Puresense Medical

Trusted
Quality & Efficiency



About Us

We are working with full force to
protect our public health and to
control epidemic diseases.

We work hard to protect our public
health with medical products and to
control epidemic diseases. We offer all
the protective materials and
disinfectant products you need in the
medical industry. It is our priority to
deliver the medical products with the
features you want in the fastest time
for your personnel health and work
safety. PureSense is always with you to
meet your institutional needs with
medical materials supplied by our
experienced staff. Domestic and
international import / export
procurement services are provided by
our company.
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the potential

Non-Woven
PSM-001

FEATURES

Polypropylene(PP) Hydrophobic UV Resistancy Flame
Reterdant
Spunbond is a polypropylene raw material

producedfabric type. In many different applications in {'

the textile industryis used. Non-woven or as a felt-
likede[/nable. It can protect its texture up to 90 C, water

anditis not affected by moisture. 8 - 200 according to the ®
desired thicknessThey can be produced in gram weights. N
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LEVEL 1 LEVEL 1
NON-STERILE GOWN NON-STERILE GOWN ( 30 gr SS)

PSM-101 4 PSM-101-1
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Reported dimensions are in cm. = Reported dimensions are in cm.
Tolerance + /- (2cm) A Tolerance + /- (2cm)
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FEATURES . FEATURES D
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Disposable Standard Wisitor Gown breathable
material UV resistance, Anti-Static, High comfort
and comfortable working Suitable for medical
and hygiene sectors, Spun-bond nonwoven

Disposable Standard Wisitor Gown breathabe
material UV resistance, Anti-Static, High comfort
and comfortable working Suitable for medical and
hygiene sectors, Spun-bond nonwoven material

material 30 gr SS

40 gr SS.
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LEVEL 2
NON-STERILE SURGICAL GOWN (SMS)

PSM-102
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FEATURES @

¥ Disposable standard apron, Waterproof,
Breathable, UV resistant, Antistatic, Antiallergic,
High comfort and comfortable work suitable for
medical and hygiene sectors, spunbond nonwoven
material, tie stitch, 40 gr / m? SMS.
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LEVEL 2
NON-STERILE SURGICAL GOWN (SMMS)
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Disposable standard apron, Waterproof,
Breathable, UV resistant, Antistatic, Antiallergic,
High comfort and comfortable work suitable for
medical and hygiene sectors, spunbond nonwoven
material, tie stitch, 40 gr / m* SMMS.

oA (€150
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LEVEL 3 LEVEL 3
NON-STERILE SURGICAL GOWN (45 gr) NON-STERILE SURGICAL GOWN
PSM-103-2 PSM-103-1
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‘ Disposable standard apron, Liquid proof, Disposable standard apron, Liquid proof,

Breathable, UV resistance, Anti-static, Anti-
allergic, High comfort and comfortable work
suitable for medical and hygiene sectors,

Breathable, UV resistance, Anti-static, Anti-
allergic, High comfort and comfortable work
suitable for medical and hygiene sectors,

. . . 2
spunbond nonwoven material, tie stitch, 45 gr / m spunbond nonwoven material, tie stitch, 60 gr / m?

& Laminated.

ssmms Laminated.

FDA C €150
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LEVEL 3
STERILE SURGICAL GOWN
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Reported dimensions are in cm.

Tolerance + /- (2cm)

FEATURES

Disposable standard apron, Liquid proof,
Breathable, UV resistance, Anti-static, Anti-
allergic, High comfort and comfortable work
suitable for medical and hygiene sectors,

SSMMS part laminated.

spunbond nonwoven material, tie stitch, 55 gr / m?

LEVEL 4
STERILE SURGICAL GOWN
PSM-104
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FEATURES

Disposable standard apron, Liquid proof,
Breathable, UV resistance, Anti-static, Anti-
allergic, High comfort and comfortable work
suitable for medical and hygiene sectors,

SSMMS Laminated. 8 cm collar is velcro.

FDA (€150

spunbond nonwoven material, tie stitch, 66 gr / m?



PSM-300
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Reported dimensions are in cm.
Tolerance + /- (2cm)

FEATURES

Disposable apron, Liquid proof, Breathable material, UV resistance,
Antibacterial, Antiallergic, High comfort and comfortable work suitable for

medical and hygiene sectors, Nonwoven material 55 gr SMS -SS laminated
fabric.

FDA C €150
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LAB COAT (SMMS)
PSM-300-1
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FEATURES 5
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Disposable apron, Liquid proof, Breathable
material, UV resistance, Antibacterial, Antiallergic,
High comfort and comfortable work suitable for
medical and hygiene sectors, Nonwoven material
(SMMS) -SS fabric

Turk
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SNAP BUTTON FRONT POCKET APRON

PSM-300-2

Sy
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FEATURES

g /

035

2 or 3 Pocket Gown, Disposable Gown
Liquid-proof breathable material UV
resistance, Anti Bacterial, High comfort

/g
iR

o

and comfortable working Suitable for
medical and hygiene sectors, Non-woven
material (SMS, SMMS)- SS laminated

FDA ( €150
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TYPE 5-6 STRIP-FREE OVERALLS TYPE 3-4 STRIPED OVERALLS

PSM-200 ) PSM-200-1
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{

| FEATURES o
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‘ : Breathable, High protective performance, Hooded,
|
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Breathable, High protective performance, Ho
Antibacterial, Antistatic, Antiallergic, elastic
construction on zips and wristbands with lock,
Elastic waist and cuffs are placed for full
protection, Front closure is double-sided.

FDA C €150

Antibacterial, Antistatic, Antiallergic, With zip
lock and elastic structure on the wrists, elastic
waist and cuffs for full protection, Front pawl is
double banded, stitched with a tie, 8 cm collar is

velcro.
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HALF SLEEVE CAREGIVER SUIT

PSM-300-1
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Reported dimensions are in cm.
Tolerance + / - (2 cm)

FEATURES

Laminated fabric, Disposable undercoat, Liquid
proof, Breathable material, UV resistance, Anti-
bacterial, Antiallergic, Antistatic High comfort a
comfortable working suitable for medical and
hygiene sectors, Nonwoven material. (SMS)

WASHABLE BOTTOM TOP SUIT

PSM-300-2
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Stitches are not affected by washing, It has the
feature of shape memory, Quickly evaporates
nd moisture thanks to micro channels, Sweat
absorbent, Breathable, Antibacterial, Antiallergic,
Antistatic, Circular [y-proof barrier, Heat, Printed,
Abrasion resistant, Connected stitching, 30 default

60 C ° can be washed with heat.

FDA C €150
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PSM-500 BONE ULTRASONIC STITCHED CAP

21-22 inch. Double Knitted Rubber Antiallergic,

FE ATU RE S Air-permeable, Latex Free Disposable packed (100)

SS fabric

A ( €150
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DOCTOR CAP poNE ULTRASONIC STITCHED CAP
PSM-500-1 ) PSM-500-2 e @/
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FEATURES FEATURES
21-22 inch. Double Knitted Rubber Antiallergic,
Adjustable Back Tie, Double Knitted Rubber Air-permeable, Latex Free Disposable packed (100)
Antiallergic, Air-Permeable, SS fabric SS fabric

A ( €150
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PSM-400
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3 LAYER MASK

FEATURES

Disposable mask, breathable, anti dust, daily

protection mask with pollen [Jlter (pack 50 pieces)

A ( €150
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EDIKAL (25 GR SS) SHOE COVER 55 GR LAMINATED
: R
PSM-600 | PSM.600.1 STRIP-FREE BOOT COVE
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FEATURES FEATURES

NON-SLIP BASE, LAMINATED, 55 GR SS, Anti-Slipping Feature on the
Ground Overlock Stitched, Double Knitted, Elastic Antiallergic, Latex Free

Disposable, Non-woven Fabric

25 gr SS fabric Disposable shoe cover, Breathable, UV
resistance, Anti-static, suitable for medical and hygiene sector,
Double knitted rubber, Antiallergic, Air permeable, Latex free,
Disposable package (100) spunbond nonwoven material,

oA (€150
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LAMINELI STRIPED BOOT COVER 20 GR SLEEVE

PSM-600-2 PSM-600-3

FEATURES - FEATURES g

The raw material of the sleeve is made of 20 SS grams of nonwoven fabric.
Anti-Slipping Feature on the Ground Overlock Stitched, Double

] The color is bright and has a good pulling force. There are rubber bands at
Knitted, Elastic Antiallergic, Latex Free Disposable, Non-Woven

both ends to improve the sealing
Fabric

A ( €150
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CERTIFICATE OF REGISTRATION

"his certifies that.

PURESENSE PRODUCTS MEDIKAL URUNLERI ITHALAT IHRACAT LTD.STI
Dva Mahhalessi 44346 Sok. No.2/1

Beyhan Adana, TR 01040

s registered with the U.S. Food and Drug Administration for FY 2021 pursuant to Title 21, 807 et seq. of thef
nited States Code of Federal Regulations: i

bevice Classification Name: GOWN SURGICAL
product Code:
egulation Number: 878 4040
fiicial Correspondent Registrar Corp
nd U.S. Agent: 144 Research Drive, Hampton, Virginia, 23666, USA
Telephone: +1-757-224-0177 « Fax: +1-757-224-0179

ertificate. Registrar Corp makes no other representations or warranties, nor does this certificate make anyif
preseniations or warraniies o any person or enity other than the named certificate holder for whose sold
benefi i is issued. This certificate does not denote or approval of the Ider's device orlie
stablishment by the U.S. Food and Drug Administration. Registrar Corp assumes no Imhyluy 10 any person o
niity in connection with the foregoing. i
wrsuant to 21 CFR 807.39, "Registration of a device establishment or assignment of a registration numberf}
joes not in any way denote approval of the establishment or its products. Any representation that creates
npression of oficial approval because of registraion or possession of a registration number is misleading an:
onstitutes misbranding.”
he U.S. Food and Drug Administration does not issue a certificate of registration, nor does the U.S. Food and|
Drug Administration recognize a certificate of registration. Registrar Corp is not affliated with the U.S. Food
bnd Drug Administration.

)
Registrar Corp t
144 Research Drive, Hampton, Virginia, 23666, USA
Telephone: +1-757-224-0177 © Fax: +1-757-224-0179

=

CERTIFICATE OF REGISTRATION

This certifies that:

PURESENSE PRODUCTS MEDIKAL URUNLERI ITHALAT IHRACAT LTD.STI
Ova Mahhalessi 44346 Sok. No.2/1
Seyhan Adana, TR 01040
is registered with the U.S. Food and Drug Administration for FY 2021 pursuant to Title 21, 807 et seq, of
the United States Code of Federal Regulation:
Establishment Owner 10080577
IOperator Number:
Devlce Classification  FACE MASK (EXCEPT N95 RESPIRATOR) FOR GENERAL PUBLIC
IHEALTHCARE PERSONNEL PER IIE GUIDANCE
Produc( Code: QK
Official Conespondem Reglslmr Corp
and U.S. Ager 44 Research D Drive, Hampton, Virginia, 23666, USA
Telephone +1-757-224-0177 « Fax: +1-757-224-0179

Registrar Corp will confimn that such registration remains effective upon roquest and presentation of this
certifcate until the end of the year stated above, unless said registration is torminated after issuance of
this certificate. Registrar Corp makes no other representations or warranties, nor does this certifcate

reprosentations or warranties to any person or enity other. e e perned corlfcals pothr

whose sole beneft i is issued. This certificate does not denole vont or approval of the
cortifcate-holder's device or sstabishment by th ULS. Food and D/ug acmiistation. Fegisiar Cors
1o any pers

Pursuant to 21 CFR 807.39, ")?egtslre/»on ofa dev/ps sslaalmmem or assignment of a regist
number does not in any way denole approval of the establishment or its products. Any rsprsssn/a//on
thal croates an impression of official approval because of registration of possession of a registration
number is misleading and constitutes mistranding.
The U.S. Food and Drug Administration does not issue a certiicate of registration, nor does the
Food and Drug Administration recognize a certificate of registration. Registrar Corp /s not afflated with
the U.S. Food and Drug Administration.

Registrar Corpt
144 Research Drive, Hampton, Virginia, 23666, USA e
1-757-224-0177 * Fax: +1-757-224-0179 Registrar Corp
i Dued: February 15, 2021

CERTIFICATE OF REGISTRATION
This certifies that:

PURESENSE PRODUCTS MEDIKAL URUNLERI ITHALAT IHRACAT LTD.STI
Ova Mahhalessi 44346 Sok. No.2/1
Seyhan Adana, TR 01040
is registered with the U.S. Food and Drug Administration for FY 2021 pursuant to Title 21, 807 et seq. of
the United States Code of Federal Regulations:
Establishment Owner/Operator Number: 10080577
Device Classification Name: NONSLIRGICAL ISOLATION GOWN
Product Code:
Regulation Number: sn 4040
Official Conespondenl Registrar Corp
and U.S. A 144 Research Drive, Hampton, Virginia, 23666, USA
Telephone: +1-757-224-0177 - Fax: +1-757-224-0179
egistrar Corp will confirm that such registration remains effective upon request and presentation of this
coifcats unil 1o and o he yoar sited above, niess said istalon s ferminated sfe ssuance of
is certiicate. Registrar Corp makes o other representations or warranties, nor does this certifcate
nake any presantalions or wanantios o any persan o eniy ofvr than the named certiete polobr
for whose sole benellt it is issued. This certiicate does not dernote endarsement or approval of he
certificate-holder's device or establstment by the U.S. Food and Drug Administration. Registrar Corp
et ik fao e

Pursuantto 21 CFR 607.39, Registaton of a devics establshment or assignment of @ regsation
ot in any way denote approval of the establishment or its products. Any representation
kel impression of official approval because of registration or possession of a registration
number is misleading and constitutes mistranding.”
Drug Adminisiration does not issue a certificate of registration, nor does the U.S.
Food and Drug Administration recognize a certificate of registration. Registrar Corp is not affiated with
the U.S. Food and Drug Administration.

Registrar I‘:orpt

144 Research Drive, Hampton, Virginia, 23666, USA e
Telephone: +1-757-224-0177  Fax: +1-757-224-0179 Registrar Corp
i i i Dated:

CERTIFICATE OF REGISTRATION
This certifies that:

PURESENSE PRODUCTS MEDIKAL URUNLERI ITHALAT IHRACAT LTD.STI

Ova Mahhalessi 44346 Sok. No.2/1

Seyhan Adana, TR 01040

is registered with the U.S. Food and Drug Administration for FY 2021 pursuant to Title 21, 807 et seq. of

the United States Code of Federal Regulations,

Establishment Owner/Operator Number: 10080577

Device Classification Name: SUIT, SURGICAL

Product Code: FXO

Regulation Number. 878.4040

Offcl Conrsapndect Registrar Corp

and U.S. Agent 144 Research Drive, Hampton, Virginia

Tolephone: 41757 226 0177 - Fax 11757 334.0170

Registrar Copp will confirm that such regis Aoctive upon of this

corlfcato uni the end of 1 yoa stated 89006, arless s regsstaton 1 fermnetad afo Ssuance of

s certificate. Registrar Cop makes no other rapresentations or warmanlies, nor does this certifcae

imako any reprosantatons or waranes 0 any person o enliy lher han ihs named coricale older
0 sole benefi it is issued. This certifcate does nol denote endorsement or approval of the

aemmmwm cevico o establshment by the LS. Foou and Drug Adminitaton. Registar Corp

foregoing.

Pursuant to 21 CFR 807.39, "Registration of & device establishment or assignment of a registration
number does not in any way denole approval of the establishment or its products. Any representation
that croates an impression of offcial approval because of registration or possession of a regisiration
number is misleading and constitutes misbranding. *

The U.S. Food and Drug Administration does not issue a certificate of registration, nor doss the U.S.
Food and Drug Adminisiration recognize a certificate of registration. Registrar Corp is not affated with
the U.S. Food and Drug Administration.

Registrar Corp t

144 Research Drive, Hampton, Virginia, 23666, USA
Telephone: +1-757-224-0177 » Fax: +1-757-224-0179

CERTIFICATE

PURESENSE PRODUCTS MEDIKAL URUNLERI
ITHALAT iIHRACAT LiIMITED SiRKETi

OVA MAH. 44346 SOK. NO:2/1
SEYHAN / ADANA / TORKIVE

Has been assessed and found to Comply with the Requirements of:
Denetlenmis ve asagidaki standardin gereklliklerine uygunlugu gorilmistiir:

ISO 45001:2018

The Occupational Health and Safety Management System is applicable to:
Is Saghign Ve Guvenligi Yonetim Sistemi:
MANUFACTURING AND SALES OF PERSONAL PROTECTIVE MASK,
PERSONAL PROTECTIVE OVERALLS, PERSONAL PROTECTIVE GOWN!
FOOT PROTECTORS, BONNET, SHOE COVERS
KISISEL KORUYUCU MASKE, CERRAHI MASKE, KISISEL KORUYUCU TULUM, KISISEL
KORUYUCU ONLUK, CERRAHI ONLUK, AYAK KORUYUCU, BONE,
CALOS IMALATI VE sms

Certificate Number: 1S0-06413

Belge Numarasi: ISO-06413

SURGICAL MASK,
AL GOWNS,

Certification Period: 3 Years Certificate Vali
Belgelendirme Periyodu: 3 Yil Belge Gegerlilik Taril

ty Date: 04.02.2023
04.02.2023

-~

/

QR Sertfkasyon Onays

N\

10R ULUSLARARAS| BELGELENDIRME HIZMETLERI LTD.STi.
Begvier Mah. Kocayunus Sk. No:3 Arsan Han Paza K2 Nidle / BURS
42660016 Faks: 90226 249 41 13 wwwidrcen.com o-posta ioKcer com

CERTIFICATE

PURESENSE PRODUCTS MEDIKAL URUNLERI
ITHALAT iHRACAT LIMITED SiRKETi

OVA MAH. 44346 SOK. NO:2/1
SEYHAN/ ADANA/ TORKIYE
Has been assessed and found to Comply with the Requirements of:
Denetlenmis ve asagidaki standardin gerekliliklerine uygunlugu gorilmastar:

ISO 14001:2015

The Environmental Management System is applicable fo
Cevre Yonetim Sistemi:

MANUFACTURING AND SALES OF PERSONAL PROTECTIVE MASK, SURGICAL MASK,

PERSONAL PROTECTIVE OVERALLS, PERSONAL PROTECTIVE GOWNS, SURGICAL GOWNS,
00T PROTECTORS, BONNET, SHOE COVERS
KISISEL KORUYUCU MASKE, CERRAHI MASKE, KISISEL KORUYUCU TULL I)M KisiSEL
KORUYUCU onmx‘cmw\m(mwx, AYAK KORUYUCU, BON
GALOS IMALATI VE SATIST

Certificate Number: EMS-0103264  Initial Certification Date: 05.02.2022

Belge Numarasi: EMS-0103264 iIk Belgelendirme Tarihi: 05.02.2022
Certification Period: 3 Years Ceml'wn!c Validity Date: 04.02.2023
’ Belgelendirme Periyodu: 3 il e Gegerlilik Tarihi: 04.02.2023
/ k IAS
s W
‘ ACCREDITED
Waraenent St IQR Sertfikasyon Onays

MSCB-’I 35

1R ULUSLARARASI BELGELENDIRME HIZETLERI LTD. ST
Mah. Kocayuus Sk Nozs Arsian Han Plaza K2 Nadfe / BURSA
To: 1902243660016 Fbar 10022420941 15w romtcom. & notcrcatcom

CERTIFICATE

PURESENSE PRODUCTS MEDIKAL URUNLERI
ITHALAT iHRACAT LiMIiTED SiRKETI

OVA MAH. 44346 SOK. NO:2/1
SEYHAN/ ADANA / TURKIYE

Has been assessed and found to Comply with the Requirements of:
Denetlenmis ve asagudaki standardn gereKliliklerine uygunlugu gorilmiistiir:

ISO 9001:2015

The Quality Management System is applicable to:
Kalite Yonetim Sistemi:

MANUFACTURING AND SALES OF PERSONAL PROTECTIVE MASK, SURGICAL MASK,
PERSONAL PROTECTIVE OVERALLS, PERSONAL PROTECTIVE GOWNS, SURGICAL GOWNS,
FOOT PROTECTORS, BONNET, SHOE COVERS

KISISEL KORUYUCU MASKE, CERRAHI MASKE, KISISEL KORUYUCU TULUM, KISISEL
KORUYUCU ONLUK, CERRAHI ONLUK, AYAK KORUYUCU, BONE,

ALOS IMALATI VE SATISI
riificate Number: QMS-0103264  Initial Certification Date: 05.02.2022
Belge Nnmmxn QMS-0103264 Ik Belgelendirme Tarihi: 05.02.2022
Certification Period: 3 Years Certificate Validity Date: 04.02.2023
f] Belgelendirme Periyodu: 3 Yil Belge Gegerlilik Tarihi: 04.02.2023
ACCREDITED
Management ystems 1QR Sertfikasyon Onays
Certifcation Body
MSCB-135

10R ULUSLARARAS BELGELENDIRME HIZMETLERI LTD.$TI.
Mah. Kocayunus S, No:3Arstan Han Plaza K2 NiGlr / BURSA
Tol: 490.224.266,0016. Faks: +90.224.249 41 13 wwwicroort.com  o-posta nfoiaroentcom

CERTIFICATE

URESENSE PRODUCTS MEDIKAL URUNLERI
ITHALAT iIHRACAT LiMiTED SiRKETI
OVA MAH. 44346 SOK. NO:2/1
SEYHAN / ADANA / TURKIYE
Has been assessed and found to Comply with the Requirements of:
Denetlenmis ve asagidaki standardin gerekliliklerine uygunlugu goridmistir:

ISO 13485:2016

Medical Devices -Quality Management System is applicable to:
Tibbi Cihazlar Kalite Yonetim Sistemi

MANUFACTURING AND SALES OF PERSONAL PROTECTIVE MASK, SURGICAL MAS!
PERSONAL PROTECTIVE OVERALLS, PERSONAL PROTECTIVE GOWNS, SURGICAL GOWNS,
FOOT PROTECTORS, BONNET, SHOE COVERS
KISISEL KORUYUCU MASKE, CERRAHI MASKE, KISISEL KORUYUCU TULUM, KiSISEL
KORUYUCU ONLUK, CERRAHI ONLUK, AYAK KORUYUCU, BONE,

GALOS IMALATI VE SATISI

Certificate Number: 202/MDQMS/10043  Tnitial Certification Date: 17.02.2021
Belge Numarasi: 202/MDQMS/10043 {1k Belgelendirme Tarihiz 17.02.2021

Certification Period: 3 Years Certificate Validity Date: 16.02.2023

f] Belgelendirme Periyodu: 3 Vil Belge Gegerlilik Tarihi: 16.02.2023
ACCREDITED
Wanagement Sytams 1R Sertfikasyon Onaye
ttiication Bo
MSCB-135

IQR ULUSLARARAS| BELGELENDIRME HIZMETLERI LTD.STi.
Bogevior Mah. Kocayunus Sk No:3 Arsian Han Plaza. K:2 Nilifer /BURSA
Tel: 49022426600 16 Faks: +90.224.249 41 13 vk Qrcert.com e-posta: nfoiaroert.com




®

PURESENSE
—MED—

TANUFACTURER

'ESAT BEY MAH. ORDU CAD. CETIN DEMIR APT.
[0:80/1 Adana

90 322 428 01 06

1fo@puresenseproducts.com.tr

JSA OFFICE 244 NE 33 rd STREET OAKLAND
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1fo@puresenseproducts.com
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