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Manusi Sterile Ginecologice Nepudrate Latex (Medismart)

DESCRIERE
ASTM D 3577:2019, IS 13422:1992

Manseta foarte lunga _acopera manecile thaAtqu de Rezistentd la tractiune(Mpa)
obstetrician si protejeaza antebratul utilizatorului Tmpotriva — : -
o . ’ Elasticitate (%) 750 Min 560 Min

contaminérii cu fluide .

+ Pentru indepdrtarea manuald a placentei si pentru Stres la 500% alungire (Mpa) | ssmax | NA ]
interventia  chirurgicald a colului uterin, lungimea Forta la rupere (N) S S

. o . . In n

suplimentara a mansetei este de mare avantaj EN 455-2:2009 + A2:2013

* Textura micro aspra a suprafetei manusii ajuta la prinderea )\ iENSIUNI (ASTM D 3577:2019, EN 455-2:2009+A2:2013, IS 13422:1992)
ferma a nou-nascutului si ofera o bund aderentd a

instrumentelor chirurgicalefn timpul epiziotomiei Protefeazé Marime Lungime Latime Palma |Greutate| Grosime Grosime Grosime
tesuturile sensibile Tmpotriva contactului cu materiale (mm) (mm) (9) Incheietura Palma Degete

CARACTERISTICI INAINTE DE IMBATRANIRE DUPA IMBATRANIRE

abrazive
* Lungimea suplimentara protejeaza Timpotriva infectiilor 8316 25.210.6

:lleDrgi/CI—(Ielv Hipoalergenic reducand potentialele reactii 75 400 95 + 6 276 0.6 0,12 mm 0,16 mm 0,18 mm
» Sterilizat prin procedura validatd conform ISO 11135:2014 8.5 108 + 6 31.2 +0.6

care mentine reziduul de EO sub 4 mg/unitate si nivelul de
asigurare a sterilitatii este de 10-6 treceri testul de penetrare
virald conform ASTM F 1671 Caracteristica Fara Gauri Dimensiuni | Proprietati | Sterilitate Etichetare Ambalare
» Compatibil biologic conform ISO 10993-Partea 5,7,10 si 11
Trece testul de endotoxina bacteriana conform EN 455-3

Nivel Inspectie | G-1 S2 S2 N=5 S2 S2

* Fabricat intr-un mediu curat pentru a reduce nivelul de AQL 0.65 4.0 4.0 - 15 15

Numar perechi

incarcare biologica inainte de sterilizare.

SIATDAROR O AT Bk e
* Fabricat conform EN [ISO 13485:2016 Sistem de “

* Conform standardelor ASTM D 3577, EN455 si ISO 10282 si
IS 13422.

« Standardul din fabrica AQL 0.65 pentru orificii

* 100 % inspectat de pompe de aer
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Manusi Sterile Ginecologice Nepudrate Latex (Medismart)

i

ST MARYS RUBBERS PRIVATE LIMITED Phone: +91 (0) 4828 252277

Reg Office Address:XVII/401A Thottamkavala +91 9446 076 270
Vishikathona 1 lly PO Email : cs@stmarysrubbers.com

iEhone, Soovappasy Web : www.stmarysrubbers.com
Kanjirappally, Kottayam

ST. MARYS RUBBERS PVT. LTD Kerala - 686518, India

CIN : U25199KL2002PTC015698

Doc No: F/QA/32
Issue No, Date: 01, 11.08.2018
Rev No, Date: 05, 08.10.2021

DECLARATION OF CONFORMITY

Application of European Union Council Directive 93/42/EEC as amended by 2007/47/EC

Manufacturer

SRN

European Union Authorized
Representative
SRN

Product
Basic UDI-DI
Brand
Batch No
Size

Device Classification
Conformity Assessment Route

Standards Applied

Applicable Guidance
Documents

Notified Body name & address

Notified Body

EC Certificate No.
Date & Place of Issue
Validity Date

: St Marys Rubbers Pvt. Ltd.

XVII /401A, Thot izhi K ppally PO,
Kanjirappally, Kottayam - 586518 India

+ IN-MF-000008817

: Emergo Europe BV, Prinsessegracht 20, 2514 AP The Hague, The Netherlands

NL-AR-000000116

Sterile latex gynaecological gloves powder free (polymer coated)

: 89080049335LG0193
: Medismart +

2021013

:6.5,75,85

Class Ila as per Rule 6, Annex IX of Council Directive 93/42/EEC

: Article 11,3(a) and Annex |1 excluding section 4

:ENISO 13485 : 2016, EN 1SO 14971 : 2012, EN455-1 : 2000, EN 455-2:2009+A2:2013

EN 455-3 :2006, EN 455-4 : 2009, EN ISO 15223-1:2016, EN 1SO 10993-1 : 2009/AC:2010,
EN 1SO 10993-5 : 2009, EN ISO 10993-7 : 2008, ISO 10993-10 : 2010, ISO 11135 :2014,
ENISO 11138-2: 2009, EN ISO 11737-1: 2006/ AC:2009, EN 1SO 11737-2: 2009,

EN 1041: 2008, EN ISO 11607-1:2009, EN 1SO 11607-2 :2006 , ISO 10993-11:2017,

EN 62366:2008

MEDDEV 2.5/9 Rev 1, MDD 93/42/EEC as amended, MEDDEV 2.7.1 Rev 4,
MEDDEV 2.4/1 Rev 9, MEDDEV 2.12/2 Rev 2, MDR 2017/745

: DNV Product Assurance AS

Veritasveien 3, 1363 Hovik, Norway

12460

: 9877-2017-CE-IND-NA-PS Rev. 4.0
: 26 April 2021, Hovik

: 27 May 2024

We declare under our sole responsibility that the above mentioned product complies with the essential requirements of EC
Directive 93/42/€EC, Annex IX, Class lla, Rule 6. All Prior are and as tr into national laws.

Date: 21.12.2021
Place: Kanjirappally

Signed on the behalf of the manufacturer:
)

Anjali Vinod
Manager QA

medismart meO|sr'n(:1r1+ meDISTaR meO»smor? me |smor1 ‘)nh'rm me 1smor1 9

PREMIUM QUALITY LATEX SURGICAL GVNAECOLOG\CA[ AND EXAMINATION GLOVES N4R97

SGS.

CH:TX:1142019075

TC-8176

TEST REPORT

Report N DATE : 17/07/2020|

ST MARYS RUBBERS PRIVATE LIMITED

GLOVES DIVISION, XVII-401A, THOTTAM KAVALA,, VIZHIKKATHODE
Kottayam-686158

IN

CONTACT PERSON : ANJALI VINOD

THE FOLLOWING SAMPLE(S) WASIWEiE SUBMITTED AND IDENTIFIED BY/ON BEHALF OF THE CUSTOMER AS :
SAMPLE DESCRIPTION GLO!
STERILE LATEX GYNAECOLOGICAL GLOVES POWDER FREE, (POLYMER COATED)
MANUFACTURING DATE: 2020/06
STERILISATION DATE: 2020/06
EXPIRY DATE: 2023/05

BATCH NO. 820019
BRAND MEDISMART +
PHOTO APPENDIX.

SAMPLE RECD ON 07/07/2020 TESTING PERIOD : 07/07/2020 - 17/07/2020
RESULT SUMMARY

TESTS [ PASS | FAL | REMARKS |

EXTRACTABLE PROTEIN CONTENT | [ | REFER RESULTS. |

Per pro SGS India Private Ltd.

K. Pat~——

K. PACHAIYAPPAN
ASST. MANAGER
Email your Test Report Related Enquiries at Feedback. SLT@sgs.com

RESULTS
MEDICAL GLOVES FOR SINGLE USE — EXTRACTABLE PROTEIN CONTENT
EN 455-3:2006
PROTEIN CONTENT 19.7 uglg
Detection Limit = 10 ug/g
*++++ End of Report*™**
JOE No. : 2042810350 4586979 Page 10f 2 Control No. 1142521010

This document is issued by the Company under its General Conditions of Service printed overleaf or avallabl: on request and accessible
http./www sgs comiterms_and_conditions. htm and Terms and Conditions for electronic documents www.sgs com/terms_e-document. Mm Attention is drawn to the limitation of
Sabity, viaonificaion i kathction mies definec thereh Ay hokier of this document s advise fd £domuation indaine herecn roflacs the Company's ings sl the
Imdhmmmmnwiyanﬂw‘hnthehnismchem’snsmxm if any. The(‘arrwanyssdelcsponsb‘ﬁylslo its Client and this document does not exonerate parties to
a transaction from exercising all their rights and obégations under the Any tion, forgery o falsification of the content o appearance of
this document is unlawful and offenders may be prosecuted to the fullest extent of the law.

Unless otherwise stated the results shown in this test report refer only o the sample(s) tested and such sample(s) are retained for 30 days only. This document cannot be
reproduced except in full, without prior approval of the Company.

SGS India Pt Ltd Comunm-dfhﬂl‘nmngy 28 BA(SP), 28 B2(SP), Second Main Road, Ambattur Industrial E state, Ambattur Chennai - mosn.m-
1:(81-44) 6508 1600
Wirber of e SG8 Grow (SS SA)
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Manusi Sterile Ginecologice Nepudrate Latex (Medismart)

DNV

CERTIFICAT CE

SISTEM COMPLET DE ASIGURARE A CALITATII

Certificat rw. 9877-2017-CE-IND-NA-PSRev. 40 Nr. proiect PRIC-529957-2015-PRC-IND Valabi pins la- 27 mai 2024

Prin prezentul se certifica faptul ca sistemul de calitate al:

ST MARYS RUBBERS PVT. LTD.

XVIV401A, THOTTAMKAVALA, VIZHIKKATHODE, KOOVAPPALLY PO,
KANJIRAPPALLY, KOTTAYAM - 686 518, INDIA
Pentru proiectarea, productia si inspectia/testarea finala a produselor:

MANU$I_STERILE DIN LATEX DE UZ CHIRURGICAL, GINECOLOGIC $I PENTRU
EXAMINARI

a fost evaluat referitor la:

procedura de evaluare a conformitatii descrisa in Anexa Il excluzand
sectiunea 4 din Directiva 93/42/CEE a Consiliului privind dispozitivele
medicale, cu modificarile sale

si s-a constatat ca este in conformitate

Loculsi data Pentru oficad emitent
Hovik, 26 aprilie 2021 Organism notificat 2460
Product Ass

Semniituréi indescifrabili

DNV

Certificat nr. 9677-2017-CE-IND-NA-PS Rev. 4.0
Locu §i data: Havik, 26 aprilie 2021

Competenta judiciara

Aplicarea Directivei 93/42/CEE a Consiliului din 14 junie 1993, adoptata ca ,Forskrift om
Medisensk Utstyr” de Ministerul norvegian al sanatatii i serviciilor de ingrijire.

Istoric certificat:
Revizuire Descriere Data emiterii
inlocuieste certificatul 7512-2015-CE-InD-NA REV 1.0 (NB
0.0 0434) ca urmare a i functiilor ismului notificat 26.10.2017
citre DNV GL Nemko Presafe AS (NB 2460)
1.0 i a sferei de aplicabilf - fef de marci si 29.04.2019
i adresei pentru El
Schimbarea adresei - de la adresa anterioars inregistrats la
e adresa punctului de fabricatie 9/06.2020
3.0 Adiugarea de marci (cu litere aldine) 04.02.2021
4.0 O nous certificare 26 aprilie 2021
Produsele care fac obiectul prezentului certificat:
Descrierea produsului D irea produsului Clasa

Manusi sterile din latex de uz chirurgical cu pulbere
Marci: Manusi sterile din latex de uz chirurgical cu
pulbere, Medismart, Medistar, Mediten, One Glove, lla
PRO- SURJ, PROTEX, Medismart Premium, MPL
Medismart, Mediagni, Krutex

Manusi chirurgicale din latex

Manusi sterile din latex de uz chirurgical fara pulbere
(acoperite cu polimer) marci: Manusi sterile de uz
chirurgical fara pulbere (acoperite cu polimer),

ismart +, Mediten Plus, One Glove Plus, lla
NEOMEX, POLYSEM, Medismart Premium Plus,
Protex PF, Mediagni PF, Krutex

Niliise 6 s ca i vy ik Modele sterile de examinare cu pulbere: Smartex |Is
Modele de manusi de latex sterile de uz ginecologic,
cu pulbere: Medismart
Manusi din latex de uz
ginecologic Modele de ménusi de latex sterile de uz lia
i ic, fara pulbere ite cu

;olimer): Medismart +

Alessandra Rinna
Evaluator
s previaite in acordul de certifcare. Nerespectarea obligatilor poste duce 13 anularea acest cenficat
ICAT 2460 DNV Vertasveen 3, 1363 Howik, Norvega, Tel +47 67 5788 00, www ICP451M002, rev 0

comenzi@medplaza.ro
office@medplaza.ro

Cosercaye poate duce la andarea
2460 Veritasveion 3, 1363 Hovik Norvegia, Tel +47 67 57 88 00,

Pagina 2

© medplaza

ICP45-i1-MDD2, rev

DNV

Certificat nr. 9877-2017-CE-IND-NA-PS Rev. 4.0
Locul §i data Hovik, 26 aprilie 2021

Lista completa a dispozitivelor este depusa la orgal

Centrele care fac obiectul prezentului certificat

nismul notificat.

Denumire centru

Adresa

ST MARYS RUBBERS PVT.LTD

XVII/401A, THOTTAMKAVALA,
VIZHIKKATHODE, KOOVAPPALLY PO,
KANJIRAPPALLY, KOTTAYAM -

686 518, INDIA

Reprezentant UE:
Emergo Europe BV, Prinsessegracht 20, 2514 AP,

Haga, Tarile de Jos

Cosenvse: C i condeilor

460: DNV Product A AS, Varitasveion 3, 1363 Hovik, Norvega., Tel +47 6757 83 00,

poale duce kb anularea
ICP-45-1-MDD-2. rev

Pagina 3
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Manusi Sterile Ginecologice Nepudrate Latex (Medismart)

¢ \ ¥ 5, °
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N —. s TEST REPORT
rustin
Corcfcate o TC.5410
add value
Sample ID No. [TAS/20-21/1276 TULR No [TC541020000000173F
03/07/2020 lTesi Report No. [TAS/REP/1528
03/07/2020 Report Date 21/07/2020
21/07/2020 Report type Original
Your TRF dated 03/07/2020 |Total Page(s) 1of1

Kottayam District , Kerala State - 686 518, India.

Sterile Latex Gynaecological Gloves, Powder Free, Test Method/ EN 455 - 1: 2000,
Polymer coated Specification EN 455-2& ASTM D 3577-19
[Batch No 520019 Size 7.5
uantity received 60 Pairs Mfg. Date 2020/06
Brand Medismart + Exp. Date 2023/05
Mfg. by M/s. St. Mary's Rubbers Pvt. Ltd., Kottayam.
TEST RESULTS

Specification
S.No. Nasis of the Yest Test Method/Clause No. Limits Results Obtained Sample Status
oter(s) Min. Max.

1 |Dimension

Length (mm) | 270 |~ | Median:aas | Passes the test
EN 455-2:2015 (Clause 4.2 & 4.3)

Width (mm) | 90 | 100 [ Median:9s0 | Passes the test
2 |Physical Properties

Force at Break (N) 9. - .

(Before Ageing) EN 455-2:2015 (Clause 5.2) 9.0 Median: 15.9 Passes the test

Force at Break (N) (After . = "

Ageing @70° C for 168 Hrs) EN 455-2:2015 (Clause 5.3) 9.0 Median:13.9 Passes the test
3 |Freedom from Holes EN455-1:2000 - - No Holes found Passes the test
1 T

Powder Residue (mg/dm’) ASTM D 3577-19 . 20 Average: 0.60 Passes the test
5 |Sterility test EP9.0 m'::r:;‘hle:::v‘:(fh No growth Passes the test

Opinion and interpretation (if any):
The submitted samples Passes as per EN 455- 1:2000, EN 455-2 & ASTM D 3577-19 specifications with respect to the above

tests only.
Abbreyiations: EN : European Standard; mm: EP : European ASTM : American Society for Testing and Materials illi meter; mg : milli gram;
..End of Report...
Reported by Reported by Approved by
- \ 20
MK N a2 @:7 o\
A\0 =1k Jrane 2

K.SENTHILKUMAR
TECHNICAL MANAGER

MV TAMIL VANNAN

DY. MANAGER - MICROBIOLOGY

* This test report shall not be reproduced either in full or in part, without written approval of the laboratory. *
* The test results in this report refer only to the sample tested in the laboratory and the sample submitted by the party *
NABL Accredited Laboratory vide cert, No: TC-5410 valld upto 30/03/2021

N

M. MAHENDRAN
QUALITY MANAGER

TRUSTIN ANALYTICAL SOLUTIONS PRIVATE LIMITED,
R.K Complex, First Floor, Plot No.303/B, B-Block, Thiruneermalai Road,
Parvathy Puram, Chrompet, Chennai-600 044, Tamil Nadu, India.
Ph: 044-22731006, Email: customercare@trustingroup.in, web: www.trustingroup.in

DNV-GL

CERTIFICAT PENTRU SISTEMUL DE
MANAGEMENT

Certificat nr.: Nr. prolect:
10000356864-PA-NA-IND

Data Initiala & certificarii: Valabil pans la:
PRIC-529957-2015-PRC-IND 20 aprilie 2020 19 aprilie 2023

Prin prezentul se certifica faptul ca sistemul de management al:

ST.MARYS RUBBERS PVT LTD

XVII/401A, THOTTAMKAVALA, VIZHIKKATHODE, KOOVAPPALLY PO, KANJIRAPPALLY,
KOTTAYAM - 686 518, INDIA.

Este in conformitate cu cerintele:

ISO 13485:2016/NS-EN ISO 13485:2016

Certificatul este valabil pentru urmatorul domeniu de aplicabilitate:
FABRICAREA, DISTRIBUTIA $I COMERCIALIZAREA N!ANU$ILOR STERILE
S| NESTERILE, DIN LATEX, CU PULBERE $I FARA PULBERE, DE UZ
CHIRURGICAL, GINECOLOGIC $I PENTRU EXAMINARI.

Locul 31 data: Pentru:
Hovik, 20 aprilie DNV GL PRESAFE AS
a0 Qﬁ Semmaturd indescifrabila
O Eugenie Winger Husebye s

tul este verfficat digital prin tehnalogie
, consultatl

NORWEGIAM Certaficas
ACCREDTATION blockchain. Pentru mal muite I

MSYS 018

In 4 centricat.

Obzerape: Cenficat 51 conator pr poste
UNITATE ACREDITATA: DNV GL PRESAFE AS, Veritasveien 3, N-1363 Havik, Norvegia - Compania inregistraty nr.: NO 997 067 401 MVA .
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Va multumim!
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