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EC Declaration of Conformity (No. DC-S071)

Manufacturer Name : Ohira Co., Ltd.

Manufacturer Address : 629-961 Niiborishinden,
Minamiuonuma-Shi,Niigata-Ken,949-7135 Japan

Registered Trademark . Rexxam

SRN (Single Registration Number) Manufacturer . JP-MF-000004195
Authorized : NL-AR-000002643
Representative

Authorized Representative ' Rexxam Co., Ltd. Netherlands Office

Address (if applicable) : Steenovenweg 5, 5708 HN Helmond, The Netherlands

Basic UDI-DI . 4571260230018N

Product identification 3 Name of the Device: Applanation Tonometer SL-TM
Product code . B-44/B-45/C-83/C-84
Catalog number : None
Otherreference . None
Intended . The Applanation Tonometer SL-TM is
purpose: used for measurement of Inter-ocular

pressure and diagnosis of Glaucoma
etc.

Classification . Class | medical device with measuring function Rule 5
Annex VIII of the MDR

Notified Body Name . SGS Belgium NV

Notified Body Address . Noorderlaan 87, BE-2030 Antwerpen, Belgium

Notified Body ldentification : 1639

Number

Conformity assessment . Ohira Co., Ltd. Uses the following procedure for the CE

route Labelling of their products according to the regulation MDR
2017/745:

Class | with measuring function: EC conformity declaration
according to Annex lI+Il and IX.

This declaration of conformity is issued under the sole responsibility of Ohira Co., Ltd.

We hereby declare that the above-mentioned medical device(s) meet the provision of the
Regulation (EU) MDR 2017/745 for medica devices. This declaration is supported by the Quality
System approval to EN 1SO13485:2016 issued by SGS United Kingdom Ltd.

EC Certificate Number: EN 1SO13485:2016 Certificate JP08/040114, EN MDR 2017/745 Certificate
JP22/00000336

All supporting documentation is retained at the premises of the manufacturer.

This declaration of conformity is valid from Nov. 15, 2022.

(Valid from SN. 2022-4943~)

Signature: W Date of issue Nov.15,2022

Name Takahiro Ohira
Function Manager of Engineering Department




