
TECHNICAL DATA SHEET
1. PRODUCT
STANDARD SURGICAL GOWN

2. PRODUCT CONFIRMITIES
ISO 9001, ISO 13485, EN 13795, ISO 11135:2014, ISO 14644-3:2019, ISO 14791:2012, ISO 14937: 2009, 
ISO 10993-7:2008, EN 20811

4. PACKING
The product is individually packaged. On the packaging is the inscription with the name and address of the
manufacturer, the product model, description, dimensions, date of manufacture, validity date, lot number, etc.

5. STORAGE
0°C - + 30°C, Avoid Sunlight, Avoid Humidity

6. Validity 
Sterile. 3 years from the date of production

3. DESCRIPTION
Nonwoven , 3 layers SMS 35 gsm, Velcro at the Neck, two ties , Elastic Cuff
Antiallergenic, AirPermeable, Non-Linting
Water Repellent , latex free

Size Lengh (cm)

S (SMALL) 115-120

M (MEDIUM) 120-127

L (LARGE) 127-135

XL (XLARGE) 135-142

2XL (XXLARGE) 142-152



TECHNICAL DATA SHEET

1. PRODUCT
FULL REINFORCED SURGICAL GOWN

2. PRODUCT CONFIRMITIES
ISO 9001, ISO 13485, EN 13795, ISO 11135:2014, ISO 14644-3:2019, ISO 14791:2012, ISO 14937: 2009, 
ISO 10993-7:2008, EN 20811

4. PACKING
The product is individually packaged. On the packaging is the inscription with the name and address of the
manufacturer, the product model, description, dimensions, date of manufacture, validity date, lot number, etc.

5. STORAGE
0°C - + 30°C, Avoid Sunlight, Avoid Humidity

6. Term of validity 
Sterile. 3 years from the date of production

3. DESCRIPTION
Nonwoven , 3 layers SMS 35 gsm, 3 gsm medical glue, 15 gsm white lamination, full reinforced on front and sleeves
Velcro at the Neck, two ties , Elastic Cuff
Antiallergenic, AirPermeable, Non-Linting
Water Repellent , latex free

Size Lengh (cm)

S (SMALL) 115-120

M (MEDIUM) 120-127

L (LARGE) 127-135

XL (XLARGE) 135-142

2XL (XXLARGE) 142-152



  
REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

Nr  Denumire  Den.comerc.  Model  Nr. catalog  Tara  Producatorul  Reprezentant  Ordin  Data  Cod vamal  

DM000359000 CEARȘAF MEDICAL
STERIL   101-001S Turcia

ZEYNI MEDIKAL
TEKSTIL INSAAT SAN.
VE TIC. LTD. STI

BIO ANALITICA S.R.L. Rg04-000155 30-06-2022  

           

Содержит([Producatorul], 'zeyni')  Очистить
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ZEYNİ MEDİKAL TEKSTİL İNŞ.SAN. VE TİC. LTD. ŞTİ. 

YUNUSEMRE MAH. 12 YILDIRIM SOKAK NO:17 YILDIRIM/BURSA 

Report No. 111699085 

Buyer / 

Test Item. : Nonwoven fabric,3-layer, SMS 

Item No. : / 

Colour Name. : / 

Condition at delivery. : Samples tested as received. 

Test Scope. : Parameters selected by customer 

Test Specification : Determination of hydrostatic pressure 
 

Applicant's Provided - 
Care Instruction/Label: 

 

Sample Receiving date: 2021-10-18 (p.m) 

Testing Period: 2021-10-21 to 2021-10-25 

Test Result: No Comment 

 

 
 

 

 

 

 

 

 

 

 

 

 
 

For and on behalf of 
TÜV Rheinland Uluslararası Standartlar Sertifikasyon ve Denetim A.Ş 

 

  
Tomris Hasançebi / Customer 

Relations Manager 
Abdullah Akil / Physical 

Laboratory Manager 

/ 2014-07-02 Version No / Date: 1.0 

TÜV Rheinland Uluslararası Standartlar Sertifikasyon ve Denetim A.Ş. 
Kozyatagi Mah. Saniye Ermutlu Sok. No:12 
Colakoglu Plaza B Blok 34742 Kadikoy Istanbul, 

Tel. +902166653200, Fax +902166653299, e-mail: info@tr.tuv.com 

The results given in this report belong to the received sample by vendor. 
This test report shall not be reproduced other than in full except with the permission of the laboratory. Testing reports without signature and seal are not valid. 
The test and/or measurement results, the uncertainties (if applicable) with confidence probability and test methods are given on the following, pages which are 
part of this report. 
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Material No. Material Color Location 

M001 Textile - Textile 

M002 Textile + coating - Textile w /coating 
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Conclusion: 

TEST PROPERTY M001 M002 

Hydrostatic Pressure Test # # 
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1.Hydrostatic Pressure Test 

Test method : EN 20811:1993 
 

Face Side: Original 
Test Conditions: 65 cm2 Test 
Speed:65 cmH2O/dak 

Page 5 of 6 

 

 

Pressure 

M001 M002 Requirement 

Average 65 cm H2O 65cm H2O - 

 

 

- END - 
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AUDIT REPORT 
DENETİM RAPORU 

 

ORGANIZATION'S NAME IN FULL (BLOCK CAPITALS) 
Kuruluşun Tam Adı (Büyük Harflerle) 

Bursa 
 

TURKEY 
TOWN/Sehir  COUNTRY/Ülke 

16 
TOTAL NUMBER OF EMPLOYEES COVERED BY SYSTEM 

Sistem İçinde Yer Alan Toplam Çalışan Sayısı 
 

- 
SITE VISITED IF A MULTI-SITE LOCATION(S) 
Çok İşletmeli Kuruluş ise Ziyaret Edilen Yerler 

 
 

 
Manufacture And Sale Of Sterile Disposable Gowns And Drapes 

SCOPE/Kapsam 
 

 
 

 
Barıs AVCI 

LEAD AUDITOR 

Başdenetçi 

SA2-5076 93/42/EEC 23.03.2022 

Zeyni Medikal Tekstil İnş. San. Ve Tic. Ltd. Şti. 

The contents of this report are confidential to the organization as detailed above and to UNIVERSAL. Distribution of this 
report in whole, or in part, to any person other than employees of the organization or UNIVERSAL must be agreed in 
writing prior to circulation (with the exception of the regulators, such as DAkks). 
Bu raporun içeriği, aşağıda açıklandığı gibi, kuruluşun kendisi ve UNIVERSAL dışında gizlidir. Bu raporun tamamı veya 
bir kısmının kuruluşun çalışanları veya UNIVERSAL dışında çoğaltılması ve dağıtılması, dağıtımdan önce yazılı 
mutabakat ile mümkündür(DAkks gibi kurumlar hariç). 

 

The Non-Compliance points contained within this report are the result of limited sampling and it can not, therefore, be 
assumed others do not exist. 
Bu raporda yer alan uygunsuzluklar, örnekleme usulü yapılan çalışma sonucunu yansıtır ve bu sebeple başka 

uygunsuzluk olmadığı anlamını taşımaz. 
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Date of Audit(s) 
Denetim Tarih(ler)i 

23.03.2022 

Audit Team 
Denetim Ekibi 

Name 
Adı 

Man-Days 
Adam-Gün 

Lead Auditor 
Başdenetçi 

Barıs AVCI 1 man/day 

Auditor 
Denetçi 

  

Technical Expert 
Teknik Uzman 

  

Total Man-days for Audit 
Denetim İçin Toplam Adam –Gün 
Sayısı 

  
1,0 man/day 

 

REPORT SUMMARY 
Rapor Özeti 

Management responsibility 
Yönetimin sorumluluğu 

Quality Manual KEK-00 Rev Date: 18.01.2022, Revision No: 02 (for No. 090816 QS/NB  

documentation has issued) 

Management Review meeting according to 93/42/EEC  requirements has been performed 

constinously. 

Policy, objective(s)/target (s) 
Politika, amaç / hedefler 

Quality Manual KEK-00 Rev Date: 18.01.2022, Revision No: 02 

2021-2022 Quality objectives of the firm has been determined as measurably. 

Targets of the company has been following by process responsibles and QMR. 
Accordance to regulatory requirements 
Yasal şartlara uyum 

The company is following the legal requirements updates strictly by General Manager and by 

process responsibles. 
Responsibilities and employee’s competence 
Sorumluluklar ve personelin yeterliliği 

Quality Manual KEK-00 Rev Date: 18.01.2022, Revision No: 02 

Organizational Manual OEK- Job descriptions Rev date 19.02.2022, Rev 02 (according to ISO 

13485:2016 requirements responsibilities have been issued) 

Organizational chart Rev.Date./No :30.12.2021/02 Doc No : ŞM. 01have been ıssued at 

18.05.2021. 

On organizational chart Top Management, Quality Management, Sale and Marketing, Human 

Resources, Purcahsing departments have been showned. 

Mehmet İŞMAN is appointed for Quality Department and same working on Quality Management 

responsibility. 

Complaints and suggestions of interested parties, incidents: 
İlgili Tarafların Şikayet ve Tavsiyeleri 

NA 

SA2-5076 93/42/EEC 
 

23.03.2022 
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Design and Development 
Tasarım ve Geliştirme 

NA 

Risk Management, Risk Analysis 
Risk Yönetimi, Risk Analizi 

NA 

Purchasing 
Satın alma 

NA 

Labels and Instruction For Use 
Etiketleme ve Kullanım Kılavuzu 

NA 

Operational control of processes 
Proseslerin operasyonel kontrolü 

NA 

Findings of the conducted Internal Audits and Management Review 
İç denetimler ve yönetimin gözden geçirmesine ait bulgular 

NA 

SA2-5076 93/42/EEC 
 

23.03.2022 
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H 

H 

   
 

 

Product Conformity Assesment Information 

Ürün Uygunluk Değerlendirme Bilgisi 

NA 

Site and clauses requested to be audited in the next audit 
NA 

 

Observations (Positive and developable matters) 
Gözlemler (Olumlu ve geliştirilebilecek hususlar) 

NA 

 
1. Have all mandatory clauses been audited () as appropriate  Y N If NO, state why in the summary above 

Mecburi olan bütün maddeler denetlendi mi? E   Cevap H ise yukarıda yer alan özette sebebini belirtiniz. 

2. If YES, but audit was not satisfactory for these clauses, state why in the summary above 

Cevabınız evet ise, ancak denetimde bu maddelerle ilgili uygunsuzluk bulunmuşsa, yukarıda yer alan özette sebebini belirtiniz. 

3. Have all NC points raised from previous visits been effectively closed () as appropriate Y N 

Daha önceki denetimde belirtilen uygunsuzluklar, başarılı şekilde kapatılmış  mı? E    

4. If NO, state why in the summary above 

Eğer cevap hayır ise yukarıda yer alan özette sebebini belirtiniz. 
 

RECOMMENDATION (PLEASE TICK ONE) 
Tavsiye (Lütfen Uygun Olanı İşaretleyiniz) 

Proceed To Extending Certificate 
Belge Düzenlenmesi ve Uzatılması 


Proceed To Follow Up Audit 
Takip Denetimi 

 

 

 
Note: 1) When more than one standard is being audited at the same time, the standard must be shown 
against each item number. 
Not: 1) Aynı anda birden fazla standard denetlenecekse, her maddenin karşısına standard adı 
belirtilmelidir. 

 
 

Barış AVCI 
LEAD AUDITOR 

Başdenetçi 

 

SA2-5076 93/42/EEC 23.03.2022 
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