DISPOSABLE
MEDICAL PRODUCTS




PRODUCT DESCRIPTION

Convenience and easy to wear and off
Light weight and soft feeling
High strength and durability
Permeate air and water vapor, but obstructs water-based liquids

35 gsm Non-woven SMMS fabric
40 gsm Non-woven SMS fabric
Knit Cuff Latex Free

Splash Resistant

Blue Color

Sterile - Non-sterile

SMMS or SMS composite Non-Woven
Water phobic, latex free skin-friendly, breathable, comfortable

Collar Design = Knit Cuff Design
Simple round neck design Easy to meet multiple work needs
Comfortable and not deformed Extra Soft

Close to collar skin, safety protection

Lace-Up Design « Back Collar Design
2 or 4 Strap-type knots Strong Adhesive
Facilitate the wearing of the gowns Velcro on the back neckline
Adjust the tightness of the clothes Firm and safe to use
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AAMI PB70 GUIDELINES

EXPECTED BARRIER ANTICIPATED
LEVEL TEST METHOD TEST DEFINITION REQUIREMENT EFFECTIVENESS FLUID EXPOSURE
AATCC 42 Measures the ability of a ; Minimal water resistance
Impact material to resist water Wa;e‘r‘ lgnpact (some resistance to water FLTJll'D':.'Ig\#EIL-S
penetration penetration under spray impact =4 spray)
AATCC 42 Measures the ability of a :
Impact material to resist water Spl:y'l |g|§acl LW Waker resielsiios
penetration penetration under spray impact (resistant to water spray —
Measures the ability of a at;?;oprg:;::ﬁin::dt:r FLUID
AATCC 127 material to resist water Hydrostatic  .onstant contact with LEVELS
Hydrostatic penetration under constant pressure increasing pressure)
Pressure contact with increasing 220 cm
pressure
AATCC 42 Measures the ability of a £
Impact material to resist water Spr:g; |Bnpact Moderate water
penetration penetration under spray impact b resistance (resistant to
water spray and some MODERATE
Measures the ability of a resistance fo water FLUID
AATCC 127 material to resist water Hydrostatic ~ penetration under LEVELS
Hydrostatic penetration under constant pressure constant contact with
Pressure contact with increasing 220 cm Increasing pressure
pressure
Measures the resistance to
ASTM F1671 penetration by blood borne 5 HIGH
Viral Penetration pathogens using a surrogate Pass Blﬂr::gnv:'?slistan ce (2 FLUID
Test microbe under conditions of Py LEVELS

continuous liquid contact.

psi)

The Association for the Advancement of Medical Instrumentation (AAMI) standards are designed to help medical-device com-
panies meet global standards for the safe use of medical devices. ANSI/AAMI PB70:2012
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DISPOSABLE | Mepkey
ISOLATION GOWNS ¥

Latex Free

Single Use

Our Level 1, 2 and 3 gowns are intented to be used In
situations where minimal, low, and moderate fluid barrier

protection is needed. Level 4 gowns are prepared for the LEVEL 2
highest fluid and microbial barrier protection to protect

| L LEVEL 3
the user against long, fluid-intensive procedures. Also for

operations on patients with potential blood-borne pathogen LEVEL 4

risk.

FACTORY

Beyka Saglik Uriinleri

Company registered in Turkey

Phone : +905321656048

Address : Fatih Mah. 1187 Sk. No: 10
Gaziemir/lzmir/Tiirkiye

www.medkeymedical.com | info@medkeymedical.com
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Minimal

Fluid Barrier Protection

COMPOSITION

SMMS Hydrophobic (Spunbond, Meltblown, Meltblown,
Spunbond) - Polypropylene (PP)

FABRIC WEIGHT 25 - 40 GSM

COLOUR BLUE
SIZE EU S, M, L, XL, XXL
MADE IN TURKEY

CARE INSTRUCTION | DISPOSABLE ISOLATION GOWN

SIZE CHART (cm) S(M|L

A | Length (shoulder to Hem)[ 105|115 [ 125
B Length (Collar to Hem) 103|105|115
C [Upper Arm 29 | 29 | 29
D | Sleeve Length 56 | 58 | 60
E | Hem Width 140|145 150

@ PACKING

Each Carton Box Contains: 90 pcs /q
Each Carton Weight: 9 KG N
Carton Box Dimensions: 40 x 60 x 40 cm

ISOLATION GOWNS ARE PACKED IN PE BAGS.



COMPOSITION

SMMS Hydrophobic (Spunbond, Meltblown, Meltblown,

Moderate

Fluid Barrier Protection

Spunbond) - Polypropylene (PP)

FABRIC WEIGHT 40 - 45 GSM
COLOUR BLUE

SIZE EU S,M, L, XL, XXL
MADE IN TURKEY

CARE INSTRUCTION

DISPOSABLE ISOLATION GOWN

SIZE CHART (cm) S(M|L

Hem Width

A | Length (shoulder to Hem)[ 105|115 [ 125
B Length (Collar to Hem) 103|105|115
C [Upper Arm 29 | 29 | 29
D | Sleeve Length 56 | 58 | 60
E

140(145 | 150

@ PACKING

Each Carton Box Contai

ns: 80 pcs

Each Carton Weight: 9.5 KG

Carton Box Dimensions

140 x 60 x 40 cm

ISOLATION GOWNS ARE PACKED IN PE BAGS.

LEVEL 3




Highest Fluid & Microbial
Reinforced

LEVEL 4

COMPOSITION

SMMS Hydrophobic (Spunbond, Meltblown, Meltblown,
Spunbond) - Polypropylene (PP)

FABRIC WEIGHT 40 - 55 GSM

COLOUR BLUE
SIZE EU S, M, L, XL, XXL
MADE IN TURKEY

CARE INSTRUCTION | DISPOSABLE ISOLATION GOWN
OTHER OPTIONS STERILE / NON-STERILE

SIZE CHART (cm) S M|L

A | Length (shoulder to Hem)| 105 | 115 | 125
B | Length (collartoHem) | 103105115
C |Upper Arm 29 | 29 | 29
D | Sleeve Length 56 | 58 | 60
E

Hem Width 140 (145|150

@ PACKING

Each Carton Box Contains: 75 pcs r
Each Carton Weight: 9 KG )
Carton Box Dimensions: 40 x 60 x 40 cm

ISOLATION GOWNS ARE PACKED IN PE BAGS.



DISPOSABLE COVERALLS

TECHNICAL DETAILS

Premium protection against airborne particles and fibres. Limited protection
against chemical spray (Type 4), airborne particles (Type 5) and splashes of LOW
RISK chemicals (Type 6). Zip front with adhesive backed cover flap. Elasticated
hood with a solid knit wristing, ankle closures to limit dust ingress. CE Category
I, types 3, 4, 5 & 6. Anti-static to EN1149-5.

TYPE3  TYPEA4 TYPE 6

’

CHEMICAL ANTI-STATIC NUCLEAR BIOLOGICAL
PROTECTION EN1149-1 PARTICLE PROTECTION

KEY FEATURES -

Elasticated hood and self-adhesive chin flap
Stitched and overtaped seams

Elasticated cuffs and ankles

Zipper with self-adhesive double zip flap

FABRIC WEIGHT 55 GSM

COLOUR WHITE @
SIZE EU S, M, L, XL, XXL
MADE IN TURKEY

CARE INSTRUCTION | DISPOSABLE COVERALL
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DISPOSABLE WARM-UP JACKET

KEY FEATURES

= Long sleeves = Knit cuffs
= A gentle knit collar = Front snap closures

» Elastic waist

FABRIC WEIGHT 35 GSM

COLOUR BLUE
SIZE EU M, L XL
MADE IN TURKEY

CARE INSTRUCTION | DISPOSABLE WARM-UP JACKET

SpAE M| L XL

Chest 64 | 68 | 72
Length | 75 | 80 | 80

(+-3cm)

&

Single Use

L) ’\\MEDKEY
W
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DISPOSABLE SCRUB SUIT

KEY FEATURES B
= Set includes a shirt and trouser made of an opaque —
SMS material

Shirt with a bell-shaped design for a perfect fit ‘C/
Convenient pocket on the shirt

= V-neck shirt
= Adjustable waist ties on the trouser. D
FABRIC WEIGHT 35 - 40 GSM
COLOUR BLUE
SIZE EU M, L, XL
MADE IN TURKEY X E il
CARE INSTRUCTION | DISPOSABLE SCRUB SUIT —A—
S VAN INCGON M | L | XL
A |75 |76 |77
B |18 |19 |19
SCRUB
TUNIC C |29 | 30 | 31
D |19 | 20 | 21
E | 55|57 | 59
A |50 | 52 | 54
B [35 |37 39
SCRUB
TROUSER C (106|107 |108
D 82|84 | 85
E |22 |24 | 25

(+-3cm)
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CERTIFICATES
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EC DECLARATION OF CONFORMITY
AT UYGUNLUK BEYANI

Oretici/ Manufacturar
BEYKA SAGLIK URUNLERI MIMARLIK MUHENDISLIK VE INSAAT T IHRACAT SANAYI TICARET LTD.§TI,

GOLCOKLER MAH. 788 SK. NO: 1 A MENDERES / IZMIR { TURKIYE
480532 165 60 48 beykaasagiurLnleriggmall.com

KORUYUGU ONLUK / PROTECTIVE GOWN -CERRAH %NLﬁ /SURGICAL GOWN HASTA ONLUOG( / PATIENT GOWN -

ZIYARETC] ONLOGO / VISITOR GOWN - AMELIYAT ONLOGO / SURGERY GOWN- BOX ONLUGU / BOX GOWN -DOKTOR
ONLOGU / DOCTOR GOWN

Bevaw/Statement
Burada, AB tarafindan Uretici 0 kendi yukarida lsmi ve modell gegen
{rinlerin, G342/EEC Tibbi Cihaz Direktif Em Tamal ygu dretidigin bcy-n adanz
Here, we declare thal IF

bave ar
Riopressaratiie oy the L, in accordance vih e nmszEc Mol Dsyica Dirative and mgmaunm

Direktii ve Yanetmeliklor | Directives and Regulations
GI/4ZEEC Tibhi Cihaz Direktifi / 93/42/EEC Medical Davics Directive
Oriin Ticarl Markas: / Product Commarcial Brand

qgf—n ,V\ft,mev

93142/EEC- Tibb| Cihaz vnnwnaugusml {Stem Olmayan) Meoal Davios Regulalonf Clsss | (Non Sterdo)
TS EN 150 13485 Tibb| Cihaziar ~ Kallie Y&netim Sistemieri — Dizenleyici Amaglar icin Gerekiiiie
Medical Devices - Qually Management smmu Reguirements For Regulalory Purposes
EN 13796-4 Carah gl s Skler— Geriorve danay ylndemied -~ BOm 1; CamahdCilar v Erir Surl
ing and drapes - Requiraments and tast methads - Part 1: Surgical drapas and gown
TS EN 14126 Koruyuicu wmmr Enfes jiaa kst ke gyscakiar o paromane Lixakan va danay matolan
an tests metnocs ar profective clothing againt nfacive agents
TS EN ISO 13688 Kansyucu azell Protective cathing -
TS EN 14605+A1 Koruyucu giyecskler - Sri kimyasal madsars karsi - Vicudun sadscs bir kismin koruma saglayariar (i
g 3] ve tp pb 4)cel. baoian yrierar gepemez (4o 3) veye sproy gepim (Up 4) nlywﬁ(br igin pu1|:rmalw czellien-
Protective clothing &g gt (Type 3 arsery-hi (Type
lwm-wbunu including tems providing prolection (o parts olmbowunmrmsam ] and P8 [4])
ToLEN 130341 Se imyasal maddelers ke Koy chyscebar - S dmyasal macoerekary sk oruma sl ayan
Koruyuou giyecekler lgin (lip 6 ve tip pb Prtectye ciothing sgains!lqui chomials -
Perfarmance mqunm-m for chemical nmmm clothing chemicals
8 and T!'Dl PB [8] aquipmant)
TS EN 1073-2 Radyoakit mumm- karyi oruyuc giys-Kisim 2 mnyumr bulasmasinn ayrimasina k) avalanmayan
gerskiikiar ve = clothing again:
ond or ailght
TS EN 1149-5 Koruyucy giysi - Elektrostatk azsllikler - BBdm 5: Makzeme parformans va tasanim gersksinimiari- Protectiv
52,220ing — Elecirosttio properies _ Part & Melaria porformonce and desin rouuemerts
haziar - Tibbl Cihaz Etiketiorinde, Etikatiemede Ve Sunulacak Bilgide Kullanicak Sembolier -
B0l 1. Gonel Gl Mocen Davicas - sﬁms ToBa Used u:dweaw Device Labels, Labelling And Information To
 General
TS EN 1041+A1 Tibbl Cihaz Imalatgilan s ‘Sagianan Bilgller / Information Supplied By Tha Manufacturer Of Medical

Sartifika No/ Cartificato No: mu—mn
‘Sertifika Tarihi /Certificata Date: 20.10.202!
Sartifika Bitlg Tarihi /Cartificate Expiration Date: 20.102021

Accredis slem Certifieation Approval

®m =
IFC ﬂhgﬁﬂ pﬂﬁ“l“‘lﬂi‘!ﬂlﬁ:-ﬂlﬁ"
Hohan; 50 / 50672 Kéin
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:
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N
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SERTIFIiKA
CERTIFICATE OF REGISTRATION

Bu sertifika agagidaki kuruluga
This certificate has been awarded to the company

BEYKA SAGLIK URUNLERI MIMARLIK MUHENDISLIK VE INSAAT ITHALAT
IHRACAT SANAYI TICARET

GOLCUKLER MAH. 788 SK. NO: 1 A MENDERES / [ZMIR / TURKIYE

Uygulanmakta olan Kalite yGnetim sisteminin
To certify that the implemented Quality
management system complies with

TS EN 13795+A1 :2013

Hastalar, Kiink personali va donanimi Igin tibbi cihaz olarak kullanilan cerrani &riller, dnikler ve temiz hava
giysileri-Ureticiler, iglemailer ve Grinleri igin deney yontemleri performans gereksinimieri ve performans dizeyi igin
genel zeliikler

Surgical drapes, gowns and clean air suits, used as medical devices for patients, clinical staff and equipment -
General for and products, test methods, performance requirements and
performance levels

Standardina uygunlugunu belgelendirmek
amaci ile agagidaki kapsamda verilmigtir.
For the activities described below

CERRAHI ONLUK ,ORTU SETI, KORUYUCU TULUM, ONLUK SETI, TEK
KULLANIMLIK GEKET, BONE VE GALOS
SURGICAL GOWN, SURGICAL DRAPE SET, PROTECTIVE COVERALLS,
SCRUB SUIT ,WARM UP JACKET,BONNET,OVERSHOE
Sertifika No. | Certificata No.:2020-11283
Sertifika Tarihi / Date of Certificate : 22.10.2020

Bitig Tarihi | Expiry Date : 22.10.2021
Belgelendirme Perlyadu / Certification Period :3 Yil / Years.

Ceriification roval

IFC Global Cartification Inspection & Training Services GmbH
Hohenzollernring 50 1 50672 Kain | Germany
Infoifcglobal.de

CERTIFICATE CERTIFICATE
Nr: W-200314-Q Nr: W-200315

Beyka Saglik Uriinleri Mimarlik Miihendislik
ve ingaat ithalat ihracat San. Tic. Ltd. $ti.

Gélciikler Mah. 788. Sk. No: 1 Menderes izmir Tiirkiye Turkey

Thes cmftiicate i maued kr o above-mentonsd
‘company, accorting ko e folowing scoge Given by he WOR Centication

Bu sertfika yukanda s geger fmays
B taratroan sty

1ISO 9001:2015

Quality Management System

Scope of Certification / Beigelendirme Kapsam:
M—wwcmmmmmtmwmummm
Absorbent Cotlon, Gauze, Bandage, Wrap, Coveralls, Colonoscopy Shorts, Corpse Bag, Pillowcase, mms—-ﬁ-

Mask, Disposable Patient Bedding Set. Oversieeve, Device Case, Dental Patient Gown, Bonnet. Galosh)
Yapegkanh Bandayar Katgutier ve Senzen Tibbi Maizemelerin Uretmy (Steni Carrahi Katgitier Ecracis: Maddsen fe Brike
Mr.mmwmmmm nrmmmmm Yastik Wi, Dicigh
ve Diugsiz Maske. Tex Kullanimink Hasta Taom:, Koluk, Cihaz Kah. Dental Hasta Oniigi. Bone. Galog)

Foieasa Date | Yay Tari

13.03.2020

Last issue Date ) Son Basm Tark

13.03.2020 (=]
Expry Date /| Gogerilh Toriy

1203200

Period Exp. Dute / Bily Tarih WOR iniemational Ceifcaton Lio
12032028 warm wircen.com | ino@@woroert com

Beyka Saglik Uriinleri Mimarlik Miihendislik
ve ingaat ithalat ihracat San. Tic. Ltd. $ti.

Gélciikler Mah. 788. Sk. No: 1 Menderes izmir Tiirkiye Turkey

Thes cersicate % nsusc o e sbove-mentoret
<oy accirieg o P Rakoweng K0pe ven by e WOR Certcaton
Bu st ukans a0 gecen frmaya
spagute aad

ISO 13485:2016

Medical Devices Quality Management System

Scope of Cartification | Beigelendirme Kapsam:
Adhesive Bandages. Caigut elc. mu—-mmwwunmm
Gauze. Shons, Pillowcase, Siiiched and Seamiess
mm Bandage, Wrap, oy Coweralls, Colonoscopy Corpse Bag. A
Benzen Tibty Matzemelerin Uretimy Eczaciik H Biriikte
Wmmmmw" Gazh Bez, Sarg: Bezi, Wap, Tukum, M ch-lm Yostik Kileh, Dilcigh
ve Diipsiz Maske, Tok Kulaomik Hasta Gargaf Takim, Kolluk, Cihaz Kil, Dental Hastd Orii)d. Bone, Galog)

Fisisase Oute | Yoy Tarih'
3.03.2020

Lt lnsin Diste / Son Bagem Tarihi

13.03.2020 =

Expry Date | Gupaih Tarky L -

na ACCREDITED
MEBEONLER

Pariod Exp. Date | Bty Tont WOR riematonsl Cervicaton L1 A

12032023 www woroelcom | mloecrosn com [

Tho sty o P carticane Can b hache Provgh wem syt o 3 e et
- o
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of Registration

EKOTEKS LABORATUVAR ve GOZETIM
i
No:29 M. Aveilar
ltanbulf TORKIVE

This is to Certify that the
Medical Devices — Quality Management System
af

BEYKA SAGLIK URUNLERI MIMARLIK MUHENDISLIK

TEST REPORT 0LTIE-
DENEY RAPORU ing

06-20

VE INSAAT ITHALAT IHRACAT SANAYI TICARET Cutomer name:
LIMITED SiRKETI e
GOLCUKLER MAHALLESI 788 SOKAK NO:1 A MENDERES / IZMIR / TORKIYE o =
Contact Person: ALL
has been ind dently d and is pli Order No: 2
with the nquinmom of Article No: -
1SO 13485:2016 § | ameonesnty st SN mom-woen 3G (Dsposabe Gowas)
This Certificate is appli to the foll g product or service ranges: E w b
MANUFACTURE AND SALES OF DISPOSABLE SURGIAL DRAPES, renscd
GOWNS, EQUIPMENT COVERS AND DRAPE SETS s Al TR B0
TEK KULLANIMLIK CERRAHI ORTOLER, ONLUKLER, CIHAZ Sempiiny ‘The results givea in this report belong to the received sample by vendor,
KILIFLARI VE ORTU SETLERININ URETIMI VE SATISI End-Use: a2
Care Lubel: Not specified,
:: Certificate No :: TR51383H Number af pages of the report: 6
Date of initial registration 07 December 2019
Date of this Certificate 07 December 2019
Surveillance audit on or before 06 December 2020
Recertification Due / Certificate expiry 06 December 2022
Bratom Services Pt Lid e remaios vl
uisect b5 satiatactory surveilance sudis Hﬂtq‘fmmm

Lypntdig |

KECHDTD F— .......,l-‘J)u’fsu.qe.. BEmvicEs Lvo,

st 48 8800 Haation Garden. London. EC1N 8PN

Page 176

intertek

Total Quality. Assured.

GULSAN SENTETIK DOKUMA SAN. VE TIC.A.S.

Y ol

SCOPE OF WORK

Performance Testing of Surgical Gowns to

ANSI/AAMI PB70:2012 American National Standard for
Liquid Barrier Performance and Classification of
Protective Apparel and Drapes Intended for

Use in Health Care Facilities

REPORT NUMBER
104366460CRT-001

ISSUE DATE
June 29, 2020

PAGES

DOCUMENT CONTROL NUMBER
RT-L-AMER-Test-3470 1-5ep-2017
© 2017 INTERTEK
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