BIOBLOCKED"
SG 0240 SURGICAL GOWN REINFORCED

Various gowns and drapes for any kind of professional usage in health sector.
Designed and produced with health workers in mind.



Surgical Gowns - Reinforced BIOBLOCKED"

» Medical barriered gowns; These are health
equipment manufactured for use in hospitals,
operating rooms, healthcare institutions.

* Resistant to liquids with its barrier feature.

* Resistant to moisture and bacterial penetration.
* Puncture, tear and abrasion resistant.

* Free from toxic substances.

* Lint and dust free.

« Ultrasonic stitches prevent leakage from these
areas.

* |t is extra reinforced in the arms and front part of
body.




BIOBLOCKED"

Velcro Tape Four Laces

Four-laced belt
system insures
secure fit.

Velcro tape prevents
opening of the
collar.

Extra Reinforced in Extra Reinforced on Front

Arm Hole Extra reinforcement on the

front part and arms
provides a barrier thus
rendering the equipment
more resistant by blocking
infiltration of liquids.This
provides extra security.

The reinforcement in
the armhole prevents
liquid infiltration and
provides added
protection.

Sterile: SG 0240-S
Non-Sterile : SG 0240
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Surgical Gown - Reinforced

Product Code : SG 0240

Documents :

e TECHNICAL SHEET

e ATTESTATION OF CONFORMITY

e EU DECLARATION OF CONFORMITY
e FDA CERTIFICATE

e LAB REPORT

e TECHNICAL FILE

Standards :

e EN13795-1:2019



Preparation date: 14.06.2020

T.010.01 TECHNICAL SHEET
BRAND BIOBLOCKED

PRODUCT Surgical Gown - Reinforced (NON-STERILE)

PRODUCT CODE |SG 0240

PRODUCT INFORMATION
Q Model It is a disposable medical gown with arm and front body barriers, 4
; .a- D °, i, straps at the waist, rib on the arm and and laces and hook and loop
escription on back nape.
Fabric 40 gr SMS + 23 gr PE Film
/p Number 120 white polyester yarn.
= i 7 cm long and 2 cm wide white hook and loop.

15 ’ Material Collar pipe is made of 30 gr spunbound material.

Collar Lace: It will be 30 cm on both sides, Rib: The finished version

should be 8 cm x 6.5 cm, there should be no rotation and the
mixture is 98% Polyester + 2% Acr.

SEWING INSTRUCTIONS, LABEL AND IMPORTANT DETAILS

1 j All stitches will be 9 pricks in 2 cm.

A yellow Groz Beckert needle with a ball tip numbered 9 or 10 will
— — be used. (Gold needle)

Strap and skirt cuts will be symmetrical and smooth.

5 thread overlock will be used in all inerlace stitches.

The sleeve hem ribs will be fitted with 5 thread overlock.

While fastening the collar piping, 7 cm X 2 cm hook and loop
fastening will be sewn together. The loose part of the hook and loop
will be completed on the straight machine.

General Sewing |Left and right shoulder seams will be sewn starting from the collar
Instructions  |and the stitches will be attached and end at the cuff.

A total of 4 straps will be sewn to the product, 2 from inside and 2
from outside. From the rear open snap, 1 piece 5 cm from the inside
of the right and 1 piece from the left outside will be sewn. 1 belt
will be sewn symmetrically from the inside, right inside from the
armpit, right and left inside. All four straps will be sewn on the
visible side of the hook and loop.

The label will be attached to the left shoulder with an overlock stitch from the inside.

There should be absolutely no thread left on the product.

After the sewing process is completed, the products will go through
100% quality control.

The information that should be included on the label: BIOBLOCKED
logo, disposable, product type, production and expiry date, size,

Labels and I )
Washing relevant standards, relevant symbols, read the instructions for use,
. manufacturer company name, chart number and production lot
BIO Instructions . o
number. The label must be in the language the product where it will
be shipped or in English.
PRODUCT: SG 0240 PACKAGING DETAILS
F;RH%DDI.L%'I:;%m%AJﬁaéﬁﬁ?ﬁﬂéggigﬂ Folding Work will be performed in accordance with the folding sample, if
EXP DATE: 15.08.2023 the folding sample has not reached you, request it.
Check that it is the same bag used in the folding sample and that
5 the chart is compatible with the specified product code.
Bag Make sure the bag is closed properly and that there are no tears or
EN 13795-1:2019 holes.
ISO : 13485:2016
30X40+5 Printed bags will be used.
READ THE INGTRUCTION MANLALL The amount in the package should be the same as the chart
-_] i w ® E K @ There should be one size in a box. Sizes should not be mixed.
Package
Keep away from fire and heat! Packages should not be broken, collapsed or torn.
YELKEMCI HATIR GIVIM SANAY] VE TICARET A5,
Packages should be closed with tape written bioblocked.

Form No: FM.433.1 Issue: 03.5.2020 Revision: 12.07.2020 Rev. No: 3
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CERTIFICATION

ATTESTATION OF CONFORMITY

Certificate No: MDD-237

In conformance to the Euwropean Economic Commission 9342/EEC Medical Devices Birective on
harmontsation of laws, regulatfons and adminisirative documentation of Member Srates an Medical
Devices and Ewvapean Econoniic Commission divective 9368/ EEC amending Medical’ Devices Directive
deired 22 July 1993,

the praducts manufactured by

YELKENCI HAZIR GiYIM SANAYI VE TICARET
ANONIM SIRKETI

at the following address
ES5 Karayolu lizeri 5001 Sk. No:6 Selimpasa- Silivei - ISTANBUL / TURKEY

EN 13795-1:2019 Surgical Clothing and Drapes - Requirements and Test
Methods - Part 1: Surgical Drapes and Gowns

Brand Name: BIOBLOCKED
Madel: SG 0240
(Standard Performance) are tested according to the following initial type tests by the
manufacturer
For the assessment of conformity, the following documents were also reviewed:
Laboratory test results for Microbial Penetration (wet/dry), Bioburden,
Bursting and Tensile Strengths (wet/dry)

UNIVERSAL CERTIFICATION has evaluated production, design, intended use, risk evaluation according
e safely purpose, product itsell and add-on components (il exists) and produet technical drawings of the
surgical gowns manufactured and designed for use to prevent the transmission ol infective agents between
clinical stafT and patients during surgical and other invasive procedures, With this certificate, it is approved
that the product fulfils all essential requirements and the related rules of 93M2/EEC Medical Devices
Directive (MDD Class | are applicd. The information on the packaging for the above listed products covers
the necessary information stated in Annex 1, §13, of the Medical Devices Directive (93/42/EEC) or Annex
L. §23, of the Medical Device Regulation (EU) 2017/745, This information includes: performance level and
other relevant information given in EN 150 15223-1:20016 and EN 1041:2008+A1:2013. It is considered to
be suitable to attach a CE mark, as seen below, on your products inaccordance with the information given
in this certificate with publishing an EU Declaration of Conformity,

This certificate is issued on 25/08/2020 and valid until 2400872021 with the conditions that no change has
been made with the product references and no change in the production process or not suspended or
withdrawn for any reason,

ISTANBUL -25/08/2020

Gy

Suat KACMAY
UNIVERSAL CERTIFICATION
Director

Verify the validity with the QR Code

Thig cerificate will be in the absence af any changes in standard and Jegal texms, und with the surveillance audits (o be concited
annually following the surveillance audits, updating the publicationdate without changing the certificate number,
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EU DECLARATION OF CONFORMITY

MANUFACTURER

L]

YELKENCI HAZIR GIYIMSANAYi VE TICARET ANONIM SiRKETi
ES Karayolu iizeri 5001 Sk. No:6 Selimpasa- Silivri - ISTANBUL / TURKEY

PRODUCT DESCRIPTION
Brand Name: BIOBLOCKED
Sulrgir:al Gown - Reinforced
Model: SG 0240

Surgical Gowns high standard performance to be used to prevent the transmission of infective agents between
clinical staff and patients during surgical and other invasive procedures, classified as Medical Device (Class 1)

The Manufacturer declares on his sole responsibility that the product above is, under conditions of
normal use and conditions defined by the Producer / the Manufacturer, safe and meets all the necessary
legal conditions and requirements. The product, a medical device that is intended for single use and
solely in accordance with the Manufacturer’s instructions.

The Conformity is assessed especially with the following provisions:

e  Furopean Regulation (EU) 2017/745 and93/42/EEC Medical Devices Directive establishing technical
requirements for medical devices, in effective wording

e  Technical standard EN 13795-1:2019 Surgical Gown - Reinforced SMS.

e  ENISO 13688: 2013 standard Defines basic health and ergonomic requirements, general size

definition, size change in washing and dry cleaning, markings, harmlessness, design and general

features.

Other relevant harmonized legislation and standards

For the assessment of conformity, the following documents were also applied to:

Results of laboratory tests for Microbial Penetration —DrybyNationalProtectiveTesting LLC

Results of laboratory tests for Microbial Penetration - Wet and Microbial Cleanliness, Bioburden by

EkoteksLaboratuvarveGozetimHizmetleri A.5.

e Results of laboratory tests for Bursting and Tensile Strengths (wet/dry) by
EkoteksLaboratuvarveGazetimHizmetleri AS.

L]
MARKING, LABELLING
Annex I, §13, of the Medical Devices Directive (93/42/EEC) or Annex I, §23, of the Medical Device Regulation
(EU) 2017/745 specifies the information that should be specified on the packaging in which the surgical gown is
supplied. The information supplied with the product considering EN ISO 15223-1:2016 and EN
1041:2008+A1:2013,
MEASURES TO ENSURE CONFORMITY
The Manufacturer declares that he has taken all necessary measures to ensure the conformity of products placed
on the market with technical documentation and basic requirements for this type of product.

Eren YELKENCI

Geperal Manager
: c €
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CERTIFICATE OF REGISTRATION

This certifies that:

YELKENCI HAZIR GIYIM SANAY! VE TICARET A.S.
E5 Karayolu Uzeri. 5001 Sk No.6 Selimpasa
Silivri Istanbul, TR 34570

is registered with the U.S. Food and Drug Administration for FY 2020 pursuant to Title 21, 807 et seq. of the
United States Code of Federal Regulations:

Establishment Registration: 3016879381

DUNS No.: 35-497-3328

Device Classification Name: GOWN, SURGICAL

Product Code: FYA

Regulation Number: 878.4040

Official Correspondent Registrar Corp

and U.S. Agent: 144 Research Drive, Hampton, Virginia, 23666, USA
Telephone: +1-757-224-0177 = Fax: +1-757-224-0179

Registrar Corp will confirm that such registration remains effective upon request and presentation of this
certificate until the end of the year stated above, unless said registration is terminated after issuance of this
certificate. Registrar Corp makes no other representations or warranties, nor does this certificate make any
representations or warranties to any person or enlity other than the named certificate holder, for whose sole
benefit it is issued. This certificate does not denote endorsement or approval of the certificate-holder's device
or establishment by the U.S, Food and Drug Administration. Registrar Corp assumes no liability to any person
or entity in connection with the foregoing.

Pursuant to 21 CFR 807.39, "Registration of a device establishment or assignment of a registration number
does not in any way denote approval of the establishment or its products. Any representation that creates an
impression of official approval because of registration or possession of a registration number is misleading
and constitutes mishranding.”

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

Registrar Coﬁd %

144 Research Drive, Hampton, Virginia, 23666, USA tive Director
Telephone: +1-757-224-0177 o Fax: +1-757-224-0179 Registrar Corp
info@registrarcorp.com ® www.registrarcorp.com




Gen.f136-2/03

EKOTEKS LABORATUVAR ve GOZETIM
HiZMETLERI A.S.
Esenyurt Firuzkdy Bulvan No:29 34325 Availar
Istanbul/ TURKIYE

EKOTEKS

LABCRETUWAR VE DOFETIA HIMETLER AS TEST REPORT AB-05383-T
DENEY RAFORU 20028717-

ing

08-20

YELKENCI HAZIR GlYIM SANAYI VE TICARET A.S.
Customer name:

Address: Selimpasa Mah. 5001. Sokak No:6 SILIVRI/ ISTANBUL
Buyer name: -
Contact Person: GURSEL OZCANLI

Order No: -

Article No: -

Namie and identity of test item:  Blue non-woven gown. (BLUE GOWN, BLUE SMS GOWN WITH
BARRIERS)

The date of receipt of test irem:  14.08.2020

Re-submitted/re-confirmation -

dare:

Dare of test: 14.08.2020-24.08.2020

Remarks: 5

Sampling: The results given in this report belong to the received sample by vendor.
End-Use: -

Care Label: Not Specified

Number of pages of the report: 7

The Turkish Accreditation Agency (TURKAK) is signatory to the multilateral agreements of the European
co-operation for the Accreditation (EA) and of the International Laboratory Accreditation (ILAC) for the
Mutual recognition of test reports.
EKOTEKS LABORATUVAR ve GOZETIM HIZMETLERI A.S. accredited by TURKAK under registration
nimber [AB-0583-T] for ISO 17025:2017 as test laboratory.
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.

Date Custhme tive Head of Testing Laboratory
24.08.2020 Ozl Sevim A. RAZAK

24092000, (O
l\ s T ¥

Fagres
This repoRtstratT ot be reproduced other than in full except with the permission of the laboPatof.
Testing reports without signature and seal are not valid

Sayfa |l /7
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

AB-0583-T

20028717
ing
08-20

REQUIRED TESTS RESULT COMMENTS

MICROBIOLOGICAL TEST

Microbial Cleanliness (Bioburden)

Wet-Bacterial Penetration

||

Dry-Bacterial Penetration

PHYSICAL PROPERTIES TESTS

Tensile Stregth / Dry

Tensile Stregth / Wet

Bursting Strength / Dry

Bursting Strength / Wet

||| =

Water Permeability

P: Pass

F: Fail

R: Refer to retailer technologist,

Test results were evaluated according to EN 13795-1:2019 Standard Performance Properties Critical Sample
Group limit values (Table 1)

REMARK: Original samples are kept for 3 months and all technical records are kept for 5 years unless otherwise specified If requested,
measurement uncertamty will be reporied. But unless otherwise specified, measurement uncertainty is not considered while stating compliance
with specification or limit values The reported unceriainty is based on a standard uncertainty multiplied by a coverage factor k=2, providing a
level of confidence of approximately 93 %. Tests marked (*) in this report are not included in the acereditation schedule.

This 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

Sayfa2/7
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.5.

AB-0583-T

20028717-
ing
(18-20

TEST RESULTS

TEST METHOD : EN 13795-1:2019

SURGICAL CLOTHING AND DRAPES —-REQUIREMENTS AND TEST METHODS
ANNEX 1: SURGICAL CLOTHING AND DRAPES;

MICROBIAL CLEANLINESS (Bioburden)

Test Metod: Ref. EN I1SO 11737-1:2018 (*)

The sample is put in extraciton liquid after shaking well after shaking well (250 rpm.5 min),

inoculated on the suitable agar.The plates are incubated for 3 days at 30 £ 1 ° C for 72 hours,

and 7 days at (20 to 25) °C for TSA and SDA plates respectively.
Total microoragnisms counts are calculated.

RESULTS EQUIREMENT
Microbial cleanliness (cfu/g) B85 cfu/g T,,jfﬂ‘i,‘i’.‘f.’ ﬁ.,k

Sayfa3/7
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

AB-0583-T

20028717-
ing
08-20

TEST RESULT

Test Method: BS EN 22610: 2006 (Surgical drapes, garments and fresh air clothes used as medical devices

for PEtiEI"ItS. hospital staff and equipment - Test method for determination of resistance to wet bacterial
permeability) (*)

A test sample is placed on the agar plate on a rotating disc. Bacteria carrier material and coating film are
placed on the test sample and all parts are fixed on the disk. A finger is placed on the test sample to apply a
certain force (3N £ 0.02). The finger moves on the test sample over the entire surface of the agar within 15
minutes. 5 studies are carried out for 15 minutes. 6. The study is repeated by inverting the sample.

Sample amount: 5 pieces 25x25¢m2
Carrier Material: 30 pm thin, 25x25em?2 Polvurethane Film
Coating Material: 25x25¢cm2 HDPE Film
Microorganism: Staphylococcus aureus ATCC 29213
Bacterial Concentration (kob / ml): 1-4x%104 kob / ml
Incubation Conditions: (36 1)° C 48 hours
RESULTS
Number of Populating Bacteria (cfu) Penetration Rate
X1 0 Reumi 0
Xz 0 REUE 0
X3 0 Rcums 0
Xs 0 Rcums 0
Xs 0 Rcums 0
4 324
T 324
i B el X5: Number of colonies growing in 5 paralle! petr in the same sample
Z: number of colonies growing in the sixth pefr dish
TXi+ Mo+ Xa+ Xa+ X5+ 2
Reouws = X1/T
Reume = (X2 + XIWT
Reuma = (X3 + X2 + X1)/T
Roums = (X4 + X3 + X2 + X1)T
Reums= (X5+ X4 + X3 + X2 + X1)/T
BARRIER INDEX (lg)
Result Expected value (*)
ls 5] 228
ls=6—(CUM1T + CUM2 + CUM3 + CUM4 + CUMS)
* EN 13795-1:2019 Surgical gowns and drapes - Requirements and test methods are evaluated according fo
Table-1.

Sayfad /7



Gen.f136-2/03

EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

AB-0583-T

20028717-
ing
08-20

TEST RESULT

Test Method: ISO 22612: 2005 (Clothing for protection against infectious agents - Test method for
resistance to dry microbial penetration)

Samples and containers are sterilized. Agar plates are placed in each container. Samples are placed
aseptically in the apparatus. The covers are closed. After making a pot in the sample with the piston, the
pistons are removed and 0.5 g + 0.1 g are added to five samples from the powder contaminated with bacteria
and the six to the non-contaminated powder. Then all openings are closed with a plastic bag. The device is

operated to give 20,800 vibrations per minute. The test time is 30 minutes. After the test is over, all agar
plates are incubated at 35 ° C for 24 hours.

Sample amount: 6 pieces 20x20 cm?
Mikroorganism: Bacillus subtilis ATCC 9372
Bacterial concentration (cfu/ml): 1x108
Incubation conditions: 35°C / 24 hours
RESULTS
Number of Populationg Bacteria (cfu)
1 0
2 0
3 0
4 0
5 0
6 (Control) 0
Total 0
Logarithm -
RESULT
Result (cfulg) Expected Value
0 <300 cfulg

Savfa s /7
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EKOTEKS LABORATUVAR ve GOZETIM

HIZMETLERI A.S.

TEST RESULT

TENSILE STRENGTH; EN 29073-3:1996

Instron 5969 (Load: 50 kN), Strip Method.

Speed: 100 mm/min10, Gauge length 200 mm.

Pre-load was not applied. Without wetting samples.

The average results are given for weft and warp direction of five samples
Performed in the conditioned room (20£2°C-65%=4).

Dry ;

RESULT
Weflt 69.0 N
Warp 162.6 N

TENSILE STRENGTH; EN 29073-3:1996

Instron 5969 (Load: 50 kN), Sirip Method.

Speed: 100 mm/min10, Gauge length 200 mm.

Pre-load was not applied. With wetting samples,

The average results are given for weft and warp direction of five samples
Performed in the conditioned room (20£2°C-65%=4).

Wet ;

RESULT
Weft TIEN
Warp 1784 N

BURSTING STRENGTH:; [SO 13938-1:1999
SDL ATLAS M229 tester. Test area: 30.5 mm diameter
Rate of increase in volume: 29 cm™/min.

The average results are given of five samples.

Performed in the conditicned room (20£2°C-65%24),

RESULT
Dry ; 228.2kPa
Height at Burst* 15.3 mm

Savfa6/7

AB-0583-T

20028717-
ing

08-20

REQUIREMENT

= 20N (Dry)
= 20N (Dry)

REQUIREMENT
= 20N (Wet)
= 20N (Wet)

EQUIREM
2 40 kPa (Dry)



Gen.f136-2/03

EKOTEKS LABORATUVAR ve GOZETIM

HIZMETLERI A.S.

TEST RESULTS

TEST METHOD : EN 13795-1:2019

AB-0583-T

20028717
ing
08-20

SURGICAL CLOTHING AND DRAPES ~-REQUIREMENTS AND TEST METHODS

ANNEX 1: SURGICAL CLOTHING AND DRAPES ;

BURSTING STRENGTH;; 1SO 13938-1:1999
SDL ATLAS M229 tester. Test area: 30.5 mm diameter
Rate of increase in volume: 45.2 cm?/min.

The average results are given of five samples.

Performed in the conditioned room (2022°C-65%=4).

RESULT
Wet ; 201.4 kPa
Height at Burst* 13.0 mm

WATER PERMEABILITY;; 1SO 811:2018
Hydrostatic Head Tester, Textest marka Fx 3000 model
Temperature of water 20°C. Pressure increase ratio 10 mbar/min.
Performed in the conditioned room (20+2°C-65%=4)

RESULT

Main Barrier Part
Sample 1 26.5 cmSS 240.7 cmSS
Sample 2 27.0 cmSS 261.1 cmS8
Sample 3 47.4 cmSS 255.0 cmSS
Sample 4 36.7 cmS5 252.9 cmSS
Sample 5 32.7 emS8 258.1 cmSS
Average 34.1 cmS3 253.6 emSS

Sayfa7/7

REQUIREMENT
= 40 kPa (Wet)

REQUIREMENT

2 20cmSS
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TABLE OF CONTENTS - ABOUT THE MANUAL _
[ TABLE OF CONTENTS - ABOUT THE MANUAL

YELKENCI

0 | INTRODUCTION
(1 | SCOPE
| 2 | Reference Standards And/Or Documents
| 3 | Product Information
X | Product description
| 3.2 | Product Model No,
| 3.3 | Product Size
| 3.4 Brand
| 3.5 . Factory Manufacturing Control
| 3.8 | Risk Assessment of PPE for Protection
| 3.7 | Materials and Intermediates Used
3.8 | Product Photos
' 3.9 | Marking
3.0 | Directions for use
an | Basic Health and Safety Requirements of the Product
| 41 | Manufacturing cantrol
4.2 | Guality plan
| 4.3 | Organization
| 4.4 | Document contral
] | Control Methods
| 5.1 | Component materials
| 5.2 | Product supplied by the customer
| 53 | Control of Operations
| 5.4 | Transport, storage and distribution
| & _ | Inspection and experiments
Al | General
| 6.2 Input compeonent materials
| 7 | Nonconformity status
| 7.1 | General
| 7.2 | Moncenformity of component materials
7.3 . Nonconformity status of the final, finished product
8 | Records
g | Training

Technical File - Manufacturing Control Manual has been prepared in accordance with EN 13795-1: 2019
Standard in order to infroduce the production facility control system and explain the basic elements of the
system. In addition to guiding the establishment of the system and preparation of the system documentation,
the Control Manual is used to introduce the system to the customer and third parties. Manufacturing Control
Manual is prepared by Production Control Representative, Quality Management Representative, and issued
after checked and approved by the Company Manager.

On the pages of the Confrol Manual, "YELKENCi HAZIR GIYIM SANAYI VE TICARET ANONIM SIRKETI" logo,
‘Technical File - Production Control Manual" phrase, Department Name, Document No {TD-04), Issue Date,
Revision Date, Revision No, Page No and the information of the persons who Prepared (Title and Signature)
Controlled (Title and Signature) and Approved (Title and Signature) are found. Page No; is given as “page
noftotal page no™.

The revision made in the Technical File - Manufacturing Control Manual is applied to the entire document,
the manual revision number is increased by 1, the revision date is updated, the revision reason is recorded in
the revision reason section on each page and reissued.

; PREPARED BY ' ' [ APP

Production Control Representative | Quality Management Representative | Compan
sf‘q.am KARADENIZ GURSEL OZCANLI 0ZGUR

; Ll _— \ / LIKENCT WAXIR GiYim
’_-E_’-:S:ﬁ..:l:‘l\—_ SANAYIWE TICAZRET AS




il TECHNICAL FILE COCUMENTNO | __TD.0d
i

DATE OF ISSUE 01.05.2020
MANUFACTURING CONTROL MANUAL 'revoare | -
Protective Cluthmg (Surgical Gown - REVNO | 2?;’3
Reinforced)

Other issues related to revision and distribution of the manual are applied according to the "PR.O1 Document
Caontrol Procedure”,

YELKENCI

0. INTRODUCTION
YELKENCI HAZIR GiYiM SANAYi VE TICARET ANONIM SIRKETI Technical File - Manufacturing Control Manual:

¢ EN 13795-1: 2019 Surgical Clothing and Drapes - Requirements and Test Methods - Part 1: Surgical
Crapes and Gowns

It has been prepared as part of the system used to evaluate the compliance with its standards.

The Technical File - Manufacturing Control Manual process is designed for the implementation of harmonized
European standards for Protective Clothing, regardiess of whether the marking is applied by legislation or not.

1.SCOPE

Technical File - Manufacturing Control Manual covers the quality and factory manufacturing control
requirements used during the manufacture of Surgical Clothing and Drapes, and compliance with the Basic
Health and Safety Requirements Associated with the European Union Directive 93/42/EEC.

Basic Requirements of Directive 93/42/EEC:

8.1. Medical devices and manufacturing procedures should be designed to eliminate or reduce the risk of
infection to the patient, practitioner and third parties. The design should be easily implemented and minimize
the contamination of the patient from the medical device or the medical device from the patient during use,
if necessary.

* Name of the Company: YELKENCI HAZIR GiYiM SANAYI VE TICARET ANONIM SIRKETI
» Company Address: E5 Karayolu Uzeri 5001. Sokak No:é Selimpasa Silivri ISTANBUL

2. REFERENCE STANDARD AND/OR DOCUMENTS

Reference is made in this manual to other standards and/or other documents, with or without specifying the
date. These references are stated in appropriate places in the text and are listed below.

. EN,ISO,IEC efc.NO | NAME _ .
EN 137951 Surgical clothing and drapes - Requirements and test methods - Part 1: Surgical drapes and
| gowns
EM 130 22612 | Microbial penetration — Dry
EM ISO 22610 | Microbial penefration — Wet
EM IS0 11737-1 | Cleanliness microbial/Bioburden
EN 150 13938-1 | Bursting strength — Dry/Bursting strength — Wet
EM 29073-3 Tensile strength — Wet/Tensile strength — Dry

3. Product Information

3.1 Product Description

Surgical Clothing and Drapes we manufacture are Surgical Clothing and Drapes that aim to limit the
infectious agents from staff to patients during surgical procedures and in other medical environment with
similar requirements and gowns with a suitable microbial barier, they may also be effective in reducing the
spread of infective agents by asymptomatic carrier or patient with clinical symptoms, our company produces
Surgical Clothing and Drapes with these features in a high quality and hygienic environment.

3.2 Brand Name: BIOBLOCKED
PREPARED BY o [ APPROVED BY

Production Control Representative | Quality Management Representative | Company |
EABAN KARADENIZ GURSEL OZCANLI OZG

o ) / YELKENCI RAZIR Givim
arr_,_..:;__:ﬁ(_ I P SANAYVE TIGRRET AS:
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YELKENCI

3.3 Product Model No: SG 0240

Surgical Gown - Reinforced
3.5 Factory Manufacturing Control:

Documentation of the manufacturing control system is designed to ensure that the quality guarantee is
widely understood, to ensure that the required product properties are provided, and to control the efficient
operation of the manufacturing control system.

3.6 Materials and Intermediates Used

NO | MATERIAL USED | SPECIFICATION - | PRODUCER INFORMATION
SMS FABRIC | 35 gr/m2 SMS,10 gr/m2 PE FILM,14 | .
L | gr/m2 SB .4 gr/m2 ADHESIVE | Bayteks Tekst
SEWIN [
2 EWING THREAD Coast No 120 Threats | COATS
3 | PACKING MATERIAL-BAG | PRINTED BAG | DEKA PLASTIK
4 | PARCEL _ | KssKQuaLTy | MERCAN AMBALAJ
5 | TAPE _ | Tape | AKT MENSUCAT SAN. TiC. LTD. $Ti.
6 | HOOK AND PILE | White Hook and Pile | ANTEKS TEKSTIL SAN. TIC. LTD. $Ti. |
, RiB | Knitted Rib | ELSA FORM VATKA KAPITONE VE
: | TEKSTIL

3.7 Product Photos (Annex A)

3.8 Marking (Annex B)

3.9 Instructions for Use (Annex C)

3.10 Basic Health and Safety Requirements of the Product (Annex D)

3.11 Essential Health and Safety Requirements Fulfilled by the Product (Annex E)
3.12 Stitch Joining Section

All roof stitches are made with 5 thread overlock sfitch. The back, belt and bias stitches are sewn with straight
stitches.

3.13 Machinery and equipment used in the production of the product; Cutting table, Cutting motor, Overlock
machine, Flat machine.

* Flat Machine

* Overlock Machine

* Cutfing Engine

* Marker Table

* Modelroom Mold Drawing Machine

4. REQUIREMENTS

4.1 MANUFACTURING COMNTROL

Technical File - Manufacturing Control Manual is the continuous internal control of manufacturing processes.
This system includes the requirements for the controls performed to ensure compliance with the performance
declared in the Declaration of Conformity, Surgical Clothing and Drapes, the characteristics of which are
described above,

Our company operates the Technical File - Production Control system in accordance with the requirements of
these standards,
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Our company has established the Manufacturing Control system, started certification studies and continues
this system to ensure that the product supplied to the market is in complionce with the specified
specifications. The Manufacturing Control system includes processes, regular audits, experiments and/or
evaluations and use of results for the confrol of the manufacturing processes of the raw and other input
materials or components, equipment, and the product.

4.2 QUALITY PLAN

Our company has determined and maintains its policy and procedures for Manufacturing Control in its quality
plan. Quality plan involves the identification and specification of special processes that directly affect
product quality and conformity. Quality plan includes the following features.

-Organizational structure of the manufacturer in terms of compliance and quality
-Document control

-Checking the component materials and the products it supplies

-Process control

-Conditions for the transportation and storage of the product,

-Requirements for inspection and testing of processes and products

-Methods to be applied in case of non-compliance

4.3 ORGANIZATION

4.3.1 Responsibility and Authority

The responsibility, authority and relationship of all staff which manage, perform and approve the works
aftecting compliance and quality are defined in the quality plan. While making the definition, the staff that is
authorized in the following subjects is specified.

- Starting a process to prevent the production of nonconforming product,

- Identification and recording of any quality problem in the product.

4.3.2 Management Representative

Our company has determined an authorized representative with appropriate knowledge and experience to
ensure the implementation and maintenance of the Manufacturing Confrol audit and Quality Plan
requirements. This representative may camry out audit and surveillance work alone.

REFERENCE
Management Representative Appointment Letter

4.3.3 Internal audits

Our company conducts internal audits to verify that the works comply with the planned regulations and to
determine the effectiveness of the Manufacturing Control. Audits are scheduled according to the
importance and status of the work performed. Audits and subsequent activities are carried out according to
written documents. The results of the audits are reported and presented to the attention of the staff
responsible for the audit. Staff responsible for this field, keep a record of the actions taken with timely
measures when there is nonconformity in the audits,

REFERENCE
Internal Audit Procedure

Nonconforming Product Control Procedure
Corrective and Preventive Actions Procedure

4.3.4 Management Review

The Production Control system is reviewed by the management once a year and relevant records are kept
to ensure complionce and effectiveness.
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REFERENCE
MR Meeting Minutes

4.3.5 Subconfractor Services

Our company does not supply any subconfracting services other than its own resources. In such a case, this
method will be a part of the quality control processes of our company by establishing a control method.

4.4 Document Control

Qur company has determined and continues the written procedures to be applied to control all docurments
and data related to the requirements specified in these standards.

REFERENCE

Document Control Procedure
Record Control Procedure

5 CONTROL METHODS
5.1 Component Materials

Sufficient component materials are available to ensure that manufacturing and distribution are carried out
at planned speeds, without adversely affecting the conformity of the product.

Surgical Clothing and Drapes have been established for the required component materials used in
production, and tolerances have been established and these are notified to the supplier in writing.

These control procedures confirm that input material suppliers can provide the required quality in the
materials and are appropriate.

Production approval is not given without checking whether the materials supplied from different suppliers
can affect the quality and conformity of the product.

5.2 Product supplied by the customer

No component material in Surgical Clothing and Drapes supplied by the customer is used and in such a
situation, the necessary conditions will be provided by our company.

5.3 Confrol of Operations

The qudlity plan includes the following issues.

a) Conformity of all the inputs used with those used in the prototype of type approval
b) Conformity of the cutting process (combining the same parts from the same lot)

¢) Stitch control, stitch pitch frequency control, stitch type control, sedling tape control used in the seams, if
any

d) Dimension control
e) Final product check (seams, sewing thread cleaning)
f) Label user manual and packaging control
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5.4 Transport, Storage and Diﬁﬂhuﬂun

It covers the procedures to ensure hygiene rules during transportation and storage of Surgical Clothing and
Drapes.

REFERENCE
Transport, Storage, Maintenance and Shipment instruction

& INSPECTION AND TESTS
6.1 General
All necessary tools, equipment and staff are available to carry out the necessary inspections and fests.

All inspections made by the quality control staff are recorded, and if nonconforming products can be
applied by separating, approval is given for the delivery of the products for which the nonconformity is
comected.

6.2 Input Component Material

Input component materials are examined and tested using the processes detailed in the input quality plans, If
the guality plan of the supplier is also included in the quality plan of our company, the results of the tesis
carried out by the supplier can be used.

In order to prevent any deterioration in storage, necessary inspections of the materials continue.

7 NONCONOFRMITY STATUS

7.1General

Qur company has documented and ensures its maintenance to prevent the use and application of the
product that does not comply with the specified requirements, provided that it is reasonably applicable,
This control is necessary for identification, evaluation and decompaosition [where practical) and disposal of
the nonconforming product. All the procedures to be performed have been documented and a system has
been formed to inform the user if the shipment of the nonconforming product cannot be prevented.

Moncontormity may occur in the following stages;

a) In the component materials in the warehouse,
b) If the product is processed,
c) In the fransportation, storage and distribution of the product.

In these cases, when nonconforming material, product or process are determined, investigations are started
to determine the causes of nonconformity and effective corrective measures are applied in accordance
with the methods specified in the quality plan to prevent reformation of nonconformity.

REFERENCE

Monconforming product control procedure

7.2 Nonconformity of component materials
In case the component materials are nonconforming, corrective measures may be as follows:

a) Reprocessing of component materials
b) Adjusting the manufacturing control to separate nonconforming components
c) Rejection and elimination of nonconforming material

PREPARED BY
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REFERENCE
Nonconforming product control procedure

7.3 Nonconforming staus of the final, finished product (from the result of the examination of the processes
carried out)

Nonconforming Surgical Clothing and Drapes are evaluated and necessary methods are followed to take
corrective measures. Some measures consist of the following:

a) Reprocessing and acceptance of shipment of nonconforming product, if applicable,
b) Ifitis not feasible to be reprocessed, to be directed to alternative use,
<) Rejection of the product,

REFERENCE
Nonconforming product control procedure

Quality plan

B Records
Manufacturing control results are recorded. Along with the details of the component materials subjected to
the inspection, the location, date and time of the sample and other relevant information are recorded.

In case the component material or Surgical Clothing and Drapes that are being studied do not meet the
specification requirements, the comective measures taken to ensure the product quality of the materials are
recorded.

Records are archived and stored in a repeatable manner, for a minimum period of 5 years or longer which
may be required by legislation in the country.

REFERENCE

Sample Label

Analysis Reports

Quality Records Control Procedure
9 Training

Our company has established and applied methods for the training of all staff involved in the works affecting
qudlity. Personnel who undertake special tasks have appropriate quality and expertise based on
appropriate teaching, training or experience. Training records are kept.

Note- Although there may be a need for a proven training for the application of the quality mark, the
marking pertains fo the compliance of the product with the performance characteristics of the product
using only written procedures. For this reason, although the use of "expert” staff may be required in marking
as required by the legislation, a fraining condition that does not require special proof is required for expertise.

REFERENCE

Training records
Training plan
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MARKING

YELKENCI HAZIR GiYiM SANAYI VE TICARET A§
E5 Karayolu Gzeri 5001 sk. No:é Selimpasa- Silivri - ISTANBUL /TURKIYE

13.3. Information that should be on the label:

a) The manufacturer's name or commercial name and address must be included, for impeorted medical
devices, the name or commercial name and address of the authorized representative and/or importer
should also be included on the label or on the sales packaging or in the instruction manual,

b) Detailed information that defines the contents of the package and the medical device, and especially
for the user,

c) "STERILE" phrase where necessary,

d} Lot code or serial number with the expression "LOT", where necessary,

e} Expiry date in months and years, where necessary,

f] The phrase "disposable”, where necessary,

g) If the medical device is custom made, the words "custom made device”,

h) If the medical device is intended for clinical investigations, the words “exclusively for clinical
investigations”,

i) Special storage and/or conditions of use,

i) Special user manual,

k) Any warnings and/or precautions to take,

. PREPAREDBY -
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l) Production date to be specified in the batch/lot or serial number for active medical devices, apart from
subparagraph [d),

m) Where applicable, method of sterilisation,

n} With regard to container and medical devices containing radioactive substances, information on permit
to be obtained from Turkey Atomic Energy Agency,

o) If the medical device contains a human blood derivative, the related phrase is sought,
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Annex C

INSTRU NS FOR USE

BIOBLOCKED®

Surgical Gown - Reinforced

PRODUCT: SG 0240

PRODUCTION DATE: 15.08.2020
EXP DATE: 15.08.2023

S

EN 13795-1:2019
ISO : 13485:2016

READ THE INSTRUCTION MAMUAL!

il K XK@

Keep away from fire and heat!
YELKENCI HAZIR GIYIM SAMAY] VE TICARET A.5.
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P50 FOORRNS
50 TILE5 200
150 LOD1E2MS
150 2382007
i 5 :
st Ut BioBlocked.com

PRODUCT FEATURES
= SM3 Fabric with PE Barrier

* Non=-5terile,

* Long sleeved gown with open back, under knee length,
+ Barrier pratection to prevent blood strikettrough

ond fluld contamination,

URON GZELLIKLERI
* 5M5, PE barlyerli

* Steril degildir.

* Uzun kellu, sirt bélgesi acik; diz alt snlok.

* Man sigramasi ve svi kentaminasyonunu Snlemek
igin barlyer korumali,

KULLANIM TALIMATLAR

A B D

INSTRUCTION FOR REMOVAL

A- Itis held from the shoulders,

B- Contaminated outer face is turned inwards,

C= Fald by rolling,

D~ When removed, only the clean side should appear.

ONLOK NASIL GIKARILIR 7
A= Omuz kisimlanndan tutulur,

B- Kontamine dig yiz ice dogru gevrilir,

C- Yuvarlanarak katlanr,

D- Cikanldiynda sadece temiz taraf g&rinmelidir.

Storage £ Final Use Saklamn £ Son Kullamm
It 8 t&commended bo keep dan cardbonnd of eardbonid bo, vy hom sunbight, betwesn Karton veyn mokaven buly igasisinds, giney iginlenndnn uzak 15 - 25°C ammandn

18- 2550, W stored imdes suitable condtions, il ks iscommended T use i within 3 year mahalazn cdirnes Tavsiys ediln, Uygun kogultarda degolandss takidinds Grstim tasihndan
nfier the preduction date sonrn 3 il iwerisinds kuBandman tavaiye sdib

Destruction / Recyeling Imha s Gerl DBn0sAm
Thir uncontamimated products can b frealed as genesal waste or can be iscycled Bulagma chmamig Srinler garel gon alaak iglern gbietilin veyn gen dond st rilsbi
Contaminated products should b troated ng hazardous wastes and should be disposed of Bulagma almug Giknker ise zarh atblar olamk ghem garmesi ve ysnmin bkt kiaraling
tn ncoordance with the iules Dnd down by Law, wyarnca atiman geseki
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o] 5-M \ 1-XL 2XL-3XL
_ | - Y S
130 em 125 em 140 em
1 em—3 W e ———— e TR T ey
'mwma'rnumm GUVENLIK TaLlMaTi INSTRUGTION DEaEEl-.Hm! SICHERUNGSANWEISUNG

All prolacing ciothad shogd be checked for

RofUyUCY Qrsin,
dedacts B cubs, holes, nos and confaminabom. vk, dili sokak, kil bl ohumsuziuk delo ve

Con®asa i gaiment ts dalectad

ATTENTION!
This bag i5 not & iy 1 ey caass sufiocalion
Plaasa kesp @ awary 1o childioen and mtanis.

Bajun larmaan (nCe,

maizatara karss homiiol eddmaeddin. Dafohs v

kirh i Rersindiide gryilenarmasin
DlKKAT!
Pogel e Lk sy,

sabep clabile. Lotes gocuk v babakienden
i Butuanu.

Toars tes vilomanes da peotechon dofvent Be
wiaifiées avan! uiisalion contre lés dauts &

déectisux ou sale, | he doll pas &e porhé an
Fitat

ATTENTIONI

Le wisomeant esl ernbalé den un $ac - Jousd
VEC WN BAC BST OAR{EHUN Ol poul proogquer
un dowtenen] Garder-la & Mecait das
arilanks @1 05 NOWTESSHS

Al Sthutzkieadung 50812 wor dem Gebrauch
o Ddebta und Fehlar ibarpiif wedden, da
vanursachsn konmen. Wann % lshisehal una
SCHMET( 1, solta o5 nichl petagen weidan,

ACGHTUNG!

IO Sipéatem imat dhern Banstel ist pelahsbch und
lann 2om Ersbehén litden, B halten Sia g5
won Kindin und Batiys fein

DISPOSABLE GARMENT TEK KULLANIMLIK Givsi VETEMENT JETABLE EINWEGBARE BEKLEIDUNG
S0 L-XL ZAL-IXL
Product: SG 0240 Blo BLO
a0 GaErsd AT BN e R SRiazd B 682753 520831

SAFETY INSTRUCTION: All Surgical Clothing and Drapes should be checked for defects and faults that may cause
negalfivity such as tears, holes, dpped dirt before use. If they are faulty and dirty, they should not be worn,

Caution! Playing with the bag is dangerous. it can cause choking. Please keep it away from children and babies.

STORAGE/EXPIRATION: |1 is recommended fo be stored in carton or cardboard boxes at 15 -25'C away from sunlight. If
stored under suitable conditions, it should be used within 3 years after the production date.

DISPOSAL AND RECYCLING: Non-contaminated products can be treated as general garbage or recycled. On the other
hand, contaminated products should be treated os harmful wastes and disposed in accordance with the rules specified
by law.

“In case of long-term use in temperate climales and environments, It may cause overheafing”

‘Hlammable motedal. Keep away ram lire ”
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Disposable "Do not reusel”

Meaning of Symbols in Product Packaging

SYMBOL TITLE OF SYMBOL DESCRIPTION OF SYMBOL EXAMPLE
' ) Manufacturer Specifies the medical '
u device manufacturer, as d
defined in the EU Directives
~ - 90/385/EEC, 93/42/EEC : ___Ad Adres
and 98/79/EC,
P ! Manufacture date Indicates the date the " L
ﬂ medical device was ﬂ
_ ) manufactured.
— . ' 2020 - 06
" ks Expiration date Shows the expiration date ' )
2 of the medical device. g
l_L 4 . 2021 - 0&
J = Non-sterile (Non Indicates that a medical r o
Sterile) device has not been
subjected to sterilization,
i . ) ] =
N h Do not use if the Indicates that the medical | © ’
packaging is device should not be used
damaged if its packaging is
L 4 damaged or opened. L J
' hy 7 Keep it dry. Indicates that the medical " i,

device should be
protected from moisture.

9

=
-
=

Temperature Indicates the temperature . L .

limitation lirmits to which the medical G ’ wd
device can be safely s .
exposed. fe e " e

Maisture limitation Indicates the range of r w T 1

humidity to which the

medical device can be

safely exposed. L — E =2
Do not reuse Indicates that the medical
device is intended for
single use or foruse on a Disposable PPE, "Do not reuse!”

single patient during a
single procedure.

_ PREPARED BY T APPROVED BY
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Annex D

- the general principles goveming the biclogical evaluation of medical devices within a risk management process;
- the general categorization of devices based on the nature and duration of their contact with the body;

= the evaluation of existing relevant data from all sources:

- the identification of gaps in the available data set on the basis of a risk analysis;

- the identification of additional data sets necessary to analyse the bioclogical safety of the medical device:

= the assessment of the biological safety of the medical device.

Hazardous Substance Safety Data Sheets (MSDS) are identified and evaluated by all of our suppliers, whose processes,
the risk management plan has identified and assigned the biclogical assessment issues that require specific technical
qualifications, and the person (s) responsible for biclogical safety assessment. [ 150 10993 )

Annex E

Essential Health and Safety Requirements

ESSENTIAL REQUIREMENTS

|. GENERAL REQUIREMENTS

1} Medical devices must be designed and manufactured in such a way that, when used under the conditions and for
the purposes intended, they will not compromise the clinical condition or the safety of patients, or the safety and health
of users or, where applicable, other persons.

Any risks which may be associated with their use constitute acceptable risks when weighed against the benefits to the
patient and are compatible with a high level of protection of health and safety.

In the design of the medical device:

- reducing, as far as possible, the risk of use error due to the ergonomic features of the medical device and the
environment in which the device is intended to be used (design for pafient safety), and

- consideration of the technical knowledge, experience, education and training and where applicable the medical and
physical conditions of intended users (design for professional, disabled or other users) should be included

2) The solutions adopted by the manufacturer for the design and construction of the medical devices must conform to
safety principles, taking account of the generally acknowledged state of the art. In selecting the most appropriate
solutions, the manufacturer must apply the following principles:

- eliminate or reduce risks s far as possible (inherently safe design and construction),

- where appropriate take adequate protection measures including alarms if necessary, in relation to risks that cannot be
eliminated,

- inform users of the residual risks due to any shortcomings of the protection measures adopted

3) Medical devices must achieve the performances intended by the manufacturer and be designed, monufactured
and packoged in such a way that they are suitable for one or more of the functions referred to in Article 3 (o) of this
Regulation, as specified by the manufacturer,

4) The characteristics and performances referred to in sections 1, 2 and 3 of this Annex must not be adversely affected to
such a degree that the clinical condition and sofety of the patients and of other persons are compromised during the
lifefime of the medical device as indicated by the manufacturer, when the medical device is subjected to the stresses
which can occur during normal conditions of use.

_ PREPARED BY - ] ~ APPROVED BY
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5) Medical devices must be designed, manufactured ond packed in such a way that their characteristics and
performances during their intended use will not be adversely affected during transport and storage taking account of
the instructions and information provided by the manufacturer,

6] Any undesirable side effects of the medical device must constitute an acceptable risk when weighed against the
performances intended.

6.a) Demonstration of conformity of the medical device with the essential requirements must include a clinical
evaluation in accordance with Annex X,

Il. REQUIREMENTS REGARDING DESIGN AND CONSTRUCTION

7) Chemical, physical and biological properties:

7.1. Medical devices must be designed and manufactured in such a way as to guarantes the characteristics and
performances referred to in "General requirements” of this Annex.

- the choice of materials used, particularly as regards toxicity and, where appropriote flammability,

- the compatibility between the materials used and biclogical tissues, cells and body fluids, taking account of the
intended purpose of the medical device,

- where appropriate, the results of biophysical or modelling research whose validity has been demonsirated beforehand.
7.2, Medical devices must be designed, manufactured and packed in such a way as o minimise the risk posed by
contaminants and residues to the persons involved in the transport, storage and use of the devices and to the pafients,
taking account of the intended purpose of the product. Particular attention must be paid to the tissues exposed and the
duration and frequency of the exposure.

7.3. Medical devices must be designed and manufactured in such a way that they can be used safely with the
materials, substances and gases with which they enter into contact during their nomal use or during routine procedures,
If medical devices are intended to administer medicinal products they must be designed and manufactured in such a
way as to be compatible with the medicinal products concemed according to the provisions and restrictions governing
those products and that their performance is maintained in accordance with the intended use.

7.4. Where a medical device incorporates, as an integral part, a substance which, if used separately, may be
considered to be a medicinal product as defined in Human Medical Froducts Licensing Regulation and which is liable to
act upon the body with action ancillary to that of the device, the safety, guality and usefulness of the substance must
be verified, taking account of the intended purpose of the device, by analogy with the methods specified in the related
Regulation.

For the substances referred to in the first paragraph, the notified body shall, having verified the usefulness of the
substance as part of the medical device and taking account of the intended purpose of the medical device, seek a
scientific opinion from one of the competent authorities designated by the Member States or the European Medicines
Agency (EMEA) acting parficularly through its committee in accordance with Regulation (EC) No 726/2004 on the
quality and safety of the substance including the clinical benefit/risk profile of the incorporation of the substance into the
medical device. In this scientific opinion, data prepared by the nofified body regarding the manufacturing process and
the benefit of adding this substance to the medical device are taken into account.

Where a medical device incorporates, as an integral part, @ human blood derivative, the notified bady shall, having
verified the usefulness of the substance as part of the medical device and taking into account the intended purpose of
the medical device, seek a scientific opinion from the EMEA, acting particularly through its committee, on the quality
and safety of the substance including the clinical benefit/ risk profile of the incorporation of the human blood dervative
into the medical device. In this scientific opinion, data prepared by the nofified body regarding the manufacturing
process and the benefit of using this substance in the medical device are taken into account.

Where changes are made to an ancillary substance incorporated in a medical device, in particular related to its
manufacturing process. the nofified body shall be informed of the changes. Nofified body re-apply to the Ministry or
European Medical Products Assessment Agency (EMEA) with whom it has previously been consulted in order to confim
the quality and safety of the ancillary substance are maintained. The competent authority shall take into account the
data related to the usefulness of incorporation of the substance into the medical device as determined by the nofified
body, in order to ensure that the changes have no negative impact on the established benefit/risk profile of the addition
of the substance in the medical device.

When the competent authority has obtained information on the ancillary substance, which could have an impact on
the established benefit/risk profile of the addition of the substance in the medical device, it shall provide the notfified
body with advice, whether this information has an impact on the established benefit/risk profile of the addition of the
substance in the medical device or not. The notified body shall take the updated scientific opinion into account in
reconsidering its assessment of the conformity assessment procedure.
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7.5. The medical devices must be designed and manufactured in such a way a5 to reduce fo a minimum the risks posed
by substances leaking from the device. Special attention shall be given to substances which are carcinogenic,
mutagenic or toxic to reproduction, in accordance with the Regulation on Classification, Packaging and Labeling of
Hazardous Substances and Preparations published in the Official Gazette dated 26/12/2008 and numbered 27092,

In parts of a medical device or a medical device itself intended to administer and/or remove medicines, body liquids or
other substances fo or from the body, or medical devices intended for transport and storage of such body fluids or
substances, contain phthalates which are classified as carcinogenic, mutagenic or toxic to reproduction, of category 1
or 2, in accordance with the Regulation on Classification, Packaging and Labeling of Hazardous Substances and
Preparations, these devices must be labeled on the medical device itself and/or on the packaging for each unit or,
where appropriate, on the sales packaging s a medical device containing phthalates.

If the intended use of such medical devices includes treatment of children or freatment of pregnant or nursing women,
the manufacturer must provide a specific justification for the use of these substances with regard to compliance with the
essential requirements, in particular of this paragraph, within the technical documentation and, within the instructions for
use, information on residual risks for these patient groups ond if applicable, on appropriate precautionary measures.

7.6. Medical devices must be designed and manufactured in such a way as to reduce, as much as possible, risks posed
by the unintentional ingress of substances into the device taking into account the device and the nature of the
environment in which it is intended to be used.

8) Infection and microbial contamination:

8.1. The medical devices and manufacturing processes must be designed in such a way as to eliminate or reduce as far
as possible the risk of infection to the patient, user and third parties. The design must allow easy handling and, where
necessary, minimise contamination of the device by the patient or vice versa during use.

8.2, Tissues of animal origin must originate from animals that have been subjected to veternary conirols and surveillance
adapted to the infended use of the fissues,

Motified Bodies shall retain information on the geographical origin of the animals. Frocessing, preservation, testing and
handling of tissues, cells and substances of animal origin must be camied out so as to provide optimal security. In
parficular safety with regard to viruses and other fransmissible agents must be addressed by implementation of validated
methods of elimination or viral inactivation in the course of the manufacturing process.

8.3. Sterile medical devices must be designed, manufactured and packed in a non-reusable pock and/or according to
appropriate procedures fo ensure they are sterile when placed on the market and remain sterile, under the storage and
transport conditions laid down, unfil the protective packaging is domaged or opened.

8.4. Sterile medical devices must have been manufactured and sterilised by an appropriote, validated method.

8.5. Medical devices intended to be sterilised must be manufactured in appropriately controlled (e.g. environmental)
conditions.

8.6. Packaging systems for non-sterile devices must keep the product without detericration at the level of cleanliness
stipulated and, if the medical devices are to be sterilised prior to use, minimise the risk of microbial contamination.

The packaging system must be suitable taking account of the method of sterilisation indicated by the manufacturer,

8.7. The packaging and/er label of the medical device must distinguish between identical or similar products sold in both
sterile and non-sterile condition.

?) Construction and environmental properties:

#.1. If the medical device is intended for use in combination with other devices or equipment, the whole combination,
including the connection system must be safe and must not impair the specified performance of the devices.
Restrictions on use must be indicated on the label or in the instruction for use.

9.2. Medical devices must be designed and manufactured in such a way as to remove or minimise as far as possible:

- the risk of injury, in connection with their physical features, including the volume/pressure ratio, dmensional, and where
appropriate the ergonomic features,

- risks connected with reasonably foreseeable environmental conditions, such as magnetic fields, external electrical
influences, electrostatic discharge, pressure, temperature or variations in pressure, and acceleration,

- the risks of reciprocal interference with other devices nomally used in the investigations or for the tfreatment given,

- risks arising where maintenance or calibration are not possible [as with implants), from ageing of the materials used or
loss of accuracy of any measuring or conirol mechanism.

7.3. Medical devices must be designed and manufactured in such a way as to minimise the risks of fire or explosion
during nermal use and in single fault condition. Parficular attention must be paid to devices whose intended use includes
exposure to flammable substances which could cause combustion.
10) Medical devices with a measuring function:
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10.1. Medical devices with a measuring function must be designed and manufactured in such a way as to provide
sufficient accuracy and stability within appropriate limits of accuracy and taking account of the intended purpose of
the device. The limits of accuracy must be indicated by the manufacturer.

10.2. The measurement, monitoring and display scale must be designed in line with ergonomic principles, taking account
of the intended purpose of the device.

10.3. The measurements made by medical devices with a measuring function must be expressed in units of
measurement specified in the Regulation on the Intemational Units System published in the Official Gozette dated
21/6/2002 and numbered 24792,

11) Protection against radiation:

11.1. General:

11.1.1. Medical devices shall be designed and manufactured such that exposure of patients, users and other pearsons fo
radiation shall be reduced as far as possible compatible with the intended purpose, whilst not restricting the application
of appropriate specified levels for therapeutic and diagneostic purposes.

11.2. Intended radiation:

11.2.1. Where medical devices are designed to emit hazardous levels of radiation necessary for a specific medical
purpose the benefit of which is considered to outweigh the risks inherent in the emission, it must be possible for the user to
control the emissions. Such medical devices shall be designed and manufactured to ensure reproducibility and
tolerance of relevant variable parameters,

11.2.2. Where medical devices are intended to emit potentially hazardous, visible and/or invisible radiation, they must be
fitted, where practicable, with visual displays and/or audible wamings of such emissions.

11.3. Unintended radiation:

11.3.1. Medical devices shall be designed and manufactured in such g way that exposure of patients, users and other
persons to the emission of unintended, stray or scattered radiafion is be reduced os far as possible.

11.4, User Manuals:

11.4.1. The operating instructions for medical devices emitling radiation must give detailed information as to the nature
of the emitted radiation, means of protecting the patient and the user and on ways of avoiding misuse and of
eliminating the risks inherent in installation,

11.5. lenising radiation:

11.5.1Medical devices intended to emit ionising radiation must be designed and manufactured in such a wiary Qs to
ensure that, where practicable, the quantity, geometry and quality of radiation emitted can be varied and confrolled
taking into account the intended use,

11.5.2. Medical devices emitting ionising radiation intended for diagnostic radiclogy shall be designed and
manufactured in such a way, as to achieve appropriate image and/or output quality for the intended medical puUrpose
whilst minimising radiation exposure of the patient and use.

11.5.3. Medical devices emitting ionising radiafion intended for therapeutic radiclogy shall be designed and
manufactured in such a way as to enable reliable monitoring and control of the delivered dose, the beam type and
energy and where appropriate the quality of the radiation.

12) Requirements for medical devices connected to or equipped with an SRErgy source:

12.1. Medical devices incorporating electronic programmable systems must be designed to ensure the repeatability,
reliability and performance of these systems according to their intended use. In the event of a single fault condition (in
the system) appropriate means should be adopted to eliminate or reduce as for as possible consequent risks.

12.1.a. For medical devices which incorporate software or which are medical Software in themselves, the software must
be validated according to state of the art taking inte account the principles of development lifecycle, risk
management, validation and verification.

12.2. Medical devices where the safety of the patients depends on an intermal power supply must be equipped with a
means of determining the state of the power supply.

12.3. Medical devices where the safety of the patient depends on an external power supply must include an alarm
system to signal any power failure,

12.4. Medical devices intended to monitor one or more clinical parameters of a patient must be equipped with
appropriate alarm systems to alert the user of situations which could lead to death or severe deterioration of the
patient's state of health.

12.5. Medical devices must be designed and manufactured in such a way as to minimise the risks of creating
electromagnetic fields which could impair the operation of other devices or equipment in the usual environment.

12.6. Protection against electrical risks;

. __ PREPAREDBY ] _ APPROVEDBY
Production Control Representative | Quality Management Representative | Company Manager
$Q5i\' KARADENIZ ; GURSEL OZCANLI 0ZGUR OZENIR

i ! e A -
5 S ;Jf,f’L D/ i YELKENCI HAWR\GIYin
f?:‘ﬂ"‘_-—x—a""" L/ SANAYIVE TICRGYY ALS.



(| TECHNICAL FILE bocuMENTNO | 1004

DATE OF ISSUE | 01.05.2020

\ivine, | MANUFACTURING CONTROL MANUAL revoate | o
- Protective Clothing (Surgical Gown - REVNO o

: | PAGE NO : 1718
Reinforced) | |

Medical devices must be designed and manufactured in such a way os to aveid, as far as possible, the risk of
accidental electric shocks during normal use and in single fault condition, provided that the devices are installed
comectly.

12.7. Protection against mechanical and thermal risks:

12.7.1. Medical devices must be designed and manufactured in such a way Qs to protect the patient and user against
mechanical risks connected with, for example, resistance, stability and moving parts,

12.7.2. Medical devices must be designed and manufactured in such a way as to reduce to the lowest possible level the
risks arising from vibration generated by the devices, taking account of technical progress and of the means available
for limiting vibrafions, particularly at source, unless the vibrations are part of the specified performance.

12.7.3. Medical devices must be designed and manufactured in such a way as to reduce to the lowest possible level the
risks arising from the noise emitted, taking account of technical progress and of the means available to reduce noise,
particularly ot source, unless the noise emitted is part of the specified performance.

12.7.4. The terminals and connectors o the electricity, gos or hydraulic and prneumatic energy supplies which the user
has to handle must be designed and constructed in such a way as to minimise all possible risks,

12.7.5. Accessible ports of medical devices excluding any parts or areas intended to supply heat or reach given
temperatures and their surroundings must not attain potentially dangerous temperatures under normal use,

12.8. Protection against the risks posed to the patient by energy supplies or substances:

12.8.1. Medical devices for supplying the pafient with energy or substances must be designed and constructed in such a
way that the flow rate can be set and maintained accurately enough to guarantee the safety of the patient and of the
user.

12.8.2. Medical devices must be fitted with the means of preventing and/or indicating any inadequacies in the flow-rate
which could pose a danger.

Medical devices must incorporate suitable means to prevent, as far as possible, the accidental release of dangerous
levels of energy from an energy ondfor substance source.

12.9. The function of the conftrols and indicators must be clearly specified on the medical devices. Where a medical
device bears instructions required for its operation or indicates operating or adjustment parameters by means of a visual
system, such information must be understandable to the user and, as appropriate, the patient,

13) Information supplied by the manufacturer:

13.1. Each medical device must be accompanied by the information needed to use it safely and properly. taking
account of the training and knowledge of the potential users, and to identify the manufacturer, This information
comprises the details on the label and the data in the instructions for use. As far as practicable and appropriate, the
information needed to use the device safely must be set out on the device itself and/or on the packaging for each unit
or. where appropriate, on the sales packaging. If individual packaging of each unit is not practicable, the information
must be set out in the leaflet supplied with one or more devices. Instructions for use must be included in the packaging
for every device. By way of exception, no such instruction leaflet is needed for devices in Class | or Class la if they can
be used completely safely without any such instructions.

13.2. Where appropriate, this information should take the form of symbols. Any symbol or identification colour used must
conform fo the harmonised standards. In areas for which no standards exist, the symbaols and colours must be described
in the documentation supplied with the medical device,

13.3. The label must bear the following particulars:

a) The manulacturer's name or commercial name and address must be included, for imported medical devices, the
name or commercial name and address of the authorized representative and/or importer should also be included on
the label or on the sales packaging or in the instruction manual,

b) Detailed information that defines the contents of the package and the medical device, and especially for the user,
<] "STERILE" phrase where necessary,

d) Lot code or serial number with the expression "LOT", where necessary,

&) Expiry date in months and years, where necessary,

f) The phrase "disposable”, where necessary,

g) If the device is custorn made, the words “custorn made device”,

h) If the device is intended for clinical investigations, the words “exclusively for clinical investigations”

i) Special storage and/or conditions of use,

il Special user manual,

k) Any wamnings and/or precautions to take,
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) Production date to be specified in the batch/lot or serial number for active medical devices, apart from subparagraph
(d).

m) Where applicable, method of sterilisation,

n) With regard to container and medical devices containing radioactive substances, information on permit to be
obtained from Turkey Atomic Energy Agency,

o) If the medical device contains a human blood derivative, the related phrase is sought

13.4. If the intended purpose of the device is not obvious to the user, the manufacturer must clearly state it on the label
and in the instructions for use.

13.5. Wherever reasonable and practicable, the medical devices and detachable components must be identified,
where appropriate in terms of batches, to allow all appropriate action to detect any potential risk posed by the devices
and detachable components.

13.6. Where appropriate, the instructions for use must contain the following particulars:

a) the details referred to in 13.3, with the exceplion of d) and e)

b) the performances referred to in section 3 and any undesirable side effects:

c) if the device must be installed with or connected to other medical devices or equipment in order to operate s
required for its intended purpose, sufficient details of its characteristics to identify the corect devices or equipment to
use in order to obtain a safe combination:

d) all the information needed to verify whether the medical device is properly installed and can operate correctly and
safely, plus details of the nature and frequency of the maintenance and calibration needed fo ensure that the medical
devices operate properly and safely at all fimes:

e where appropriate, information to avoid certain risks in connection with implantation of the medical device:;

f) infermation regarding the risks of reciprocal interference posed by the presence of the medical device during specific
investigations or treatment;

g) the necessary instructions in the event of damage to the sterile packaging and. where appropriate, details of
appropriate methods of re-sterilisation:

h) if the medical device is reusable, information on the appropriate processes to dllow reuse, including cleaning,
disinfection, packaging and, where appropriate, the method of sterilisation of the medical device to be re-sterilised, and
any restriction on the number of reuses. Where medical devices are supplied with the intention that they may be
sterilised before use, the instructions for cleaning and sterilisation must be such that, if corectly followed, the medical
device will still comply with the requirements in “General Requirements” of this Annex, If the medical device bears an
indication that the device is for single use, information on known characteristics and technical factors known to the
manufacturer that could pose a risk if the device were to be re-used. If in accordance with Section 13.1 no instructions
for use are needed, the information must be made available to the user upon request:

i} details of any further treatment or handling needed before the medical device can be used (for example, sterilisation,
final assembly, etc.):

il in the case of medical devices emitting radiation for medical purpose, details of the nature, type intensity and
distribution of this radiation.,

The instructions for use must also include details, allowing the medical staff to brief the patient on any contraindications
and any precautions to be taken, These details should cover in particular:

k| precautions to be taken in the event of changes in the performance of the medical device;

I} precautions to be taken as regards exposure, in reasonably foreseeable environmental conditions, to magnetic fields,
external electrical influences, electrostatic discharge, pressure or variafions in pressure, acceleration, thermal ignition
sources elc.;

m) adequate information regarding the medicinal product or products which the medical device in question is
designed to administer, including any limitations in the choice of substances to be delivered;

n) precautions to be taken against any special, unusual risks related to the disposal of the medical device;

o) medicinal substances, or human blood derivatives incorporated into the medical device as an integral part in
accordance with Section 7.4;

p) degree of accuracy claimed for medical devices with a measuring function;

q) date of issue or the latest revision of the instructions for use.
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