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Research Institute
Basic information of the manufacturer

[ Please attach the declaration from the manufacturer, specifying the name and address of
the authorized Pharmaceutical Firm (the same as the applicant) with signature the
manufacturer’s authorized personnel signed within one year]

1. Year of establishment: :

2. Number of employees: :

3. Does the manufacturer produce any products except medical devices? For
instance, medicines for human purposes, veterinary medicinal product, cosmetics or
foods and etc.

ONo [OYes » Please specify

4. Since the approval of QSD registration, has there been any major change to
the manufacturer? (e.g. Change of company's ownership - Organizational
changes ~ Quality system changes + Expansion of production line ~ changes of
manufacturer name and address, history of mergers and acquisitions, ete.)
ONo [OYes * Please specify [0 Not applicable (Initial application)

5. Has the manufacturer provided the up-to-date and valid version of quality
manual, document list, and quality system procedures in this application?
O Yes
O Not applicable (Application under the abbreviated mode for manufacturers
located 1n the U.S. or m European Union member
states/OSwitzerland/OLiechtenstein under technical cooperation program)

The name and address of the authorized medical device firms

Copyright 2021ITRI T 25 it 7R 6
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CERTIFICATE

The Certification Body of
INC.

hereby certifies that

ABC .Ltd.

has implemented a Quality Management System
in accordance with:

ISO 13485:2016

The scope of this Quality Management System includes:

Design, production, installation and servicing of
electro-medical devices for injection of liquid
markers for PET Imaging

Certificate Expiry Date: February 11, 2024
Certificate Registration No: s 123 456789

Effective Date: February 12, 2021

10 XYZ Road, XYZ Town, CA 04074, USA

-|ISO 1348538

FEFRISO 13485:& S M B 8
rme

FIER= E&Z

iﬁﬁaﬁso 134858 2 FR il S e }
ik

fEFRISO 134858 E M AB
RA

 ESEE AR E - 10 )
1348558 Escope’/REIFE
design

- FEEHESIEE - I1SO
1348558 Escope’/REIFE
manufacturesiproduction /
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QSDEER KB ERIER-1SO 13485582

CERTIFICATE

The certification body of
hereby confirms that the company

ABC .Ltd. K ISO 13485552 \

10 XYZ Road, XYZ Town, CA 04074, USA scope A HBRTE(KE) -

has introduced and applies a management system for ° % |VD2|SO]_3485

Development, manufacturing and distribution g =SCopeBIR K

of Dental Products VD k|t/reagent/

according to instrument - REE
Z2IVD device -

/

ISO 13485:2016 for medical devices

sk syl
ORI I ZKIREE E Ut Bscoperi A
reiods RIEA WM (2] M’““T? Z Bk
S 1L e a5
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QSDEER KB ERIER-1SO 13485582

Multi-Site Audit
CERTIFICATE

No. Q1N 123 456 789

Holder of Certificate: ABC .Ltd.
10 XYZ Road, XYZ Town, CA 04074, USA

Facility(ies): ABC .Ltd.
10 XYZ Road, XYZ Town, CA 04074, USA

ABC .Ltd.
23 Sun Road, Frank Town, WI 05533, USA

e

ISO FiEEEE
Plfacilitys 3

Certification Mark: 7|<H |=_| r’?[% ' K |§_| Jﬂ]‘ﬁ_liﬂjso
e = - St AE—scope

Scope of Certificate: Design and development, production and
distribution of sterile and non-sterile

examination gloves 17 1¢Hfb

Applied 150 13485:2016 E_[EEJ?F?IHJ‘EISO 13485?&%
. Medizinprodukie - itdts sysl - ass
Stﬂndard{s]- ﬁ;orﬁ;uzggn ?ﬂr rel';zlatorz:::%e;n::[:eﬁ o SCO pe FIR HH uJ—_EZlK £ HHZ m
Medical Devices - Quality Managemean! Systems -

Requirements for regulatory purposes

Copyright 2021ITRI T 2% i FERE
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QSDEEAHRIERIER-ISO 1348555
Multi-Site Audit
CERTIFICATE

No. Q1N 123 456 789
Holder of Certificate: ABC .Ltd.
10 XYZ Road, XYZ Town, CA 04074, USA

Facility(ies): ABC .Ltd.
10 XYZ Road, XYZ Town, CA 04074, USA

DEF .Ltd.
36 Becker Avenue, Coldwell, AL 06571, USA

Certification Mark:

AERME - ARKRILISO
fe = M FE—scope

Scope of Certificate: pesign and Development, Production %ﬁ 'T':FT_J_ —E

and Distribution of Meters and Sensors

Avolied for Measuring Blood Glucose and Lactic Acid g?ﬁﬁx Eﬁ%’fﬂlﬂj, \SCOpe
Sfaﬂdard[s}: ':lﬂdl_”:’;: 2016 At AR RR 1E 7R - jZT 32 [y H X ?ﬁ: _
= ;u:l::y I'::ll'lc:‘;ament Systems - 4:? Z E m $I§ = 1E 5 l % i
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QSDEER KB ERIER-1SO 13485582

CERTIFICATE

No.

Holder of Certificate: ABC _Ltd_
10 XYZ Road, XYZ Town, CA 04074, USA

III'

Facility(ies): ABC .Ltd.
10 XYZ Road, XYZ Town, CA 04074, USA

Certification Mark:

Scope of Certificate: Distribution of Gauze Sponges,
Laparotomy Sponges, Gauze Roll,
Gauze Balls, Cut Gauze,
Gauze Bandage, Elastic Bandage,
Non-Woven Wound Care Products,
Medical Plastic Disposable Products,
Syringes, Infusion Set and Accessories,
Adhesive Series

-

scope?—‘n':'n%fﬁ’ e
e 18PTISO 1348558
=scopefiRiEmlA
G

)

Applied Standard(s): IS0 13485: 2016
Medical Devices - Quality Management Systems -
Requirements for regulatory purposes

The Certficaton Body of certfies that the company
mentioned above has estabiished and is mantaining & Quality system which meets the
requirements of the listed standard(s) See also notes overieal

S o

Copyright 2021ITRI T 2% i FERE
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1ISO 1348558 & ScopeH B35 mIE ¥ BRER AR (f51)

JAR BRiEmiE 1ISO13485 Certificate Scope

Sk LElinEEER=!

1 Autotransfusion apparatus AST blood bags
BEZEH NS RIRWERE

2 |Vacuum-powered body fluid suction Chest drains
apparatus
BAN/5IREE KEMH

3 |Introduction/Drainage catheter and Chest drains accessories and kits

accessories

NME 2R

Cardiovascular Stent Vascular stent

Copyright 2021ITRI T 233l 75k
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QSDEER KB ERIER-1SO 13485582

ISO 134858 SscopeZ BRIREZZEMAS
¢ 1SO 1348555 £ - Fl& 2 Audit Report#w 5 E2 FiT Y Audit

III'

Report 85 ;
¢ Z2Audit ReportFTHIE 2 I1SO 1348555 E 4Rt AP RES
GERSTISS

¢ 1SO 134853 Escope ] £ZAudit Report - fEz5Audit
ReportPh S {FzE)58) - IR EsEERT

1ISO 1348558 2R AR 7 g
¢ QSD #&#&H . 18y Z1SO 13485 EZ2H R EB5 X [T

(Vq@ffana*%%baﬂﬁf) B AR R R T 48
34 - 21
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IR ERRRTRZEME T - oJLICFGEUXISO 13485:& 3
¢ CFG/EEHH’TECcGMP
¢ CFGZEMEMIIEZR

CERTIFICATE TO FOREIGN GOVERNMENT

Ak
o

In order to allow the importation of United States products into foreign countries, the U.S. Food and Drug
Administration (FDA) certifies the following information concerning the product(s) to be exported listed

below:

Name of Product(s) Name of Manufacturer/Distributor, Address
INFUSION SET

INFUSION PUMP SYRINGE

The product(s) described above (and the manufacturing/distribution site(s) which
produces/distributes it) is subject to the jurisdiction of the FDA under the Federal Food, Drug, and
Cosmetic Act.

It is certified that the above product(s) may be marketed in, and legally exported from, the United States
of America at this time. The manufacturing plant(s) in which the product(s) is produced is subject to
periodic inspections. The last such inspection showed that the plant(s), at that time, appeared to be in
substantial compliance with current good manufacturing practice requirements for the product(s) listed
above.

-~
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REQSDEIN-JZIHEMRENE

FHEmMREMIE

o EmRENE  SEPFEMBEHERN - BRIFEEMRSKOSH - LEBEEH
BRARAR -

o EmFEREFTHHERBEL (FoEMRFY)  FFFmEFTIE  BE248
BERERE

o LRFEEEFEREMBREMEETHZIEFF LS ZRAMEHE -

o LFEEIBHRLBES - BIRMZETMISO 13485:5F -

o BEAREE  HFFELIETEMAMEBERFRS KBEIAMEEZER -

¢ QSDEHAFEEZGAE  ALIEMRAMIRETIR/VNE - HEEZSHRERIS

MIREEKRAMEET I 2
o EWMIDEER - INVRRRSMIRTEXH -
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QSDEENHEEKIER-ZIEEmMEIEMIE

Bl mIBAEEHEIFE

/ééﬁﬁiﬁa$%ﬁw&ﬁ%v |

JEZR1 Intravascular Catheter iAo *W*ﬂ“\/

*ﬂﬁ %A
O ton
AR AR

International LLC

(RS RS
R iR I
WERISO 13485
B

\HEE

[ Z it Sterigenics }
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QSDEHEA KRB EKIER-BZIEEMBEE I
W“Iﬁlﬁﬁégf%ﬁ * é%ﬁiﬁk%ﬁ% T ERETERN R R ZY |

JER1 Hydrophilic wound dressing TR HERTEMR Vv

|
[ Z it Health Life Co., Ltd.

Z:tSterigenics
International LLC

N—

o

AR ST BB (BRS) V (RS E (RS V

-BEEREE - HEEEHENSHANRERARERER IR ER B SRR T R AT IR
AR - ISO 134855 &

‘QSDEHFEEZEE - AUEMZEMZ RS IRBME - \_
\MBRHEESHEZERREERZ IR ET 2B -/
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s Server/PC/USB/Cloud/...  EAR=71f M@ A@mE @
e -HR15 25K (field-installed) (& am
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P o
i&%jgﬂﬂh% Document No.Z20U72-00 Version 5.0 Device Master Record (DMR) Page 1/1
Research Institute =
Item Content Remark ano %
Device Name Compact Cardiovascular Ultrasound System 4
Specification TR-250NIV-P ~ TR-250NIV-ST
Indications for | TR-250NIV Diagnostic Ultrasound Systems is intended for diagnostic : 2 = O ’Eﬁ *ﬂ
Use ultrasound imaging in B {or 2- D), M-mode (including Anatormical EE 0N =]
M-mode), Pulse Wave Doppler, Continuous Wave Doppler, Color
Doppler, Tissue Doppler Imaging and Harmonics (Tissue and Contrast) < ES o s
modes. It is indicated for diagnostic ultrasound imaging and fluid flow 1 sﬁ'ﬁ*z *EE;LI-L %E
analysis in the following applications: Ophthalmic Intraoperative $ =
Laparoscopic Fetal Abdominal Pediatric Small Organ Adult Cephalic /\H m ;Q EE E E’\J
Neonatal Cephalic Trans-vaginal Musculo-skeletal Gynecological Cardiac
Adult Cardiac Pediatric Trans-Esoph. (Cardiac) Intracardiac echo
Peripheral Vessel Other (Carotid).
Labels LT/TS/28W-01 | Package drawing of Ultrasound System et
LT/TS/031-01 [ IFU of Compact Cardiovascular Ultrasound System 3 . *ﬂ_T 7R
E
LT/TS/031-01 [ Label Information of Compact Cardiovascular
o o Ultrasound System
{é Eg *Z Manufacturing | LT/TS/03T-01 | Manufacturing flow chart of Ultrasound System 4 =1 % 2 ;ﬁ, *51 N *i ,‘%_
.__. ’_ — instruction LT/TS/21T-15 | Module assembly work instruction of Ultrasound i " A
15 IJ System
LT/TS/00T-12 | Laser welding work instruction
LT/AD/PM15 | Production workshop clear up management regulation
LT/AD/PMI18 | The administration regulation of production workshop / 4 @ Ax Fﬁ T_ . jﬂn s
Packaging, LT/TS/02T-08 | Packaging work instruction of Ultrasound System . =< A ? IR L
Storage, LT/ST/02T-12 | Product handling, storage and transportation standard 2 ;ﬁ *51 N *I:I ,d%_
Transport K H x
instruction
Distribution LT/AD/PM20 | Management Rule of Distributors '< 4 E ﬁﬁ z ’Eﬁ *ﬁ S *i '%
instruction LT/ST/02T-18 | Shipping, and Distribution standard '
Quality LT/TS/04T-07 | Incoming material inspection work instruction of
Control Ultrasound System \' I BE =5 10
instruction LT/TS/04T-08 | In-process product inspection work instruction of J E B *E ’%
Ultrasound System
LT/TS/04T-09 | Fimished product inspection work instruction of
Ultrasound System
LT/TS/04T-12 | Wireless inspection work instruction of Ultrasound TR-250
System NIV-P :l‘ 6. M\ = 2 # *E F?_
Installation Not applicable
instruction
Service LT/ST/02T-35 | Product service and repairing work instruction of S, (|
instruction Ultrasound System e ] i 7 . M\ E 2 HE ?% *E ,%_
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RS E 1 MR (CFG )

s

FDAL B ZBIE:80R ( Certificate to Foreign Government ;
CFG)

o BEMIEARCFG BT ARERPHFSHREIALLER
ﬁﬁ{'_t;’;g%w °

o AWMz HEARMENZCFG -

o BIEFCFGEHIIBENREMA " manufacturer .

o BFEmMIEEZE - WMNCFGHEBFEmIBHIRRAA -
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n
A

RRES (L Tt- S SRR G| ( CFG)

)}H:

sy
2 “4), DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
s
5 ‘ Food and Drug Administration
2 2098 Gaither Road
tvvera Rockville, Maryland 20850

CERTIFICATE TO FOREIGN GOVERNM|
In order to allow the importation of United States products into foreign countries, the U.S. Food and Drug
Administration (FDA) certifies the following information conceming the product(s) to be exported listed
below:

Name of Product(s) N of M. istril

See Attached List
(One Page)

Distributor:

The product(s) described above (and the manufacturing/distribution site(s) which produces/distributes it)
is subject to the jurisdiction of the FDA under the Federal Food, Drug, and Cosmetic Act.

It is certified that the above product(s) may be marketed in, and legally exported from, the United States
of America at this time. The manufacturing plant(s) in which the product(s) is produced is subject to
periodic inspections. The last such inspection showed that the plani(s), at that time, appeared to be in
substantial compliance with current good manufacturing practice requirements for the product(s) listed

= N

/dudy Witt
Export Team Leader
Regulatory Policy and
Systems Branch
Office of Compliance
Center for Devices and
Radiological Health
This certificate expires 24 months
from the date notarized.
COUNTY OF MONTGOMERY
STATE OF MARYLAND

Subscribed and sworn to before me lh' day ol-monlh.yean

21ITRI LKA 7T b



TR MFR

nnnnnnnnnnnnnnnnnnnn
eeeeeeeeeeeeeeeee

\o

EBFEIEEN-ERMEKS (EIR)
FDALBE ZER T ( Establishment Inspection Report;
EIR )
o MMBFAREIR(BBFEHEAETE) - KREEIRMIFREIREFLL
IRAEMRT(ERES o
EIRME ~ MUZREAPFE— -
EIRE&MiLsk ( Observation ) - ‘Bin|R MG B 1EE]
EIRZEETE#ZE (investigator ) 328 - S XE
AEmMEIRZEMEECEGEZEXEANPFFEmIE
o FHEEAA/YRE2VEEZLEFmIE
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IR - SRS (EIR )

FDALEZEMIRES (EIR) EFFHE

R

Establishment Inspection Report 8/15/2016

| |

i X Eric M. Padgett, Investigator |

Signed by: Eric M. Padgett -5
Bonita S. SR s
Chester -A s

8/15/2016
mhﬂl!m.’, — = - - e aemee o meem
Bl IE3ELI91RITA T La ey

Bonita S Chester, Investipator

- N : X Robert Ham, Investigator

Arie C. el 05 o som
O9 AL T 100 k0, w1 e 1T,

Menachem -§ gucimes *™

' Signed by: Robert ). Ham -5
Arie Menachem, Investigator
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Industrial Technology . Establishment Inspection Report FEL
Research Institute EI Start: 07/22/2008
EI End: 08/06/2008

The percentage of finished product codes shipped to each distribution center is specified in the
document included as Exhibit No. 6. '

JURISDICTION

INDIVIDUAL RESPONSIBILITY AND PERSONS INTERVIEWED

Uring the mnspection.
33
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=R MEEEN-EMEmSE (EIR)

reports to SEHLETCEMPresident/CEO, has six direct reports, FOERCEIREEIR ), and
can hire and fire. w is responsible for overseeing all operations of the Research and Development

and Business Dev

elopment groups.

Staff Name ” g z
- Director of Manufacturing, reports to and did not participate in this

inspection.

See Exhibit ECF-1 for Organizational Chart.

N

2020 March 27

EIREB17

t|- \ /+
RE: Case Number: 1086001XXX 25 ik

To Whom It May Concern:

w\f
customers are the end users and are not our suppliers. Jﬁjﬁﬁ |':|:'| E
hv
The following information specifies the redacted content in the EIR: El R B'T
0% 4 5 AR

e Cover letter from FDA - the employee’s name has been redacted.

e Page 2, paragraphs 5 and 6 — the employee’s name has been redacted.
o Page 3, paragraphs 1, 2, 3 and 4 — the employee names have been redacted.

e Page 5, the first three bullets —customers’ names have been redacted.

Copyright 2021ITRI T 233l 75k
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Establishment Inspection Report FEIL |_—__|
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TABLE OF CONTENTS
Summary

Administrative Data
History.

Interstate C e
Jurisdiction

1

Individua! Responsibility And Persons Intervie
Firm's Training Program
Manufacturing/Design Operations
Management Controls

Design Controls
Risk Management:
Corrective And Preventive Actions (Capa)
Production And Process Controls (P&Pc)
Manufacturing Codes

(‘ | -

Recall Proced:

Objectionable Conditions And Management's Response

General Discussion With Management
Additional Information
Samples Collected
Voluntary Corrections.
Exhibits Collected

AAA Jh "y

qa@quﬂummmmhh&hﬁhhmmuun—

SUMMARY
This pre-announced, comprehensive inspection (PAC 82845B, Operation ID# 33518) was performed
as part of the FY*2017 work plan. The quality subsystems inspected were Management Controls,
Design Controls, Production and Process Controls (P&PC), and Corrective and Preventive Actions
(CAPA). The Design M Production and Process Controls (P&PC) portions of this
inspection focused onthe______ | Test System;, (Cystometer, Electrical Recording, FDA Listing #s
). The following types of records were reviewed: Quality Manual, Management
Review Records, Design Project Plans and Verification and Validation Reports, Risk Management
Records, CAPA Procedures and Reports, Complaint Procedures and Reports, Device Master
Records, Device History Records, Labeling, Nonconforming Product Logs and Repotts, Supplier
Assessment Procedures, Internal Audit Schedules and Acknowledgements, Training R

Tof8
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Establishment Inspection Report FEL: 1]
El Start: L 1
CE N —

Calibration Records, and Quality System Data Records. There were no refusals. Samples were not
taken.

One 483 Inspectional Observation was found during this current inspection regarding Device History
Records. Management annotated this Observation with “Promised to Correct”.

The previous inspection (8/31/2011, 09/01/2011, 09/07/2011, 09/09/11) resulted in the issuance of a
one item FDA Form 483 — Inspectional Observations regarding the CAPA system. The firm
addressed this Observation via. CAPA 11-003. The firm's actions regarding this observation were
adequate. This current inspection did not find any recurrence of CAPA related 483 Observations or

discussion items.

ADMINISTRATIVE DATA

Inspected firm:

Location:

Phone:
FAX:
Mailing address:

Dates of inspection:
Days in the facility:
Participants:

On 11/03/2016, we arrived at| |and were

greeted by Mr, Chief Executive Officer who escorted me to the conference
room. Iwas also introduced o] Quality Manager. After introductions, [ displayed
my FDA credentials to both Mr] ] M. [ Jsaid that he was the most

responsible person. A FDA 482 Notice of inspection was issuedto[ - CEOQ.
(Attachment 2).

This report was written by ), Investigator. The firm| - will also
be referred to as “Functional Assessment Technologies, Inc.” or “Fasstech”. Mr. Andrew Ayers
(FDA, Engineer, WEAC) was present during this inspection as an observer for new-hire training.
“We"refersto[_____ Jand )

HISTORY
B}m the following information: [ |does business as {

echnologies” at the same location. Neither | }. nor Functional

2of8
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o BERAIEEIREMMSE -

+ MDSAPFRER 0] 1185 EE.
https://www.fda.gov/media/153712/download
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MEDICAL DEVICE SINGLE AUDIT PROGRAM

Auditing Organization Availability to Conduct MDSAP Audits

The organizations listed below submitted an application to the Medical Device Single Audit Program (MDSAP). The table specifies their

status regarding their application, their authorization to conduct MDSAP audits, and their recognition.

Eligible realion Authorized to
Auditing Location Contact Rel:':“_ : Conduct MDSAP | Recognition
Organization Audits
b 2 BSI Group America Inc. Patricia Murphy Yes Yes Yes
Sl- 12950 Worldgate Drive, patricia.murphy@bsigroup.com

Suite 800, +1 571 291 5726
Herndon, VA 20170
USA
http://www.bsigroup.com/en-US/
Critical Location
Milton Keynes, UK

D DEKRA DEKRA Certification B.V. Claire Dyson Yes Yes Yes
Meander 1051 mdsap.nl@dekra.com
Arnhem, 6825 MJ +44 (0)7703 735505
Netherlands
http://'www.dekra.com/en/home
Critical Locations
MNorth Wales, PA, USA
Concord, CA, USA
DNV GL Presafe AS Henrik Gronborg Larsen Yes No No
Veritasveien 1 Henrik.Gronborg.Larsen@dnvgl.com
Hovik, 1363 +45 60 35 15 81

A DMy @ COsPaMyY Norway

http://www.presafe.com/

Revised Web 2021-10-17-29 V048 Page 1of 5
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Eligible
Auditing
Organization

Location

Contact

Application
Received

Authorized to
Conduct MDSAP
Audits

Recognition

DQSHMED

DQS Medizinprodukte GmbH
August-Schanz-Strasse 21
D-60433 Frankfurt am Main
Germany
https://'www.dgs-med.de/en/

Operating from

DQS Medizinprodukte GmbH
Konrad-Adenauer-Allee 8

D-61118 Bad Vilbel, Germany

Szymon Kurdyn

Szymon.Kurdyn@dgs-med.de
+49 69 95427-507

+49 69 95427-6507

Yes

Yes

Yes

G

Intertek Testing Services NA
Inc.

900 Chelmsford Street

Suite 301-3

Lowell, MA 01851

USA

www.intertek.com

Christine Forcier

Christine.Forcier@intertek.com
+1514-378-6418

Yes

Yes

Yes

GM

iNE dROuP

G-MED

1, rue Gaston Boissier
75724 Paris, Cedex 15
France
http://iwww.gmed.fr

Critical Locations
St. Etienne, France
Bethesda, MD, USA

Béatrice Lys
beatrice.lysi@Ine-gmed.com

+33 (0)1 40 43 39 97

Yes

Yes

Yes

Revised Web 2021-10-17-29 V048
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Eligible
Auditing
Organization

Location

Contact

Application
Received

Authorized to
Conduct MDSAP
Audits

Recognition

ms Register

Lloyd's Register Quality
Assurance Inc.

1330 Enclave Parkway,
Suite 200

Houston, TX 77077
USA

http://www.Irgausa.com

Critical Location
Birmingham, UK

Cheryl O’'Rourke

cheryl.orourke@Ir.org
+44 3304141188

Yes

Yes

No

MedCert Zertifizierungs- und
Priifungsgesellschaft fiir die
Medizin GmbH

Pilatuspool 2

D-20355 Hamburg

Germany

www.medcert.de

Maxim Shkolnikov

msh@medcert.de
+49 40 2263325-390

Yes

No

No

NCC Certificagdes do Brasil
Ltda.

360 Orosimbo Maia Avenue,
Suites 101 to 114 and 211 to 215
Zip Code 13.010-211

Campinas, Sao Paulo, Brazil
www.ncc.com.br

Wilson Bonato
wilson.bonato@ncc.com.br
Tel. +55 19 99605 0397

Yes

Yes

No

I\
CC
e

National Standards Authority of
Ireland

1 Swift Square, Northwood,
Santry, Dublin 9, Ireland D09
ADE4

Operating from:

NSAI, Inc.

20 Trafalgar Square, Suite 603
Nashua, NH 03063

USA

http:/f'www. NSAlinc.com

Pamela Burdette Miller
Pamela.BurdetteMiller@nsaiinc.com
+1 (603) 882-4412 (main office) and

+1 (603) 689-9148 (direct)

Yes

Yes

Yes

Revised Web 2021-10-17-29 V048
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Eligible Application Authorized to
Auditing Location Contact Recsied Conduct MDSAP | Recognition
Organization Audits
QMI-SAI Canada Limited Srujesh Shah Yes Yes No
20 Carison Court, Suite 200 Srujesh.Shah@saiglobal.com

GLOBAL Toronto, ON, MOW 7K6
@A https://saiassurance.ca/mdsap

SGS United Kingdom Ltd. Timothy D. Gooch Yes Yes Yes
SGS Rossmore Business Park timothy.gooch@sgs.com

Ellesmere Port, Cheshire +1 (256) 763-3099

CH65 3EN

Operating from

SGS United Kingdom Ltd.

Unit 202B, Worle Parkway
Weston Super Mare, Somerset
BS22 6WA

United Kingdom

http://www.sgs.co.uk/

TUV Rheinland of North Zina Apostolou-Keiper Yes Yes Yes
America, Inc. zapostolou@us.tuv.com

1 295 Foster St. Suite 100 +1 (888) 743-4652

Ahedebboivmodinarios Littleton, MA 01460, USA

Prociseby Right.

Operating from :
TUV Rheinland of North America,
Inc.

1279 Quarry Lane, Suite Aand C
Pleasanton, CA 94566 USA

www.tuv.com

Critical Locations
Kéin, Germany
Shanghai, China

Revised Web 2021-10-17-29 V048 Page 4 of 5
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Eligible L Authorized to
Auditing Location Contact mm" Conduct MDSAP | Recognition
Organization Audits
TUV SUD America Inc. (also Dawn Tibodeau Yes Yes Yes
operating as TUV America DTibodeau@tuvam.com
Inc.) +1651 638 0288
10 Centennial Drive +1 651 638 0295
s Peabody, MA 01960
USA
http://www.tuv-sud-america.com/
Critical Location
Munich, Germany
/ TUV USA, Inc. (TUV NORD Bradley Chen Yes Yes Yes
Group) bchen@tuv-nord.com
215 Main Street +1 603 870 8023
rw Salem, NH 03079 +1 844-4 TUV USA
LA USA
B http://www.tuv-nord.com/us
UL Medical and Regulatory Deborah L. Stubbs Yes Yes Yes
Services UL, LLC Deborah.L.Stubbs@ul.com
@ 333 Pfingsten Road +1 408-386-8399
Northbrook IL 60062-2096 +1510-319-4173
USA
Operating from
UL, LLC
47173 Benicia Street
Fremont, CA
USA
Revised Web 2021-10-17-29 V048 Page 5of 5 g
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% Medical Device Regulatory Audit Report

|1-2| 3 |4—5| 6 I?-'Il)l 11 |11J|113|11A|115|1I.6| 1'IJ'I11.B| 12 |13—'IS| 16 |'I?—18| From To

)"rHt

nul-AUR-rull-null / Aull

Lection 1. Audit Information
Auditing Organization H

Audit Starting Date Audit Ending Date Duration of Audit (in auditor-days)

AO Audit Report Ref Languages used during the audit

Audit Team

Team Member

[ | Role [] Lead Auditor [ Auditor [] Technical Expert  [] Auditor in training [] Observer [] Interpreter

Affiliation (" AQ Employee (" Extemnal Resource: Organization

|Section 2. Audited Facility
Name of the Audited Facility MDSAP Facility Identifier

Street Address
Address Details (Building, Appartment, Suite #,...), as applicable
City Country State/Province Zip Code

Contact Person Name Title Email Telephone

Senior Management at the Audited Facility (Name and Title)

Facility Identification Number(s) - if no number or field is not applicable, indicate NA. Link to RA databases -=| Mm"l Brazil I Canada I LEET I L

Australia - TGA Brazil - ANVISA Canada - Health Canada Japan - MHLW/PMDA USA - FDA

Other Jurisdictions

Copyright 2021ITRI T 233l 75k
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2 %@ﬂkhttps://datadashboard.fda.gov/ora/cd/inspections.htm

ipZY U.S. FOOD & DRUG

ADMINISTRATION

Data Dashboard Home Compliance Dashboards > FSMA Data Search > Resources >

Home » Compliance Dashboards » Inspections

Inspections

NEW! FDA Data Dashboard now has RESTful APIs for programmatic data retrieval. Visit our APl documentation page for more information.

Caveats:

* Certain information in these datasets may not be presented or may have changed since the posting. The datasets are updated weekly and only include final actions. If you need to present more recent or more
complete data for official purposes or have questions about obtaining other data, please contact the Division of Freedom of Information about what materials may be available in electronic reading rooms or
inquire about other datasets that would satisfy your needs.

+ Show more

A Important Notes:

* Not all inspections are included in the database. Inspections conducted by States, pre-approval inspections, mammography facility inspections, inspections waiting for a final enforcement
action, and inspections of nonclinical labs are not included. Inspections of nonclinical labs are available at Nonclinical Laboratories Inspected under Good Laboratory Practices.

e The results show final classifications of No Action Indicated (NAI), Voluntary Action Indicated (VAI), Official Action Indicated (OAl) for each project area within an inspection.

ind citations data

Graphs  Data Tables & Download Dataset Q

Copyright 2021ITRI T 233l 75k
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FEI Number Firm Name Firm Address

l Inc.

o FDA Actions Timeline Inspections Compliance Actions Recalls Import Refusals Import Alerts Warning Letters

Back to
Top
Inspection Classifications by Fiscal Year Inspection Classifications by Type
Fiscal Years: 2011 - 2019 Fiscal Years: 2011 - 2019
1
NAI
g
2
% 8.5 [v]
S Al
= 0 a,
2 3
g
[=]
=
7]
8 VAI
2811 2817 2019
Fiscal Year, Classification Code 3

Inspections Details @ rep

Inspection End
Inspectlon 1D Date Project Area Product Type Classification

10/26/2018 Compliance: Devices Devices

|:| 11/84/2016 Compliance: Devices Devices WAL °
Back to
I:l 98/89/2011 Compliance: Devices Devices VAL Tob
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Direction Générale Adjointe - Services aux Entreprises et Développement International
Direction des réseaux et partenariats internationaux
Service CLV

Certificat de Libre Vente pour I'exportation vers les pays non membres de I'lUnion Européenne
Free sale cerificate for exportation to the non-EC Member States

dispositifs médicaux relevant de la directive n*33/42/CEE
medical devices covered by Directive 9342EEC

[PARTIE A COMPLETER PAR LE DEMANDEUR]
Section to be completed by the applicant

Catégorie du (des) dispositif(s) : Ostéodensitométres a rayons X : STRATOS, STRATOS DR
Device(s) category:

Nombre de page en annexe : NFA
Page in annex : N4

La désignation du (des) dispositifis) apparait sur lalles) déclaration(s) CE de conformité du fabricant ou du

mandataire

The name of the device(s) appears on the EC declaration(s) of conformity of the manufacturer or the authorized
represantative

Classe du (des) dispositif(s) medical{aux) : i 1] mC] la[] b el

Class of the medical device(s) -

Nom et adresse du fabricant ou du mandataire:
l/ﬁame and address of the manufasturer or the authorized representative;

lom et adresse du site de production (faculta
e and addrass of Production site (aptianal):

Je soussigné Samuel SANCERNI Directeur Général certifie que les informations mentionnées ci-dessus sont
exactes et que les dispositifs meédicaux figurant sur la déclaration CE de conformité sont marqués CE sous ma
responsabilité au titre de la directive n°93/42/CEE et répondent aux exigences essentielles de santé et de
sECUrité.

I the undersigned Samuel SANCERNI Managing Director declare that the information above-mentioned s correct and
the medical devices on the EC declaration of conformity are CE marked under my responsibility within the meaning of the
European directive n*93M2EEC and fulfil the essential requirements of health and safety.

Date 3/06/2021 Signature :
FPARTIE RESERVEE A LA CCIR PARIS IDF|
Section reserved for the adminisiration

Les dispositifs médicaux marqués CE en conformité avec la directive 83/42/CEE peuvent &tre mis sur le marché en
France et dans les autres Etats membras de I'lUnion européenne et parties & l'accord sur L'Espace économique
européen, et &tre exportés vers les pays tiers. Ce certificat de libre vente est valide 3 concurrence du maintien, par
le fabricant des dispositifs médicaux concemés, d'une déclaration de conformité (DM de classe |}, accompagnée le
cas échéant, des certificats nécessaires délivrés par un organisme notifié (DM de classe Is, Im, lla, llb, Hll). Ce
3 gtion hors Union européenne.

La Rasponsah[s du déparhsment

“CEI RRIS 2 DEFRAN m
m‘rsnmuomr. o

offier Member states of the European Union and part of the Eurmar: Free Trade Association, and be exporied in the non-
EC Member Sfates. This certificate iz valid until the maintenance, by the manufacturer of the concemed devices, of a
declaration of conformity (Class | MD) together with when appropriate, the certifficates delivered by a nolified body (Class Is,
I, ffa, Mo, IF MD). This free sale certificate can only be used for exportation outside European Union.

8, rue Coquillizre 75001 Pari Tharwrw. i cci-paris-idf friweb/ir al

Copyright 2021ITRI T 2% i FERE
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¢ Audit Reportf31SO 1348558 & % [ —notified body(NB)

o @MI1EANAudit Report GEE B HEAvsTEE HER) -

¢ JF1FEANAudit Report’BR M HEEEE UM AT —X
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BRI SIERR-EMIMST (Audit Report )

TCPRIEEREBLE ZRII—XREMMRS

o EMIMSRARE  FARMEOEBIERET -

o EIEERIEZEZ ° (BSIRBRERRE I EZEVES
adobeE T3 E - IIRMIBSI Z1 form Visit Receipt & A7 Coversheet ) -

Z|1

Visit Receipt & A7 Coversheet

Digitally signed by your common
SMO Functional Location SAP Material name heres

7726765 0009502420-000 200565933 EM 1 iﬁxa?n &g DM: your distinguished name here
: Reason: your signing reascn here
Location: your signing location here
Date: 2010.03.17 17:42:22 -07'00
Please sign below to acknowledge receipt of the assessment visit described in this report.
gnature:
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BRI SIEAR-EMMST ( Audit Report )
TCPREEEXNEM RS ( Audit Report ) EF%

. BEESMDC - BSI * TUV Rheinland LGA Products
GmbHEMMEEF3E=H

¢ MDCEMMmEEFF=H ¢ BSIEMINEE =R

t‘ﬂ lalﬂ; U ’&f

Digitally signed by your common
name hers

m?f. ‘E{ﬂmp.{é DM: your disting ui!.ihed name here

x5 o

R 2 =S,

am; 14 os 2019 |

g
? Emllla Lusnlk %
{

4 ' ;,’.,'»T‘ };, T Reason: your signing reascn here
: .& Seat Location: your signing location here
e T . Date: 2010.03.17 17:42:22 -07'00"
Signature of Lead Auditor by: Adobe
by: Secrypt
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RIS ERE-EMIRS ( Audit Report )

¢ TUV Rheinland LGA Products GmbHE

53515
11 € " \ -, :
% V. Sthem ey,  Vera Uil sigmet
SChmldtman era. cnmiatmann
Date: 2018.03.01
Sachverstandige(r)/Expert n
Signed by: Vera Schmidtmann

17:05:58 +01'00’
by: Microsoft

by: Adobe
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EREE RIS IEAR-EMET ( Audit Report )

o BRERIMNEFe-IDASHEN S B EBEHKE ()
> FEEEER910/2014R LIS IHE T X

[E](TB'E'EE@O. @O =22 k@@@ w - @ BE@AT O~
by sms . BrEmzsay -

D =5 X

E]- 2umE

@ « Koy, EETIRA 1 : F Firas Sadat 355
EY{SH1{5 T3k 153k B European Union Trusted Lists (EUTL) «

EEHABEER 9102014 RENSEEFTES
BERKESEEE » - RARBH

The use of certificates, cerification seal and public refersnce to the certification was verified during the audit
andis

& appropriate [ not appropriate

ASPEGTS FOR THE NEXT AUDIT

The audit team recommends the following changes for the future audit planning:
® no
0 yes. asfolows:

- nNA

Following items will be followed up during the next audit
oo ono
@ yes, as follows

- Traceabiity of Design Input ot Design Cutput and verification

EFERHAY Unresoived issues were determined
EEREUSEEERBERE B e ool
e
FEEHEEMA LV Documert sgnes
v Firas Sath
e Py MedCert GmbH
> ERFAER 0 2016.08.22 Firas Sadat e
Fvieon —pwe Tead Audier
F—xiEEHE : 2020.11.16 18:22:43 +08'00 - T — |
{4 : Signatur_1566477000219 fTREE 22 B o [EE0EZ il Refeaze |
E—TLR RIS e
Neneonformity Notas.
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B¥:110 58 78 £#

B | B | KARKEEZMRZIR - KA 6H

TUV SUD Product Service GmbH Zertifizierstellen
1. | #®& | Notified Body 0123
RidlerstraBe 65, 80339 MUNCHEN, Germany

TUV Rheinland LGA Products GmbH
2 % Notified Body 0197
Tillystrae 2, 90431 Niirnberg, Germany

MDC MEDICAL DEVICE CERTIFICATION GMBH
3. % Notified Body 0483
Kriegerstrasse 6, 70191 STUTTGART, Germany

MEDCERT ZERTIFIZIERUNGS- UND PRUFUNGSGESELLSCHAFT
FUR DIE MEDIZIN GMBH

Notified Body 0482

Pilatuspool 2, 20355 HAMBURG, Germany

GMED
5. i## | Notified Body 0459
1, rue Gaston Boissier, 75015 PARIS, France

DEKRA Certification B.V.

Notified Body 0344

Meander 1051 / P.O. Box 5185, 6825 MJ ARNHEM / 6802 ED ARNHEM,
Netherlands

S o
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o A4XJETCP Il Notified Body Partners

o 1XIFEIZEMDRELIVDR Notified Body

o B E—FEEREE(Stage 1 Assessment Including Document

Review and Training)
o BE5SANEE S ER(Stage 2 On-site Assessment at Head Office)

¢ 110.1231REmEYEHBERF ASTCP INIEXFE o] RE -
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2. BEIRE: IOMSHREE RS =N EER X (SOP)
3. WEHE:IFLA(BBERMESEH) - ReeleMEBLUZFERIVHEE
4, WEBX EEHHEN - M e =
5. EEI: QMSHELERBESE
6. GMPREHREERBIVEMELERESE or ISO 1348555 =
7. HAPMDAZ H &1 I 1§ ERCBs(Registered Certification Bodies) #8581
4R HASRERMEERESIEAE HAE BR5R S
01 TUV Rheinland Japan EABSE
02 BSI Group Japan EAD3E
03 SGS Japan EAFE
04 TUV SUD Japan EAAT
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— R B AY |SO 13485& M &A@ A H AN {EE T

Certification No.: TR Cert # -

JAB #

2. Executive summary

Name of Auditee

Auditee's Representalive Manager/ Management

Auditee’s Email address

Order Number

| Language of the audit | Japanese

Overview of the organization

[ # ] Basis of the audit | Applicability |

| 1| 1S0O 9001:2008, JIS Q 9001:2008 / 1SO 9001:2015, JIS Q 9001:2015
|| 2]1S0 13485:2016, JIS Q 13485:2018

3| Other additional requirements or standards [

(A Appled standard(s))

S o
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o« —AZHAAY SO 13485&E8MH S @B HAREEE

Audit Report No(s).: TRLP: Rev.1

JAB: TRJ: Rev.1

medical devices domestically and overseas. Their activities under the scope of the QMS cover
design & development, manufacturing and servicing of Ophthalmic Medical Devices.

Ltd, has 2 sites, both of them are located across the road. The detailed activities of these sites are
described in the above identified as "Locations under the scope of the quality management system".

# Audit criteria A
j“}} 1 (EN) IS0 9001:2008

ISO 13485:2016, JIS Q 13485:2018 A

2

3 Medical Device Directive 93/42/EEC Annex V A

4 Active Implantable Medical Device Directive S0/385/EEC
5 In Vitro Diagnostic Medical Device Directive 98/79/EC

I 6180 13485 2003 under CMDCAS!

g
Device GMP and 1SO 13485 Audlt Reports between EU AIMD!MDD;’IVDD
NOUNEa Doy raiues aiid nuJoe, 1 MDA AULUNLZEU vigditdl Uevive oivir
Auditing Organizations™)
9 Any additional requirement or standard A

10 Defined processes and company's QMS documentation A
(A — Applied by the Auditee)
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BN G ISO 13485:2016 & EN ISO 13485 BEFER (145
BEas 9712272 (CAV) , 3106762 (EX) , 3106761 (M-visit) REEAEOER, §iF, S

BEOH GRS
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Incorporated Administrative Agency
Pharmaceuticals and Medical Devices Agency (PMDA)
Date of Report: April 11, 2018

QMS Inspection Report

To Chief Executive, Independent Administrative Agency PMDA

Person in Charze of Inspection: Quality Control Specialist, Office of
Mazufachuing Quality

Other Inspector: , QMS Specialist. Office of
Manufacturing Quality

1. Reference Number
Report number: 000000

ra

General Information. on Inspected Party and Facility
Name of the Inspected party

Address of the Inspected Party

Name of the Inspectad Facility

Address of the Inspacted Facility

Authorization (Registration) Number of the

Inspected Facility

Date of Authorization (Registration) April 1, 2018
Name of the Inspected party

Address of the Inspacted Party

Name of the Inspected Facility

Address of the Inspected Facility

Authorization (Registration) Number of the
Tnspected Facility
Dats of Authorization (Registration) Tamuary 1, 2017

2.1. Corporate Information of the Faclity
(Hereinafter, referrad to as . ") was established in 1930 a5
... for manufictaring and marketing of nutritional foods and medicines derived from
livestock organs as their ingredients The company changed to the curent corporation name in 1969, and
presently manufactures and markets medicines, test reagents, medical devices and laboratory instruments
and apparatus

th 3Bl 52 X Bl
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1. Equipment for Production \/’ 2. Equipment for Inspection L/

No. E qulgi:::r-:? °Nr ame Specification Quantity Remark No. Equlf:?rﬁl;? OI:I‘ame Specification Quantity Remark
1 Storage 70ut 1 1 Test Room 40nt 1
2 Work Table 0.9m X 1.5m 1 2 Burn-In Room 575nf 1
5 Work Table c; g;n; xxg) :n:] ] 3 ‘O.scilloscope tds-1012 1

: - 4 Digital Voltmeter fluke19 1
4 Work Table 0.9m x 1.5m 1 5 Digital LCR Meter RLC100 1
5 Tool Grinding Machine YS6502 1 8 ROM Writer all-lab2 1
B Cutter DG100B4 1 7 Digimatic Caliper cd30g 1
7 Vise KS B3402 1 8 Frequency Converter FCR 1
8 Electric Drill GSBS50RE 1 9 Digital Thermometer az8803 q
9 Electric Screwdriver PSR7,2VES 1 10 Stop Watch c-516 1

10 Tapping Machine M3~M10 2 1 Puncture Tester p-5010 1
1 Wrench Tool KR9773 1SET 12 Leakage Current pti-6400 1
12 T Wrench 4-10mm 1SET 13 Leakage Current PLi-6400 ;
13 Spanner 5-23mm 1SET 14 Earth Resistance ilo-et300° ]
1 File Faralle;ozr;adngular, 1SET 15 Power Meter abm2012 1

16 Mass Flow Meter gfm37 1

15 | SweepFurcion 52050 : | Fedosigey anEs 1

18 HF-ACAMMETR 201603 1
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Exclusions of Design and Development Controls Statement

We certify that, in our capacities as (the position held in company) of (company A name)
and (the position held in company) of (company B name), the medical devices
manufactured by (company A name) were designed and developed by (company B
name). (Company B name) is fully responsible for design and development activities (ISO
13485: 2016 7.3.1~7.3.10) including design and development transfer (ISO 13485: 2016
7.3.8) of the medical devices as described in the scope of (company A name) quality
management system as well as product lists of QSD application.

We understand that any incorrect information contained in this statement may result in
refusal of the QSD application or cancellation of QSD registration.

Signature Signature

Printed Name Printed Name

Position held in the Company A Position held in the Company B
Date Date
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