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Form No. 10 Agreement related to Certification of Designated Highly Controlled Medical
Devices

— R VAN BB R BRI ST T

HEE
TO: Japan Electrical Safety & Environment Technology Laboratories
Attention: President

HERETHEERERESRIECRIFAEE
Agreement related to Certification of Designhated Highly Controlled Medical Devices
in Japan

I, — R EE NE R BRI FERT (UL T,
TTET) &9, ) 2T O RS, RS OMWE., A 20K VLM ORI 5 k8
(RN 35 ARIEHES 145 5 DLF A LWvnEd, ) 23 5% 2 0 23 OFEICESE, B4
TR E S EHEZ D THRE 3 2 i B2 8 BRI M 2 ST/ BRI IR 2 (LU T THE 8 v 2 4 B
M) WV WET, ) ORLEIRFEFERE (LU T, TREGE) & W), ) IR D ZEB LRI A D £ 9.,
AT 2DWTRE LE 9, The company, as entered in the above blank space (hereinafter
“company” ), has agreed to the following in order for Japan Electrical Safety &
Environment Technology Laboratories (hereinafter “JET” ) to smoothly carry out
operations related to Certification of manufacturing and sales of Designated Highly
Controlled Medical Devices or Designated Controlled Medical Devices (hereinafter
“Designated Highly Controlled Medical Devices .” ) which the Minister of Health, Labor
and Welfare of Japan sets the criteria and designates based on the provision at Paragraph
23 of Subsection 2 of Section 23 of Act on Securing Quality, Efficacy and Safety of
Products Including Pharmaceuticals and Medical Devices (Act Number 145 of 1960,
hereinafter “PMD Act” ).

1. FREEHFEZITHICBEL T On application for the Certification

D). BERBEER M ORI 2 W F 12 38 5 o0 SE 3L VS BRICBA 3 248 3 (QUS &) I &3
DHBE L, WEEREE X7 (LT TQUS) EWwWnEd,) ZHRrLE7,
The company documents the rules which meet the Ordinance on management of
manufacturing and quality of medical devices and in—vitro diagnostic reagents
(QMS ordinance) and maintain the Quality Management System (hereinafter “QMS” )

2). JETORAET 17T MR D HEEREEHERESRERE Fol&) 2502 KRFHE
WZHICHEAT DL 2 LET,
The company always meets the requirements including the ones in “Guidebook for
Certification of Designated Highly Controlled Medical Devices” for certification
program of JET.

% - EEm A PRI AR SERE Fo1& ) FEOHE, JEThbiRtshs b

DOELET,
Remarks: “Guidebook for Certification of Designated Highly Controlled Medical
Devices.” is to be provided by JET each time when it is revised

3). WREDFEAEMICHELREHEZ R TR IRNET,

Z OYERFICI, RREEA, EAVEA, A T A, 5D L oA TR,
P AL K OV DRI D 7o 02 b B2 SCE OFHAE N NZFRREIC B4 5 3~ TOHAT~D
SHAY | FiEk (NEEEARE 2 5T) ORI &K OHHARBEIRE & OmRDO OO E L
HrET,

The company makes the all preparations necessary for inspection for the
Certification. The preparations include the ones for the product review, QMS
inspection, surveillance inspection, QMS inspection 1in every five vyears,
inspection for confirmation and inspection of the documents necessary to resolve
complaints, as well as access to the sites related to the Certification and to
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the records (including internal audit reports), and interview(s) with the people

related to the organization.

FRREDH R L 72> TV D IRE R EFHEREHEFICOWTRETRIES N TN Z a2k

Eyq Li—a‘o

The company may make an announcement on the Certification by JET only concerning
to the Designated Highly Controlled Medical Devices, which are certified by JET.

J ETOEZHEZ 9 L 9 72ilGEDff
L J ETZ))”’:%AZ_E)J:‘chiHﬂLAH \—Egj—é

WHZET, F70, PR < UTHEHE 2RI 5
FRHIIBZ 2 WFEEA,

The company does not use the Certification in such a way as to risk JET s
reputation and does not make an announcement related to the Certification which
JET considers that it may lead to misunderstanding or deviate from the limits

POREDHGHE L 2= T 5 a1lid, F8RE
JET@E*&%D_Mﬁiio 25k

EMLTWLIXTOER KGR EEZTIEL,
EJE BREZRH N LE T,

If the Certification is cancelled, the company stops all publicity and advertising
referring to the Certification and returns the Certificate and the Statement of
Conformity to the Standards concerned.

TMNEFOHEITHAE L TWDH Z &

RGO T RRE R Li#

The company may use the Certification only to express that the Product meets the

rules set by the “PMD Act”
FOREE, EYEE SRR, ®EELOER
Liﬁho

HO—ETH-oTH, BEEH LI R HFIETHER

The company does not use the Certificate, the Statement of Conformity to the
Standards, the Reports and any of their parts in such a way as to lead to

misunderstanding.

XE, N7 Ly P UTER  IREFEORATREECOW TN 55581213, JETOH

RFEHICHENET,

The company follows the requireme

nts by JET in case the former refers to the

Certification in its documents, pamphlets or media for publicity, advertisement.
J ETDO®RITT 5 rmuuﬁil %‘; Téh'(b\%)v‘—ﬁfi\ ?Eﬁﬁf_mfil:fgfé% ff?wun
DFFL LTornd<—27 Tldl . [EBEDOYV U ARNL~—7 Thd LR L, Yki~—7 %

F AL B S 3R L EE A,

The company recognizes that the mark on the “Certificate” issued by JET is not
a logo as a proof of the Certification but a discretionary symbol mark, and does

not use it in the publications of

IR CBY D 2R FH AT L, Al

the company.

BTN TON Rz RE LT,

The company observes the requirements related to the Act. and provides all
information necessary for evaluation.

EFEOERFHIIE> T, TRXTOEFE2G0aIa=r—va r RNE o T2 ALE 2 7k

L. JETHAEZEIISCTHHTES

c]: 9 \—l./i‘a‘o

The company puts communications including all complaints and the measures taken
on record according to the requirements by the PMD Act and makes it available to

JET as necessary.
PRRERZ I AR R A B 2 D T HEME
TIZ@Em L E7,

Do HEFELATOLGEITIE, TOFEEZEPLNT T E

If any change which may affect the conformity is made, the company informs JET

about it immediately.

FEDORHIZEEL T On submission of the application

WIHTOHFEORIZIL, BAEILIZY

ZREELRELET,

When the first application is made, the company submits the pertinent Agreement

duly signed and sealed.
HEENEDOEENE L T-5GE
If any change in the application,
immediately.

X, W EmE L > CJ ETICHERHELET,

the company informs JET about it in writing
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3). BHICERNTHHEHTHF LTI 25E6ICE, EHx b TEMTHEEHIC, ZLE
fk%ébt%ﬁ%ﬁ_owfiki%wbifo
If the application is withdrawn for any reason on the part of the company, the
company informs JET in writing and pays actual expenses for the inspection carried
out until then.

. BEOEMIEEL T On the inspection

1. FRAEFEEICH > T, HEEMOFEMEL, anEE, BT — 2 FIZ oWV T, FRigft
DEFEN - T-BIIT Rt E LET,

For product review, the company provides the information on the raw material,
the standards applied for the components, the test data, . of the Product applied
as requested.

2). WAEMEREICH > TX, PIRFHE, —_A T U AFEL NS FET &AM ORI

B 3CE - FUER R OV ORI NS T AR 2 B OEE L ERGIT~DLHAY
HEEHOET,
For QMS inspection, the company provides access. to the sites necessary for
investigation of documents, records and complaints as well as examination of the
factors including subcontractors in the 1initial inspection, surveillance
inspection, and QMS inspection in every five years

3). WAMREBICH UL, A—T = T RO a— 0 I —7 4 7%, &EH - BT
B L O] ETHRET DL FE BT LET
For QMS inspection, the Chief Executive Officer, the Engineer in Charge and the
Person in Charge which JET specifies are present at the opening and closing
meetings.

MS DHEFFICIRAEEHFAEDERIZ OWT Regarding conformity inspection on
maintenance of QMS
D). FBRAEZHERF L TV D HIMIHR, QUS 2SRRI R FIH 22 L, MEFF S LT a2 E 95 »
ZHERT D QS DY —_A T U AR OWNTIE, BEHSICHESWCTJETMTY 2 &k
L%,
QMS surveillance inspection, in order to check whether QMS is maintained and the
requirements for it are met continuously during the period of the Certification,
is to be carried out by JET according to the notices.
2). #_“47/X%E@ﬂﬂ;ﬂi 5T L OHMNICEBWT, FRREH A e LT, e
1 [E % L E T,
The surveillance inspection is to be carried out annually as a general rule,
counting from the date of the Certificate, during the period of 5 years.
3). SAEZ Lo AMRAEORINIT, WEEHAERE LT, 5FEZRBWVHEiEE LET,
The time of QMS inspection in every five years is within 5 years counting from
the date of the Certificate.

FEEEOFTFANMNZDOUVNT On payment of the fees

FEBIO I, FHIE U TEEREBOFRITH NG 30 HUWN, 22 ORFES D BLRTE L,
REDOEHITOEADOIREAZ LV AN EB 2V ET, ZOREO | SRITHRA O FEEHT Y 2
B LET, ol BESIBRLIEATERNENE UGA I BEERK TRICERE LET,

The company pays the fees billed by JET, as a rule, within 30 days after the date
of the bill and before the date of the Certificate by transfer to the bank account
specified by JET. The company bears the bank transfer fees concerned. If there is
any excess or deficiency in the expenses for the inspection, ., it is adjusted after
the Certification.

&, RBEEOREIZ OV T On adjustment of traveling and transportation expenses
HWAMREICE T AER B OKE., ZBEZICO VT, sAEK T#%., JETOHEKRIZES
EXHWET,
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The company pays the auditors’ traveling and transportation expenses for QMS
inspection after the completion of the inspection based on the bill(s) issued by JET.

7. FREREEOFEFBICOWT On the obligations as Certificate holder

. EEOHA~OBEEREZ BT LET,
The company observes the obligations to meet the rules including the ones set by
the PMD Act.

2). =g T RER, 5FET L OMEVERE L OCHERREOZ T ANE LET,
The company accepts the surveillance inspection, QMS inspection in every five
years and inspection for confirmation.

3). WREA T FHICERNAE Uaid, T—HAEHE) L EMEE kL] 262
RNET,
If anything in the certified product is changed, the company deals with it
submitting  “Application for the partial change(s)” or “Notice on the
insignificant change(s)”

4). FRREICHEE 5 2 2B FENE Z o 2B E ICGRREE R FHE A e S E T,
If the change in the Product affects the Certification, the company keeps it
always meeting the requirements for the Certification.

5). FREZ ST 7o BT JIS BRSO RS ~ O BRF IR IS A E & S E T,
The company keeps the certified Product continuously conforming to the
requirements for the product, such as the ones by JIS standards

6). FIERRENOOEELHAEL, WUIRLELZIRY . ZOREROREL LET,
The company investigates complaints expressed by an interested party, takes
appropriate measures, and keeps a record of them.

7). FREORE L a2 T 7256 OFGEZ 5L H L TV 5 BARJRE S O Ik L OGRGEFIF DN &
W A RE DA & bijﬁo
The company stops any publicity and advertisement. referring to the Certification
and returns the Certificate and the Statement of Conformity if the Certification
is cancelled

DEFETITAARGENFE L TH Y | HFEIZHRATT, Zh b6 ORICT B —E
75)&)5%/:.\ AAGEDESESNET,
Notice: In this Agreement, the Japanese text is the original and the English text
is for reference purposes. If there is any conflict or inconsistency between
these two texts, the Japanese text shall prevail.

RO EEEFERERERSICRIFAEELHFRLZHABLZOTHELET,
The company has confirmed and agreed to the above contents of this Agreement related
to Certification of Designated Highly Controlled Medical Devices.

i A H
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2tt4 Company

FH Representative Fll Seal
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