
@ ST MARYS RUBBERS PRIVATE LIMITED

Reg. Office Add ress:XVl l/40 1 A,Thottamkavala

Vizhikkathode, Koovappally P.O.

Kanjirappally, Kottayam

Kerala - 686518, lndia'

Phone: +91 (0) 4828252277
+9'l 9446 076270

Email : cs@stmarysrubbers.com
Web : www.stmarysrubbers.com
CIN : U25199K12002PTC015698utM.*

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

Manufacturer : St Mrys Rubbers R t. Ud.
nfi /tfrU, TMtamkavala Vizhikkathode, Koorrappally PrO,

Kaniirappally, (dtalrarn - 6865f8, hdia

European Union Authorired : Emergo Europe BV, Prinsesegra€ht 20, 2514 AP The Hague lhe Netherlands
Representative

ApplicaHe Guidance
Do€uments

Notified Body nanre & address : DNV GL hesafe AS

Docllo: F/QU32
lssue l{o, DaE: O1, 1l.g}.201E
ftwllo, DaE: o4 $.11.204

: Sterih latex surgical gloves, powdered

: Medhmart

: EN ISO 13t[85: 2016, EN ISO 14971 :2012, EM55-1 : 2fiX],EN455-2:2009+A2:2O13
EN 455-3 : 2006, EItt 455-4 : 2(XD, Eil ISO 15223-1:2016 Et{ ISO 10993-1 : 2009, EN ISO

10993-5 : 20(D, EN ISO 10993-7 : 20(8, ISO 10993-10 : 201glSO 11135-1:2O14 EN tSO

11138-2 :2(XD, EN ISO L1737-t:20(8, EN ISO t1737-2:2(XX), EN ISO 11607-1 :2fi9,
EN 60 11607-2 :2006, EN 1041:2008, ISO 1Gr93-1t2017, EN 62365:2008

: MEDDR/ 25/9 Rev L MDD gU4UEeCas amended, MEDOEV 2.7.1 Rs 4
MEDDEV 2.4/1 Rw g MEDDEV 2.12t2 Rsr 2, ll& MED n.12/Rec I

Device Oassiflcation : Class lla as per Rule 6, tuinex lX of Councll Directiw 93/421€EC
ConforrnltVAssessmem Route : Article 11.3{a}and Annex It excludingsection4

Standards Applied

Product

Brand

Noffi€d Body
EC Certificate t{o.
Date & Phce of lssue

Validity llat€

Date: 14.05.2021
Place: Kaniirappally

VeritasrreL{ 3,1{- li163 }lCvik, Norway

:Zffi
: 9877-817{E-|i$.NA-PS Rev. 4.0
:26 April 2021, Hwik
:27 May2O24

We dedare under our sole responsibiltty that the above mentioned product complies with the essentid reguirements of EC

Directive 93/421EEf., Annex lX, Class lt4 Rule 6. All Prbr amendments are and as transposed into national laws
This Declaratim of Conformi$ is valid unUl 27 Mry X)2d EC certificatevalidity date.
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LATEX SURGICAL GYNAECOLOGICAL AND EXAMINATION
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G LOVESPREMIUM QUALITY 019 57


