
@ ST MARYS RUBBERS PRIVATE LIMITED

Reg.Office Address:XVl li40 1 A,Thottamkavala

Vizhikkathode, Koovappally PO.
Kanjirappally, Kottayam

Kerala - 686518, lndia'

Phone: +91 (0) 4828252277
+91 9446 076 270

Email : cs@stmarysrubbers.com
Web : wwwstmarysrubbers.com
CIN : U25'199K12002PTC015698DTffiMH

Doc ilc F/QAy'32

lsE,e ido, Date:0L 11.01.2018
Reu No, Dat€:04, Ir.11.2@0

DECLARATION OF CONFORMITY
Application of European Union Council Directive 93l42lEEC as amendedby 2OO7l47lEC

Manufacturer

European union Authorized
Representative

Product

Brand

Device Classification
Conformily l5sgssrnent Route

Standards Apdred

Applicable Guidance
Documents

Notifted Body name & address

Notified Body
EC Certificate ilo.
Date & Place of tssue

Validity Date

Date:14.O5.2O21
Place: lhnjirappalty

: St Mam Rubbers tut Ltd.
XVll /4OfA, Thottamkavala, Vizhikkathodg Koovappally PO,
Xanjirappally, Kottayam - 68651& lndia

: Emergo Europe BV, Prinsessqracht 20, 2514 A,P The Hagrre, The Netherlards

: Sterih latex surgical gloves powder free (polyrner coated)

: Medismart +

: Class lla as per Rule 6, Annor lX of Council Directive 93/42/EEC

: Article 113.(a) and Annex ll exduding section 4

:EN ISO 1!ltl85: m16, EN ISO 14971 :2012, EM55-1 :2000.8N455-2:2fi)9+A2:2013
EN 455-3 :2(X5, EN tt554 : 2(XX), EN tSO 15223-1:2019 EN ISO 10993-1 :2(IX), EN tSO
10993-5 : 2flD, EN tSO 10993-7 : 2008, lSO 10993-10 :201Q|SO 11135-12014 EN tSO
11il18-2 : 2(XXl, EN ISO 11737-t: 2006, EN ISO 11717-2: XXX), EN ISO 11607-1 : 2(XI9,
EN ISO t1;fi7 -2 :2(106, EN 1(Ht20(}8, ISO 10993-1 1:2!.t7, EN 62366:2ffi

: MEDOEV 2.519 Rev 1, MDD 93l42lEEC as amended, MEDDEV 2.7.LRu t,
MEDDfV 2.4/1 Rev9, MEDDEV 2.1212 Ren 2, NF MED/2.l2lRec 1

: DNVGT Presafe AS

Veritasveien 3, N- 1363 H6rik, Norway

:24il
: !fil 7 -2A17 tt -l N D.NA-PS Rev. 4.0
:26 April202L Hovik

:27 Mtg2O24

We declare under our sole responsibflity that th€ abore mentioned product complies with the essential requirenrents of EC
Directive 93/42|EEC, Annex lX, Class lle, Rule 6. All Prior amendrnents are and as transposed into national laurs

This Dedaration of Conformity is valid until 27 Ma12O24, EC cerdficate validity date.
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