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報:
P,odutt Service

EC Certificate
Fu‖ Quatity Assurance System
Directtve 93/42′ EEC on Medical Devices(MDD),Annex ll exduding(4)

(Devices in Ciass Wa,Iib or‖ り

No.G1064193 0003 Rev.01

ManuFacturer: SACAMI RUBBER INDUSTRIES COB,LTDロ
2-l Motoぃ Chol Atsu9卜 Shi

Kanagawa"Ken
243‐0002 JAPAN

Product Catego呼 (ies,I Natural Rubber Latex Condoms

The Ce武編cation Body of TむV SttD Product SeⅣ ice(3mbH deciares thatthe aforementioned
manufacturer has implemented a quality assurance system for design,nRanufacture and final

inspection ofthe respective devices/device categories iЛ  acco「dance with ME)D AnnexII
This qualky assurance system conforms to the requirements ofthis Directtve and is suttecttO
periodical suⅣ eitiance.For marketing of ciass I‖ devices an additional Annex II(4)cenincate is

mandatory See also notes overleaf

Report No.: MYQMH0549093-721423244

Valid from:

Valid unti::

Date,

2020-04‐20
2024‐ 05‐26

2020‐ 04‐ 20

どっ0′し
Chrlstoph Dicks

Head of Cettification/Notified Body

Page l ofl

TじVSし D Product Service GttbH is Notified Body wlth identincatiOn nO,0呵 23
孝

＞
一

TOV SOD Product SeⅣ ice CnlbH・ CertincattOn Body o Ridlerstratte 65・ 80339 Munich・ Germany
醐
①



TUV SUD Product Se「 vice GmbH Ridlerstr 65 80339 Munich Gemany

SAGAMI RUBBER INDUSTRIES CO.,LTD.
2-l Moto‐ Cho,Atsug卜 Shi
243‐0002 KANAGAWA―KEN
JAPAN

TUV SUD Product Service GmbH
Ridlerstr 65

80339 Munich

Germany

Add value.
Inspire trust.

Page

l of 4

tuvsud.com,ps
Hot‖ nei+498960084-747

Your referencettetter of

CBW 64193

Our referen∝ /name

MAL 5935090

Ema‖

Supewlsory Board:
Holger Lindner(Chairman)

Board of Management
VVaker Renhmaier(cEO)

Patnck van vVel頓

Date

2024‐ 05-15nu rra‐Ы@tueV‐Sued∞m

TUV SUD Product SeⅣ ice GmbH
Confir『nation Letter

CL 064193 0004 Rev.01

Reference:   MAL 5935090

To whom К may concern,

Confirmation of the status of a formal application,w『 itten agreement,and appropriate suⅣ eil‐

lance in the framework of Regulation EU 2023′ 607 amending Regulations(EU)2017′ 745(in the
fo‖ owing referenced as MDR)as regards the transitional provisions for certain medical devices

and in vitro diagnostic medical devices.

Ⅵnth this tetter Tし V SuD Product SeⅣ ice GmbH,designated under MDR and idenJled by the number
0123 on NANDO,confirms that we have received a formal application in accordance with Section 4 3,

first subparagraph of Annex V‖ of MDR and has signed a written agreementin accordance with Section

43,secondsubparagraphofAnnexVIIofMDRwiththeabovestatedmanufacturerwHththefollowing
SRN Number

SRN Number」 P―MF-000040149

The devices covered by the formal application and the written agreement mentioned above are identified

in the Tables below
‐   Table l identifies the devices fbr which an MDR application has been received,written agreement con―

ctuded and for which T口 V SUD Product SeⅣ ice(3mbH is also responsible for appropnate suⅣ eiWance of
the corresponding devices underthe applicable Directive

―   Table 2 identifies the devices for which an MDR application has been received and a written agreement

conctuded,but TUV SUD Product SeⅣ ice GmbH has⊇ ot yettaken the responsibilly for appropnate suⅣ eiト
lance ofthe corresponding devices underthe applicable Directive

Registered Ottice:Munich

Trade Register Munich HRB 85 742
UniCred‖ BankAG BIC HYVEDEMMXXX
IBAN DE13 7002 0270 0048 8522 11

VAT ID No DE129484267
information pursuantto s 2[1]DL― infoV

(Germany)attuVSud comttmpnnt

可КЛrO

/々
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if devices covered by cettincates issued under Direcuve 9o/385′ EEC(AIMDD)or Directive 93/42′ EEC
(MDD)that eXpired atter 26 May 2021 and before 20 March 2023,without having been wtthdrawni this
tetter also confirms that
―  the manufacturer signed the wntten agreement under MDR by the date of MDD/AIMDD ceAincate expiryi or
‐   provided evidence that a competent authority of a Member State had granted a derogation or exemption
from the apphcable conformtty assessment pЮ cedure in accordan∝ wXh Atticie 59(1)of MDR or Articte

97(1)ofthe MDR respectively

The transition timelines in accordance Atticle 1 20(3)of hllDR that apply to the devices covered by this

ietter,suttect tO the manufacturer's continued compliance to the other conditions specined in Article 1 20

(3c)of MDR,are shown below:
・    26 May 2026 for Class i‖ custom―made implantable devices

・   31 December 2027 for Ctass III devices and Ciass IIb implantable devices(exCept suturesl staples,dental

lllings,dental braces,tooth cЮ wnsl screws,wedges,platesl wires,pinsi clips and connectors)

・    31 December 2028 for other CIass IIb devices,Class IIai Ciass i devices placed on the marketin ster‖ e

conditioni measuring function

・    31 December 2028 for devices not requiring the invoivement of a notined bOdy under MDD but requiring it

under MDR(eg"daSS I devi∝ s that quali,aS re_usabに surgttal instruments)

We reseⅣe the rightto invoice any issuance,copies,amendments and′ or changes ofthe conlrmation

tetter according to effort

For con輛 rmauOn ietter validtty see― .tuvsud com/ps― cert?o=cettiCL 064193 0004 Rev.01

in case ofinquiries please contact medical devices(励tuvsud COm

On behalf ofthe Nouned BOdy TUV SUD Product SeⅣ ice(3mbH,
15052024

TUV SUD Product SeⅣ ice GmbH
Medical and Health SeⅣ ices

Nur Razifah

Conformity Assessment Responsible(CARE)

TUV SUD Product SeⅣ ice GmbH
Medical and Health SeⅣ ices

Arianit FazIり a

2024.05.1509:19:46

+02:00:

Attan‖ Fazlta

Applicadon Reviewer

/ レ
'て
T歩
″呵L.
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Table l:Devices covered by this ietter and for which TUV SUD Product SeⅣ ice GmbH is also re中

sponsible for appropriate suⅣ e‖lance ofthe corresponding devices underthe applicable Di‐

rective:

Devlce name or Baslc

UD卜Dl(under MDR ap_

plication)

Natural Rubber Latex

Condom

MDR Device ciassifica‐

tiOn tas prOposed by the

manufacturer and veriⅢ

fied during application

中Vi叫 )

図 Ciass IIb

Ifthe MDR deviceis a substi‐

tute device,identincatiOn Of

the corresponding

MDD′AIMDD device

図 ldentincatiOn Of the corre―

sponding devlce under

MDD′AIMDD
individual Articie number:

ES5976:ES5977:ES5975;

ES5974,ES6486,ES6541;

ES6342;ES6460;ES6346;

ES6343i ES6344;ES6345;

ES6347;ES6467:ES6361;

ES6423;ES6362;ES6358;

― ES6462;ES6350;ES6351;
. ES6468:ES6363i ES6386i

' ES6419;ES6359;ES6420i

l ES6360;ES6446i ES6424;

― ES6463;ES6352i ES6353;

ES6461,ES6422;ES6348;
! ES6421;ES6349;ES6469;

ES6364;ES6365;ES5616;

ES6615;ES5466i ES5468;

ES5465,ES5256;ES5258;

ES5257:ES6411:ES6412;

ES5254;ES6619,ES5407i

ES5408,ES5406;ES5613;

ES5612;ES5387;ES5376;

ES5392,ES6413;ES5391;

ES6223;ES6039;ES5787;

ES5911:ES5790;ES6142;

ES6141;ES5912;ES5803;

ES5910,ES5804;ES6043;

ES6045,ES6044;ES6048;

ES6042;ES5784,ES5789;

ES5782;ES5780,ES5783;

ES6392;ES6393;ES6394;

ES6395

MDD′AIMDD Certi“ cate Refeト

enCe(S)。 fthe devices under

MDR application,andthe NB

Identification

図 CertincatiOn as foliowま

Cettilcate#G10641930003

Rev 01;NB干 0123

得 0
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Table 2:Devices covered by this ietter and fo「 which TUV SUD Product SeⅣ ice GmbH is NOT re‐
spOnsible for appropriate suⅣ eillance ofthe corresponding devices underthe applicable E〕 ト

rective:

Dev:ce name or Baslc

UDl‐Dl(under MDR ap_

plication)

図 N′A

Date

2024/05/03

2024/05/15

MDR Device classifica‐

. tion tas prOposed by the

l manufacturer and veri‐

荀ed during applicatiOn

!中Ylewl
l図 N/A

TUV SUD PЮ ductSeⅣice GmbH

internai reference traceable to

each version ofthe letter

MAL 5935090

MAL 5935090

ifthe MDR deviceis a substi‐

tute device,identi罰 cation of

the corresponding

MDD′AIMDD device

図 N/A

MDD′AIMDD Certi■ cate Re←

erence(s)ofthe devices un‐

der MDR application,and the

NB IdentiΠ cation

1図 N/A

Confi『:Ⅵ ation Letter Version History

Action

initial issue

Add SRN Number

ノ砕L―∪
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