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Surgical Gowns

Product Description
Surgical Gown (30-40 GMS)

Type/Model/Level
LEVEL I- Il and IlI

Sizes
Small, Medium, Large, X-Large, XX-Large



Protective Coveralls

Product Description Type/Model/Level Sizes
Protective Coverall (56-60 GMS) Type3-5/6 Small, Medium, Large, X-Large, XX-Large

A ¢/ 10 C€
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S I R Product Description Type/Model/Level Sizes

Disposable Protective Mask 2,3 and 4 Ply Standard
Disposable Protective Mask KN95 FFP2 Standard
Disposable Protective Mask KN95 FFP3 Standard
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Covid19 Rapid Test Kits
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» Covid19 Rapid Test Kit

» Detection of virus in 5
minutes

» CE Certified

» 25 Kits in 1 Box

» MoQ is 100,000 pcs

Carton dimension : 430*307*437mm (volume 0.05768m?3)
Weight for unit carton : 0.64kg

Weight for 25T pack : 0.22kg

Weight for unit carton with 25 boxes : 6.14KG

IF} SZBRN
Carton quantity : 2400pcs &“\ 54/ I1SO
Product name : SARS-CoV-2 IgM/IgG Antibody Assay Kit (Immunochromatography) m CA ‘ / s

APPROVED 13485:2016



= Sy [solation Foot Wear

SMS Non woven raw material
Thread Sewing

CE Certified raw material
MoQ 50,000 pcs

YV VY
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S T R Body Bags

Y

SMS Non woven laminated 135 GSM raw
material

Thread Sewing

CE Certified raw material

MoQ 10,000 pcs

Adults Size: 80x220 cm

Infant Size: 50x100 cm

YV VVY

A ¢/ 1m0 C€
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=y Head Cover

SMS Non woven raw material
Thread Sewing

CE Certified raw material
MoQ 10,000 pcs

YV VY
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Face Shield
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FDA Registered Company

. Department of Health & Human Services

Follow FDA | En Espariol

1Y U.S. FOOD & DRUG L EX

ADMINISTRATION

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Establishment Registration & Device Listing & D
© FDAHome © Medical Devices @ Databases
1 result found for Establishment Registration
or Business Trade Name : STR BIYO New Search
Establishment Registration or FEI Number :
3017345359
Establishment - - Current
Name ' Registration Number Registration Yr
STR BIYO TEKNOLQJILERI
MEDIKAL LTD STI TURKEY 3017349359 2020
» Gown, Examination - STR Isolation Gown Manufacturer
* MNon-Surgical Isolation Gown - STR Disposable Gown IManufacturer
» Cover, Shoe, Operating-Foom - STR Shoe Cover Ianufacturer
* Container,_Specimen, Mon-Sterile - STR Body Bag IManufacturer
» Respirator, Surgical - STR Disposable 3 Ply Mask IManufacturer
® Accessory, Surgical Apparel - STR Face Shield IManufacturer
» Cap, Surgical - STR Head Cover IManufacturer

A ¢V = CE€
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Certificates

of Registration

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

STR BiYO TEKNOLOJILERi MEDIKAL IMALAT
ITHALAT VE IHRACAT SAN. TIC. LTD. STi.

MIMARSINAN MAH. KUCUK SANAYI 27. SOK. NO:2 MERKEZ /
CORUM / TURKIYE

has been independently assessed and is compliant
with the requirements of

ISO 13485:2016

This Certificate is applicable to the following product or service ranges:
R&D, DESIGN, MANUFACTURING, SALES AND MARKETING OFORHOPEDIC
PROSTHESIS, AUTOLOGOUS PRP, CGF AND PRP KITS, TUBES, STEMCELL KITS AND
TUBES, GOWN, MASK, COVERALL.

ORTOPEDIK PROTEZLER, OTOLOG PRP, CGF VE PRF KITLERI, TUPLERININ VE KOK
HUCRE KITLERI VE TOPLERININ, ONLUK, MASKE, TULUMUN AR-GE, TASARIMI,
IMATATIL. SATIS VE PAZART AMASL

:» Certificate No :: TR50934H

Date of initial registration 20 February 2019
Date of this Certificate 05 March 2020

Surveillance audit on or before 19 February 2021
Recertification Due / Certificate expiry 19 February 2022

This Certificate is property of Staunchly Management & System Services Ltd. and remains valid

subject to satisfactory surveillance audits.

"

) " ""
Director

STAUNCHLY MANAGEMENT & SYSTEM SERVICES LTD.

SMS/F100A/17/RE)
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STR BiYO TEKNOLOJILERi MEDIKAL IMALAT
ITHALAT VE iHRACAT SAN. TiC. LTD. $Ti.

MIMARSINAN MAH. KUGUK SANAYI 27. SK. NO:2 MERKEZ | GORUM

DSR BELGELENDIRME tarafindan denetienmis ve uygulamakta oldugu
yi Uretim Uygulamalan Yénetim Sisteminin

is audited by DSR Cerification and applied
Good Manufacturing Practices Management Systemn mest the requirements of

GMP

standardina agagidaki kapsamda uymakta oldugu gézlenmistir.
standard for the following activities.

HER TURLD TIBBi CIHAZLARIN ARGE TASARIM IMALATI SATISI VE PAZARLAMAS!

Sertifika No / Cerfificate No: GMP-17.11.120
13.11.2018

25.12.2019 24.12.2020
Sertifika Tarihi Sertifika Son Basim Tarihi Belgelendirme Periyadu
Certificate Date Cerlificate Last Issue Date Bitig Tarihi
Certification Period
Expiration Date
24.12.2020
Sertifika Gegerlilik Tarihi
Certificate Expiry Date

~

95,

DIST

,

CERTIFICATION

Ulusig,,

___ GMP CERTIFIED

FRAO72 Yaymn Tarini: 18.04.2017
Rev.No:01 Rew. Tarihi: 24.05.2018

Rev:00 /Revizyon Tarihi

DSR ULUSLARARASI GOZETiM VE BELGELENDIRME HIZMETLERI LTD. STI.
Yesilbagilar Mah. Selvili Sk. Helis Beyaz Ofis 211 A Blok No:207 PENDIK / ISTANBUL / TURKIYE Tel: +90 216 606 06 35
E-mail: i com.tr - Web: www.dsrb

com.Ir
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CERTIFICATE OF REGISTRATION

Certificates

BYNDICATE OF INTERMATIONAL §YSTEN CEATIFICATIONS

Ce

CE ATTESTATION OF CONFORMITY

Related Directives :
MEDICAL DEVICES 93/42/EEC--—-----TIBBi CIHAZLAR DIREKTIF1 93/42/EEC

CLASS / SINIF : CLASS 1/ SINIF 1, NON STERILE

Description of Product:
MASK / MASKE

RegulationsAppliedacc. ToHarmonizedStandards:
EN 150 13485:2016, EN 1041:2008+A1:2013, EN ISO 15223-1:2016,
EN1S0 149712012, EN 62366-1:2015, EN 14683:2019

Trade Mark :
STR

Manufactured by

STR BiYO TEKNOLOJILERI MEDIKAL IMALAT ITHALAT VE IHRACAT SAN. TIC, LTD. STI.
MIMARSINAN MAH. KUGUK SANAYI 27. SK. NO:2 MERKEZ / CORUM / TURKIYE

Certificate No.: SISTURCE042020657
Issue Date (Original): 04.05.2020
Tssue Date(Latest): 04.05.2020

Expiry Date: 03.05.2021

This Certificate Is issued under the following conditions:

LIt applies only to the above referenced models of the medical devices,

2.1t does not imply that the 'iIH has performed any surveillance or control of their manufacture,
3.The ¢ is obli d to assure of all in medical devices of

the respeetive model o type asse 1 by the mean of this certifieate.
4.The certificate remains valid until the manufacturing condition, the
legislation are changed

S.Aler fulfilling of the relevant EU legislati i . the B shall affix to each
medical device, af the nbove referenced models, \hg CE. -m.lrh.lln;, nceording to this example:

X2/
amgaiéj/ﬁirector

Note: This certificate is valid only il produced with the
continuation letter after the surveillance is carried out successfully.

lity system or relevant

The Organization’s documentation and Implementation has been reviewed and found to
comply with the relevant standard rules. This certificate of Registration is based on the
evaluation of the mentioned scope given above. Organization is responsible for maintaining
the responsibilities of the relevant standard rules. Any significant changes in the scope of
the certification or standard referred above render this cerlificate invalid.

Corporate office(SIS):- Plot No. 1539, 2nd Floor, Sector-4,Gurgaon-122001, Haryana, India.
International office(SIS):- URB. Santa Ana Cal. German, Scherieber 276, San Isidro, Lima, Peru 15047.
Email us ::-support@siscertifications.com, info@siscertifications.co.in. Call:- +91-9654721646
Web:- http://www.siscerlifications.co.in, www.siscertifications.com
The status of this certificate can be verified on “http://www.siscertificalions.co.in".

Issue No.: 01
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ETABGHTE B INTRURATISHAL BYATEE CEORTINICATIONS

C€

CE ATTESTATION OF CONFORMITY

Related Directives:

MEDICAL DEVICES 93 42/EEC TIBBI CIHAZLAR DIREKTIFI 93/42/EEC

CLASS/ SINTF : CLASS 1 / SINIF 1, NON STERILE

Deseription of Product:
COVERALLS, GOWNS AND APRONS
TULUM VE ONLUK
Trade Mark :

STR

Regulations Applied ace. To Harmonized Standards:
TS EN14362-1. TS EN 14126

Manufactured by

STR BIYO TEKNOLOJILERI MEDIKAL IMALAT ITHALAT VE IHRACAT SAN, TiC. LTD. $TI.
MIMARSINAN MAH. KUCUK SANAYT 27. SK. NOQ:2 MERKEZ / QORUM / TURKIYE

Certificate No.: SISTURCE 042020659
Issue Date (Original): 04.05.2020
Issue Datef Latest): 06.05.2020

Expiry Date: 03.05.2021

This Certificate is haued under the Follow ing condithons:

LHappliss only Lo the shove relemenced madels af the medical devioss.

2.1 doves mot imply thet the 515 has performed any survei llnos or control of their menufscture.

3.The menufzcture is obligsted ko ssaure conlormity of =1l i medical devices ol

the respective madel i lype ssssad by e mean of this certificate.

4. The cetificate remains valid it the menufacturing conditiom, the quality system ar nelerant
legislation =re changed .

5. Afler fulfilling of the relevant EU legislstion requirements, the menufacture shal| 2ffix tosach

medical device, of the sbave relerenced madels, the CE-marketing scoording b this sxample:

)
mm“éd/aﬁimmr

Note: This certificate is valid only if produced with the
contimuation letter after the surveillance is carried owt suceessfully.

CERTIFICATE OF REGISTRATION

comply with the relevant standard rules. Thiz cerlficate of Registration is based on the
evalugtion of the mentioned scope given above. Organization is responsible for maintaining
the responsibiliies of the relevant standard rules. Any significant changes in the scope of
. the certification or standard referred abowe render this certificate invalid.

/@\ Corporate  office(S15):- Plot No. 1538, 2nd Floor, Sector-4,Gurgaocn-122001, Harvana, India
QERTIFIfO Imemational ofice(S1S):- URB. Santa Ana Cal. German, Scherieber 276, San |sidro, Lima, Peru 15047,
Iso Email us -supponisiccerifications.com, infofsiscenilications.co.in. Call:- +91-0654721646

Web:- httpi//www.siscertifications_ co.in, www.siscertifications.com

r N The status of this cerlificate can be werfied on “hitpy/fwww.siscerifications.co.in®.

RERRCUED 13485:2016

/' The Organization’s documentation and Implementation has been rmeviewed and found io
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EYRECIETE D6 NTENKATIZMAL EVETEN CRRTINIEATIONE

C€

CEATTESTATION OF CONFORMITY

Related Directives :

MEDICAL DEVICES 9% 42/EEC TIBBI CiHAZL AR DIREKTIFI 93/42/EEC

CLASS/ SINTF : CLASS 1/ SINIF 1, NON STERILE

Description of Product:
INSPECTION GLOVES
MUAYENE ELDIVENI

Trade Mark :
5TR
Regulations Applied ace. To Harmonized Standards:
TS EN 455-1

Manufactured by

STR BIYO TEKNOLOJILERI MEDIKALIMALAT ITHALAT VE IHRACAT SAN. TIC. LTD. $T1.
MIMARSINAN MAH, KUCUK SANAYT 27, SK. NO:2 MERKEZ /| CORUM /TURKIYE

Certificate No.: SISTURCE 042020658
Issue Date (Original ): 04.05.2020
Issue Date] Latest): 06.05.2020

Expiry Date: 03.05.2021

This Certificate is Bswed wider the Folkow ing oo nditho ns:

L.Mapplies anly Lo the shove relerenced models ol the medic al devices.

2. M does med imply thet the SIS has performexd any survei llance or contral of their manulac ture,
3.The menufacture 15 obligted & s=ure confrmity of all m medical devicss ol

the respec ive madel & lype sssssed by the meanof this certilicale.

4. The certificate remsins valid until the manufacturing condition, the quality system or rele vant
legislation are changed .

5. Afer fulilling of the relevant EL legilstion mequrements, the memul=cture shall =i oeach
mextical device, ol the sbove relerenced mexlels, the CE-marketing scomdng o Uhis example:

o/
M a(:@l/ﬁz'remr

Note: This cortificate is valid only if produced with the
contimuation letter after the surveillance is carried out successfully

CERTIFICATE OF REGISTRATION

4 The Drgaﬂizatian's documentation and Implemem.ation has been meviewed and found o
/ comply with the relevant standard rules. This certficate of Registration is based on the
evalugtion of the mentioned scope given above. Organizalion is responsible for maintaining

the responsibiiies of the relevant standard rules. Any significant changes in the scope of

the certification or standard referred above render this cerificate invalid.

(,E?‘T'F-‘Eo ZZBRN Corporate  office(S15):- Plot No. 1538, 2nd  Floor, Sector-4, Gungaon-122001, Haryana, India

Iso Intemational ofice(S1S).- URE. Santa Ana Cal, German, Scherisber 276, San |sidro, Lima, Peu 15047,

m Email us -supporti@siscerifications.com, infof@siscerifications.co.in,  Call- +01-0654721646
r N Web:- http://www.siscertifications. co.in, www.sigscertifications.com

13485:2016 The status of this cerlificate can be verfied on “hilpJ/iwww.siscetifications.co.in.
APPROVED :
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UNIVERSAL

CERTIFICATION

ATTES

'ATION OF CONFORMITY

Certificate Nr: MDD-179

I eonformance do the Fovopean Ecomonric Ceunieission S350 Mediced D Direciive on
Trarmonization of lws, replationy ard adomseaive doceeniarion o Member | o Medical
Bevices and Enropean Seoomic Comanissfon direeti FABRAEEC eeineling Medical Devices Diveclive
clateel 22 July 1993,

the products manufactured by

STR BiYO TEKNOLOJILERTI MEDIKAL IMALAT iTHALAT VE
IHRACAT SANAYI TICARET LIMITED SiRKETI
al the following address
Mimarsinan Mahallesi Kiigik Sanay i 27, Solkak Mo:2 Merkez CORUM ( TURKEY

EN 13795-1:2019 Surgical Clothing and Drapes - Requirements and Test
Methods - Part 1: Surgical I)ra.p{:& and Gowns

Maodel: STRIZOLOZA II(}NDl
(Standard Performance)are tested according to the following initial type tosts by the
i facturer

For the assessment of conformity, the following docwments were also reviewed:
Laboratory test results for Microbial Penetration (wet/cry), Bioburden,
Bursting and Tensile Strengths (wet/dry)
UMIVERSAL CERTIFICATION lus evaluaied productio
10 safety purpose, product itsell and sdd-on components (iF
ical gowns

design, intended use, risk evaluation aceonding
arwd |:|n.u|ut:| technicnl deawings of the

anufctured and designed for ise to prevent e iransmission of infiective agenis between
upproved
Devices
ed products covers

d putients during suergical and other invasive procedures. \Vnh this cerl

Uit [In_ product |‘;||[“|~c all essential requirements ond the related nules o 93042/
i ! | are applwd The inForsnation on the packaging Tor the abave |

the nevessary information staled in A I, §13, of the Medieal Devices

1. §23, af the Medical Device R L ZIHTF-‘-lj. |l||:t infi

fon

101 2008+41: 200 3. 1 is considered 1o
in nocord mee with the information given

This certificate is issucd on 00 TR0 and valid until BEOT2021 with the conditions that no change has
bee fe wilh the produet references and no chinge in the production process or nel suspended or
withdrnwn for any reason.
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El RS.-’\] CERTIFICATION
Director

Yerily the validity with the QR Code



