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PROTECTIVE
HOSPITAL EQUIPMENTS

NONWOVEN DISPOSABLE GOWNS

MICROSAFE

AAMI -LEVEL 1

REF: -901

Item name Disposable NonSterile Surgical Gown

Style SS Surgical Gown with knit cuff
Material SS 30 gsm (Spunbond+Spunbond)
Size M-L-XL-XXL

Colour Blue

Certificate CE, FDA

Used for MINIMAL risk situations

Basic care,
Level 1 Provides a slight barrier to small amounts of fluid penetration standard hospital

medical unit

Single test of water impacting the surface of the gown material
is conducted to assess barrier protection performance.




PROTECTIVE
HOSPITAL EQUIPMENTS

MICROSAFE

NONWOVEN DISPOSABLE GOWNS

AAMI -LEVEL 2
REF: SSU-902
Iltem name |Nonwoven Disposable Gowns
Style SS Surgical Gown with knit cuff
Material SS 40 gsm (Spunbond+Spunbond)
Size M-L-XL-XXL
Colour Blue
Certificate |CE,FDA
Used in LOW risk situations
Provides a barrier to larger amounts of fluid
tration th h splatt flui
penetration throug sp.a er and some fluid Blood draw from a vein,
exposure through soaking . .
Level 2 : Suturing, Intensive care
Two tests are conducted to assess barrier )
. unit, Pathology lab
protection performance:
Water impacting the surface of the gown
material




PROTECTIVE
HOSPITAL EQUIPMENTS

MICROSAFE NONWOVEN DISPOSABLE ISOLATION GOWN

AAMI -LEVEL 3
REF: SSU-903
ltem name Nonwoven Disposable Isolation Gown
Style SMS Isolation Gown with knit cuff
Material Material: SMS 40 gsm
Size M-L-XL-XXL
Colour Blue
Certificate CE,FDA
Used in MODERATE risk situations
Provides a barrier to larger amounts of fluid
penetration through splatter and more fluid Arterial blood draw,
Level 3 exposure through soaking than Level 2 Inserting an 1V,
Two tests are conducted to test barrier Emergency Room,
protection performance: Trauma
Water impacting the surface of the gown
material

SMS material Fluids
5) 5 5 4

Spunbond (PP)
Meltblown (PP)

Spunbond (PP)

A 4 A A

Perspiration




PROTECTIVE
HOSPITAL EQUIPMENTS

MICROSAFE

NONWOVEN DISPOSABLE ISOLATION GOWN

AAMI -LEVEL 4
REF: SSU-904
Item name  Nonwoven Disposable Isolation Gown
Style SMS Isolation Gown with knit cuff
Material Material: SMS 40 gsm + PE Breathable 19 gsm Laminated Film
Size M-L-XL-XXL
Colour Blue
Certificate  |CE,FDA
Used in HIGH risk situations
Prevents all fluid penetration for up to 1 hour ) )
May prevent VIRUS penetration for up to 1 hour P_athogen re3|sta_1nce, Infectious
Level 4 diseases (non-airborne), Large

In addition to the other tests conducted under levels amounts of fluid exposure over
1-3, barrier level performance is tested with a long periods
simulated blood containing a virus. If no virus is
found at the end of the test, the gown passes.

Liquid & Blood

Nonwoven

Nonwoven

Breathable Film

PRESSURE TESTS




PROTECTIVE
HOSPITAL EQUIPMENTS

MICROSAFE

NON-SURGICAL GOWNS- REINFORCED

Item name Nonwoven Disposable Isolation Gown- Reinforced
Style Non-Surgical Gowns- Reinforced

Material Material: SMS 40 gsm + Reinforced Coaiting Material
Size M-L-XL-XXL

Colour Blue

Certificate CE,FDA

REF: SSU-RF1 REF: SSU-RF2
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Part 10: Tests for irfitation and skin sensitization(ISO 10993-10:2010)

EN 1041+A1 Information supplied by the manufacturer of medical devices
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< Products :
E Disposable Surgical Gowns- Sterile and Non Sterile
Type:
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=3 Related Standards :

s EN 13795 Surgical clothing and drapes - Requirements and test methods -

= art 1: Surgical drapes and gowns Page Last Updated: 0612912020

o EN ISO 14971 Medical devices - Application of risk management to medical devices Note: , see g Players.

w EN ISO 10993-1 Biological evaluation of lical devices - Language Assistance Available: Espafiol | R85 | Tiéng Viét | #1201 | Tagalog | Pycckwi | 4 | Kreydl Ayisyen | Frangais | Poiski | Portugués | Italiano | Deutsch | BARE | 8|
[x) Part 1: Evaluation and testing within a risk management process (ISO 10993-1:2009) English

ENISO 10993-10 Biological evaluation of medical device:
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For the above products, the technical file and base product provided by the manufacturer is E’c;fﬂaﬁw“ﬁ lf“: DrAus Administration Combination Products {f U.S. Department of Health & Human Services
prepared on the basis of a voluntary test in accordance with the Personal Protective ampsnire Avene Adizory Commitaes
Equipment Directive 2016/425/EU basic protection requirements. The CE mark shown
below can be used on the product at the discretion of the company, after the preparation
of the necessary technical documents and declaration of conformity, and as long as other
relevant directives and standards are complied with.
The use of CE marking is at the discretion of the company.
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Certificate Publication Date: 01.07.2020
Certificate Expiry Date: 30.06.2021

Certificate Number: 20051187

== (€

TESTUV $p. 200, Spk 16,

ZERTIFIKAT ¢ CERTIFICATE

TR

T
10 R A

~GULSAN

URUN SPEKT FORMU
(MATERIAL SPECIFICATION FORM)
=T LAMINEL FILH URON SPEKTI/ LAUINATED FIL PRODUCT SPEGIFCATION
URUN KODU
. . . (PRODUCTION CODE) i
Cef tlficate of RegIStr ation 20 0 ::‘:’T"E:EL . 55 gsm Reinforced Laminated Fabric for Surgical Gown and Protective Overall Suit
This is to certify the registration of AV BLUE
si
(MATERIAL STRUCTURE) 33 gsm SSMMS Nonwoven + 22 gsm Triple-layered Medical PE Fim
'VERSIYON NO
” s VO, ‘ N (EFFECTIVE DATE) /02020 (VERSIONNO) |°
with U.S Food and Drug Administration as Required by 21 CFR Part 207 is successfully completed by p— [—— sirim — p— [
FDA Advising Group. with the information provide by (REQUIREMENT) (TESTMETHOD)|  (UNITS) (TARGET) | (MINIMUM) | (MAXIMUM)
[g/m? (Toplam) .
s Grammage (Total) WSP 130.1 g/m 55.0 520 58.0
DUNS Number : - @";‘:S.V:TAW wsp 1104 | N2smm 0 30 -
e B D Si
Date of Registration : 06/17/2020 S i WSP 1104 % 580 180 680
= D Mukavemet
Date of Expiration : 12/31/2020 O Toia s Pk WSP 1104 Ni2smm 280 230 -
D Summe
Owner/Operator Registration # : 10075476 CD Elongation at Poak gt b4 Rl o Lt
E“wsrg‘;‘:""c . WSP 706 mmss 2,000 1.900
Certif icate Number : 12270034
Gloss Level ASTM D2457 Gloss unit 40 30 50
Opeste GULSAN % 700 650 750
This ot mak or warnantesfo any person o enity other than named cetificateholder, it i ssed for reord opacy.
keeping purpose only. This certificate does not dencte endorsement or approval of certificate holder's facility or product by the U.S food and Thickness G mm e o120 2
ik 0 Fxs - e & i Rulo Eni Talep Edilen
Drug Administration. FDA Advising Group LLC. Assumes no liability to any person or entity in connection with the foregoing. |sit widtn GULSAN mm Requested -3 3
The U.S. Food and Drug Administration does not issue a certificate of registration, nor does the US. Food and Drug Administration recognize A“L';‘;'Ef:;‘;'"s‘j;ma”
a certificate of registration. FDA Advising Group LLC, is not affiliated with the U.S Food and Drug Administration. I—- iple;Layered CERIN
S Hector I Matos Ir. L
@ FDA Advising Group Prsiden —_—
7750 Okechobee Bl St #4857 West Palm Beach, FL 33411 FDA Advising Group LLC Py [
fdaadvisinggroup.com aled: SSMMS Spunbond
T Dated: 06/17/2020
KALITE KONTROL MUDURU ARGE UZMANI ISLETME MUDURD
e (QUALITY CONTROL MANAGER) R&D SPECIALIST) (PLANT MANAGER)
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& accessdata.fda.gov.

Health & Human Services

Follow FDA | _En Espafiol
SEARCH

Ip2Y U.S. FOOD & DRUG

ADMINISTRATION

Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Blologics | Animal & Veterinary | Cosmetics | Tobacco Products

Establishment Registration & Device Listing &0

© FDAHome © Medical Devices © Databases

1 result found for Establishment Registration

or Business Trade Name : steril sagik New Search
Establishment N Registration Number Current T
No number lsted 2020
« Suit, Surgical - Coverall Suit 1 Manufacturer
« Non-Surgical Isolation Gown - Gown 1: Gown 2: Gown 3: Gown & | Manufacturer

Can' find what you're looking for? Try_a new search

Page Last Updated: 06/22/2020

Note: If you need hel i file formats, [ Viewers and Players.

Language Assistance Available: Espafiol | SR8 X | Tiéng Viét | #1201 | Tagalog | Pyccwit | 4.2 | Kreydl Ayisyen | Frangais | Poiski | Portugués | ltaliano | Deutsch | BA3E | o~ |
Engish

Accessibilty | ContactFDA | Careers | FDABasics | FOA  NoFEARAGt | Nondiscrimination | Website Policies
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- / /
UNIVERSAL W< l W( l
NB 2163 'WORLD QUALITY REGISTRAR 'WORLD QUALITY REGISTRAR
EU TYPE EXAMINATION CERTIFICATE
| CERTIFICATE CERTIFICATE
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o Frvteive Femtonce gt Loyl Commicl

ISO 9001:2015 ISO 13485:2016
Quality Management System Medical Devices Quality Management System
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