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Product Performance according to EN 13795:2011+A1:2013 (tests performed after sterilization)

Requirement Product
o Product values
Characteristic Standard Unit Performance
Less Less Critical
Critical area Critical area Critical area
area
Resistance to microbial ; i
| penetration - Dry 1al [ EN IS0 22612:203005 CFU <300 Not required 4 NR
Resistance to microbial g .
efictation - Wet EN ISO 22610:2006 ls Not required 6,0 NR 6,0
Cleanliness - Microbial ENISO 11737-1:2006 CFUI100em? <300 <300 15 15
Cleanliness — .
Particulate matter EN ISO 9073-10: 2004 IPM <3,5 <3,5 27 2,7
int 1 Logio (lint
Linting EN ISO 8073-10: 2004 court) 4,0= 4,0 32 3,2
Resistance to liquid ’
s EN 20811:1992 om Hz0 >10 >100 43 43
Bursting strength - Dry EN SO 13938-1: 2002 kPa =40 =40 196 196
S Not
Bursting strength - Wet EN ISO 13938-1: 2002 kP: =
g strength - Wet a e =40 187 187
Tensile strength - Dry EN 29073-3: 1992 N 220 220 MD:92,8 MD:92,8
CD:446 CD:446
2 Not MD:92,1 MD:92,1
Tensile strength - Wet EN 29073-3: 1992 N = 5 i
gth - We required =20 CD:42,4 CD:42,4
Product fulfill product performance requirements for critical product area.
S M L XL XXL
REF NO,| 0001 | oooz | ooos | ooosa | o005 | ToL
112 115 123 135 -3
B 1075 115 1265 | 139.5 +-
TOWEL 40X40CM 2PCS C 109 112 119.5 131 143 Q
61 63 86 70 73 +3)
E 75 18 195 21 25 *-g)__
E 65.5 60 72 72 74 (+-3)
[c] 57 58 59 60 63 3) |
L 10/7 | 10/7 | 10/7 | 10/7 =
70 70 70 | 70 +-
56.5 “ga 59 60 60.5 *-3
. 73 84 .
L 142 146 153 160 167 =)

—

<5l A

Falammability 16 CFR 1610 Class 1

Instruction Intended Use

CE Mark Certificate

Instruction Storage

Instruction Disposable Waste

Surgical drapes, when sterilized, are intended to minimize the spread of
microorganisms in order to reduce the risk for post-operative wound infection.
Before use needs to be sterilized by ETO method.

Class |, rule 1

For non-sterile, non-measuring class | products there are no Notified Body
Certificate

We recommend that products are stored under normal storage Conditions. Protect
against sunlight. All layers of packing should be kept intact until Acceyss to the
underlying layers is needed

Non-hazardous waste used products should, in the majority of cases, be Classified
as non-hazardous waste. They contain high amounts of energy and are well suited
for incineraion. Products do not contain any hazardous substances that can leach
out if the products are land filled. Transport boxes are designed to fit existing
recovery systems
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CERTIFICATE

Production Quality Assurance
Medical Devices Directive 93/42/EEC Annex V

Company Name

Company Address
Reloted Directives and Annex  : 93/42/EEC Medical Devices Directive - Annex V

Product : Sterile Surgical Gowns, Surgical Drapes and Drape Sefs - Class Is

: 47783, 35778, 35092

Certificate Number

Report Number s

Initial Assessment Date 1 15.07.2016

Registration Date 123.11.2016

Recertification Assessment Date : 02.10.2019

Reissue Date / No : 04.05.2020/01 Auditing Training
Revision Date /No e and Trade Inc. Co.
Expiry Date :127.05.2024

UDEM hersby deciares that the requiements of Annex V of the directive 93/42/EEC have been met for the
mmummwm establshed and apples o quality assurance systerm, which

'un;ect perodic survellance oudits, defined by Annex V., section 4 of the oforementioned drecfive. UDEM's
MfmdmldmescomegamEcmfcmeshwledlommﬂochmm)esrebiedm Iy
maintaining sterle if the dev.ce i sterie; mdrruxﬁuchﬁ:weﬂsh‘emo
ct's confomnity m it has measurement funcion. This ate remains as
property of UDEM Int Ceﬂifcaton Audingmrr\gCeﬂkem'rvmdlmethomm .

it must be retumed upon request. The: orrpcr:{ UDEM must keep a copy of the cerfificate
luv.’)vemmnlheregnamnulme csﬂiﬁcme heCEnTksmdelM espnnsbiryoﬂhe

comp&e EC Declarafion crilovm& above e
ﬂcm cussﬂcn he ﬁaned bstop pblctng heM +p theh
e in men company shoud product on
of the certificate can be checked fhrough www.udem.com.
Address: Mutiukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya - Ankara - TURKEY
Phone: +90 0312 443 03 0 Fax: +900312 4430374
E-mail: info@udemitd.com.tr www.udem.com.ir
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Standard SMS Gown
I1SO 9001 : 2015

ISO 9001 : 2015

This certificate shows that the quality management system of the above P was d by PCA Se:  for the
following scope, the validity of the certificate depends on the company’s pass lbcannuni survclllnncc andilsund company's
maintenance the related management system conditions according to international accreditation criteria.

SCOPE

Manufacture and sales of sterile & non-sterile disposable surgical drapes, surgical gowns, surgical drape
packs, examination gowns & apparels, clean air suits for patients, sterile 6 non-sterile plastic medical
devices and their sets, sterilization of the medical devices

EA CODE
23

Certificate No 2

Registration Date + 05122017

Reissue Date : 0312208

Expiry Date 1 04122019

Certificate Period : 3 Years (From the date of registration)
Exclusion :

PCA Certification Approval

PCA Sertifikasyon Hizmetleri Limited §irketi
Atalar Mah. Canakkale Caddesi No:79 D:3 Kartal / ISTANBUL
Tel:+90 216 510 63 48-49 Pbx Faks: +90216 51763 49
Wi pea-tr.oom info@pca-tr.com FR.86 Rev.4 O
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Standard SMS Gown
I1SO 13485 : 2016

akssert

CERTIFICATE

ISO 13485:2016

Scope: Manufacture and sales of sterile and non-sterile disposable surgical drapes, surgical
gowns, surgical drape packs, examination gowns and apparels, clean air suits for patients, sterile
and non-sterile plastic medical devices and their sets, sterilization of the medical devices

Hereby, AKSSERT Audit and Certification Ltd. Co., certificates that the above stated company gave the appropriate management system
according to the requirements of the above standard. This certificate valid for 3 years since the decision date as long as the system is
effectively maintaned and surveillance audits are carried out. The validity of certificate can be checked through www.akssert.com,
www jas-anz.org/register. The Certificate is property of AKSSERT Audit and Certification Ltd. Co. and shall be returned if requested.

The reference standard is ISO 13485:2016

¥

AKSSERT Audit and
Certification Ltd. Co.

akssert

-
Certificate Number : Reissue Date :03.12.2018
Registration Date :05.12.2017 Expiry Date :04,12,2020
Adres: Mustafa Kemal Mah. 2157/1 Sokak No:5/3 Cankaya / ANKARA- TURKIYE

Tel: +90 312 219 82 92 (pbx) Faks: +90 312 21942 32
E-posta: info@akssert.com Web: www.akssert.com
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Standard SMS Gown
EN 13795+A1

TURK STANDARDLARI ENSTITUSU
TURK STANDARDLARINA UYGUNLUK BELGESI

TURKISH STANDARDS INSTITUTION
CERTIFICATE OF CONFORMITY TO TURKISH STANDARDS

Markamn Taminu Description of the Mark

TSE v @ e W

BELGE NUMARASI

REFERENCE NUMBER OF LICENCE

BELGENIN ILK VERILI$ TARIHI 27.04.2007
DATE OF FIRST ISSUE OF LICENCE

BELGENIN SON GEGERLILIK TARIHI 30.03.2021

LICENCE VALID UNTIL

BELGE SAHIBI KURULUSUN ADI
NAME OF THE LICENCE HOLDER

BELGE SAHIBI KURULUSUN ADRESI
ADRESS OF THE LICENCE HOLDER

URETIM YERI ADI
NAME OF THE MANUFACTURING PLACE

URETIM YERI ADRESI
ADRESS OF THE MANUFACTURING PLACE

iPTAL EDILEN BELGE NUMARASI (Varsa)

INDICATION OF SUPERSEDED LICENCE (if any)

TESCILLI TICARI MARKASI

REGISTERED TRADE MARK

iLGILI TURK STANDARDI TS EN 13795+A1/12.06.2013
RELATED TURKISH STANDARD

BELGE KAPSAMI
SCOPE OF LICENCE

HASTALAR. KLINIK PERSONELI VE DONANIMLAR ICIN TIBBI CIHAZ OLARAK KULLANILAN
CERRAHI ORTU-YUKSEK PERFORMANS TEK KULLANIMLIK

CERRAHI ORTU-STANDARD PERFORMANS TEK KULLANIMLIK

CERRAHI ONLUK-YUKSEK PERFORMANS TEK KULLANIMLIK

CERRAHI| ONLUK-STANDARD PERFORMANS TEK KULLANIMLIK
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