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NIPRO CORPORATION
N I PQD 3-9-3, Honjo-Nishi, Kita-ku, Osaka 531-8510, JAPAN
TEL: +81-6-6372-2331 FAX: +81-6-6371-7422

Date: October 18, 2018

To whom it may concern;

DECLARATION

We, Nipro Corporation, hereby declare that the attached documents are true and
complete copies of EC certificate. /

Sincerely yours,

Minoru Doimoto,

Deputy General Manager,
Quality Assurance & Regulatory
Compliance Division

NIPRO CORPORATION

Digitally signed by Mirza Alexandru
Date: 2019.02.07 23:20:04 EET
Reason: MoldSign Signature
Location: Moldova
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Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex il excluding (4)
(Devices in Class lla, b or Iif)

No. G118 0143398 275

Manufacturer: Nipro Corporation
3-9-3, Honjo-Nishi, Kita-ku
Osaka 531-8510
JAPAN

EC-Representative:  NIPRO MEDICAL EUROPE
(Naamloze Vennootschap)

Blokhuisstraat 42,
2800 Mechelen,

BELGIUM
Product Hemodialyzers, Hemofilters, Balloon Infusers,
Category(ies): Endotoxin Filter, Huber Needles/Huber Needle Sets,

Intravenous Catheters, Stopcocks, Biohole Kit,
Hemodialysis Catheter, Hemoconcentrators,
Hemodiafiiters

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex 11,
This quality agsurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class Il) devices an additional Annex |l (4) certificate
is mandatory. See also notes overleaf.

Report No.: JNQ235032810
Valid from: 2018-05-22
Valid until: 2021-11-05

Date, 2018-05-22 V‘M

Stefan Preil

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
Page 1 of 2
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TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany TV
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Product Service

EC Certificate

Full Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex H excluding (4)
(Devices in Class lia, llb or lll)

No. G118 0143398 275

Facility(ies): Nipro Corporation
3-9-3, Honjo-Nishi, Kita-ku, Osaka 531-8510, JAPAN

Page 2 of 2

TOV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany



TOV SUD Japan Lid. Sumitomo Fudosan Bldg. No.4 8F Shinjuku-ku Tokyo 160-0023 Japan N X
Choose certainty.

Add value.

Nipro Corporation

3-9-3, Honjo-Nishi, Kita-ku
Osaka 531-8510 Japan

Japan, 2018-05-24
To Whom It May Concern

We, TUV SUD Japan Ltd. confirm that the following certificate:
G118 01 43398 275 (Valid until 2021-11-05)
issued to the following auditee:

Nipro Corporation
- 3-9-3, Honjo-Nishi, Kita-ku,
Osaka 531-8510, JAPAN

covers a full quality assurance system according to Directive 93/42/EEC on Medical Devices
(MDD), Annex Il excluding (4) (Devices in Class lla, llb or ll):

Hemodialyzers, Hemofilters, Balloon Infusers,
Endotoxin Filter, Huber Needles/Huber Needle Sets,
Intravenous Catheters, Stopcocks, Biohole Kit,
Hemodialysis Catheter, Hemoconcentrators,
Hemodiafilters

With this letter, TQV sUD Japan Lid. confirms that the above products are manufactured at:

Nipro Corporation Odate Factory
8-7, Hanukiyachi, Niida, Odate-shi,
Akita, 018-5794 JAPAN

Only the facility which is covered by the QMS of the manufacturer can be listed on the EC
certificate issued by TUV SUD Product Service GmbH. Nipro Corporation Odate Factory is not
listed on the certificate G1 18 01 43398 275, because Nipro Corporation and Nipro Corporation
Odate Factory maintain their own individual QMS.

TOV SUD Japan Ltd.

Noriyu!}d Ohta .
//, " b

Non Active Medical Products
- MHS Division

Telephone: +81 3 3372 4821 TUV SUD Japan Lid.
Telefax: +81 3 3372 4837 Sumitomo Fudosan Bidg. No.4 8F
hitp:liwww.tuv-sud jp 4-33-4 Nishi-Shinjuku

Shinjuku-ku Tokyo 160-0023 Japan

TUV®



Registered No. 1299 - 2018

NOTARIAL CERTIFICATE

This is to certify that Mr. Naoto TERADA an agent of
Mr. Minoru DOIMOTO, Deputy General Manager, Quality Assurance
& Regulatory Compliance Division of NIPRO CORPORATION has stated
in my very presence that said Mr. Minoru DOIMOTO acknowledged
himself to have signed to the attached document.

Dated this 23rd day of October, 2018

-

\\d
SHUN]JI TAMAKI

Notary
Osaka Legal Affairs Bureau
1-2, Hirano-Machi, 2-Chome,

Chuo-ku, Osaka, Japan

OsaxalEaas AFFAIRSBUREAU
(S NOTARY,

1-2, HIRANO-MACH!, 2-CHOME,
CHUO-KU,0SAKA JAPAN

)
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(Convention de La Haye du 5 octobre 1961)

1. Country: JAPAN

This public document
2. has been signed by Shunji TAMAKI

3. acting in the capacity of Notary p_f the Osaka Legal Affairs Bureau
. bears the seal/stamp of Shunji TAMAKI, Notary
Certified

at Osaka 6. OCT. 232018
. by the Ministry of Foreign Affairs

. 18-No. 002944
. Seal/stamp: 10. Signature

’ Naomi ASANO
: For the Minister for Foreign Affairs

s
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