN).

42, Donghuazhe ee ang District, Chengdu, CF
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¢ [pY U.S. FOOD & DRUG

ADMINISTRATION

.

December 16, 2024

Vinno Technology (Suzhou) Co.,Ltd

Jeff Zhou

Regulatory Registered Engineer

5F Building A 4F Building C No. 27 Xinfa Rd.
Suzhou Industrial Park

Suzhou, Jiangsu 215123

CHINA

Re: K240676
Trade/Device Name: ULTIMLIS Series Ultrasound Di
Regulation Number: 21 CER'892.1550
Regulation Name: Ultrasonic Pulsed Doppler Imaging S
Regulatory Class: Clags 11
Product Code: TYN,TYO, ITX,

Dated: June 3,2024
Received: June'3, 2024

Dear, .-l.!;‘:ﬂ'\Zhou: ,«f‘

N
We have reviewed your section 510(k) premarket notification, ofmtenl to market the device referenced above
and have determined the device is substantially equivalent (f'cr_ the indications for use stated in the enclosure)
to legally marketed predicate devices marketed in interstale commérce 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 (the 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. Although this letter refers to your product as a device, please be aware that some
cleared products may instead be combination products. The 510(k) Premarket Notification Database
available at hitps://www.accessdata.fda.gov/scripts/cdrh/efdocs/cfpmn/pmn.cfm identifies combination
product submissions. The general gontrols provisions of the Act include requirements for annual fogistration,
listing of devices, good mnnuhlcmnng: practice, labeling, and prohibitions against mmbmndmg aid
adulteration. Please note: CDRH does not evaluate information related to contract Inlnluy wmmntm We
remind you, however, thm dcvnu_ labeling must be truthful and not misleading.

I your device is clzwsgmé(l (see above) into either class IT (Special Controls) or classTI (PMA), it may be
subject to additionabcontrols. Existing major regulations affecting your devicean be found in the Code of

U.S. Food & Drug Administration
10903 Heiy Hampshire Avenue
Silvgr Spring, MD 20993
voww.Ma.aov
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Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish ﬁn‘thcr announcements
concerning yourdc\'lce in the Federal Register.

Addmomi information about changes that may require a new premar‘ﬂet notification are provided in the FDA
guidance documents entitled "Deciding When to Submit a 510(k) for a Change to an Existing Device"
(https://www.fda.gov/media/99812/download) and "Deciding When to Submit a 510(k) for a Software

Change to an Existing Device" (https:/www.fda. gov/med;a/@?SS/downloa )

Your device is also subject to, among other lequnemeuts the Quality System (QS) regulation (21 CFR Part
820), which includes, but is not limited to, 21 CFR §20.30, Design controls; 21 CFR 820.90, Nonconforming
product; and 21 CFR 820.100, Corrective and preventive action. Please note that regardless of whether a
change requires premarket review, the QS regulation requires device manufacturers to review and approve
changes to device design and production (21 CFR 820.30 and 21 CFR $20.70) and document changes and
approvals in the device master record (2I CFR 820.181).

Please be advised that FDA's rssuuncu of a substantial equivalence determination does not mean‘!}nt 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, bul not limited to: registration and listing (21 CFR Part 807); Jabeling (21 CFR Part
801); medical (Ie\'lcu)epartmg (reporting of medical device-related adverse events) {21 CFR Part 803) for
devices or postmarketing safety reporting (21 CFR Part 4, Subpart B) for combination products (see
05/ o SOV v/combination-products/guidance-regulatory-information/p! postmarketing-safety-reporting-
ucts); good manufacturing practice requirements as set forth in the quality systems (QS)

&y ; art 820) for devices or current good manufacturi mg]‘n-actlceq (21 CFR Part 4, Subpart
A) fgr com \#& 'oducts; and, if applicable, the electronic product tradiation control provisions (Sections

2 of th & 1 CFR Parts 1000-1050. »\'j) v \

ical defug, cludmg Class I and unclassified devices 'md combmauon product device constituent
'ts ardrequifcdTo Bt in compliance with the final Umquq Device Identification System rule ("UDI Rule").
The UDI Rl% ts, among other things, that a deviee'bear a unique device 1dent1he| (UDI) on its label
and package (2T@FR 801.20(a)) unless an exception o alternative applies (21 CFR 801. 20(b)) and that the
dates on tho dg#fte label be formatted in accordance with 21 CFR 801.18. Thé UDI Rule (21 CFR
d 830.320(b)) also requires that certain inforniation be submitted to the Global Unique Device
Identification Database (GUDID) (21 CFR Part 830 Subpart E). For additional information on these
requirements, please see the UDI System webpage at hitps://www.fda.gov/medical-devices/device-advice-
comprehensive- regulatorv-asslstance[umque-devnce-ldemlf cation-system-udi-system.

Q>

Also, please note the leguldllouemnled "Misbranding by reference to premarket notification™ (2I CI-R
§07.97). For questions ngdIdlllg the re porting of adverse events under the MDR regulation (2] CFR Part
803), please go to https://wApw.fda.gov/medical-devices/medical-device- saf‘etv/medncal devnce -reporting-
mdr—how—reuort-medlcg,[ device-problems.

%)

For comprehensive: LLLuhlo:) information about medical devices 'mdmdntlon—bmllhnn products, including

information abelv labeling regulations, please see Device Advice (hitps://www.fda. gov/medical-
devnces/dcweesadwce -comprehensive-regulatory-assistance) and CDRH Jedrn

\
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(https://www.fda.gov/training-and-continuing-education/cdrh-learn). Additionally; you may contact the

Division of Industty and Consumer Education (DICE) to ask a question about'a specific regulatory topic. See
the DICE website (https:/www.fda.gov/medical-devices/device- -advice-cottiprehensive-regulatory-
assistance/¢ontact-us-division-industry-and-consumer-education-dice) for'more information or contact DICE
by email (. ICE@fda hl_}s gov) or phone (1-800-638-2041 or 301-796- 7100).

*Mh

/ '\,\ N Sincerely,

Yanna Kang, Ph.D.

7T Assistant Director

N j p= g 4 Mammography and Ultrasound Team
A DHTSC: Division of Radiologica

Office of Product Evalm
Center for Devices and }

Enclosure
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