BIO
MEDICAL EQUIPMENTS

Product Code : Bouffant Cap - SMS = CP 0040
Product Code : Surgeon's Cap - SMS = SC 0040
Product Code: Surgeon's Hood - SMS = SH 0040
Product Code : Overshoe - SMS = OS 0040

Product Code : Medic Scrub = MS 0040

Documents :

e TECHNICAL SHEET

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.013.01 TECHNICAL SHEET
BRAND BIOBLOCKED
PRODUCT Bouffant Cap - SMS (NON-STERILE)
PRODUCT CODE |CP 0040

PRODUCT INFORMATION

Head protector with rubber around.

40 gr SMS fabric

Model
/’?/ Description
i‘f‘-ll{ g Fabric
s
# |
r17!-‘ 2 L Material

il

BIO

PRODUCT: CP 0040

PRODUCTION DATE: 24.09.2020
PRODUCTION NUMBER:58770
EXP DATE: 24.09.2023

STD SIZE

EN 13795-1:2019

Number 120 white polyester yarn.

3 mm rubber

SEWING INSTRUCTIONS, LABEL AND IMPORTANT DETAILS

General Sewing
Instructions

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)

The product is one piece and folded from 3 cm notches and placed
on top of each other and the first edge is sewn from 1 cm.

The second side is folded from 3 cm notches and placed on top of
each other and sewn, while 1 cm gap is left from the open side and
sewn.

Starting from the side we left open, the rubber is sewn all around at
maximum tension and exit from the other open side.

Both caps are folded together and sewn again. The excess is
arranged with scissors.

There should be absolutely no thread left on the product.

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

Labels and
Washing
Instructions

The information that should be included on the label: BIOBLOCKED
logo, disposable, product type, production and expiry date, size,
relevant standards, relevant symbols, read the instructions for use,
manufacturer company name, chart number and production lot
number. The label must be in the language where the product will
be shipped or in English.

PACKAGING DETAILS

Work will be performed in accordance with the folding sample, if
the folding sample has not reached you, request it.

Check that it is the same bag used in the folding sample and that
the chart is compatible with the specified product code.

Make sure the bag is closed properly and that there are no tears or
holes.

15x15+5 cm printed bags will be used.

READ THE INSTRUCTION MAMNUAL! CAUTION !!!
(YR XA X @
Keep away from fire and heat!
YELKEMCI HAZIR GlviM saMaY] VE TICARET A5, Folding
Bag
Package

Form No: FM.433.1

The pieces inside the box should be the same as the ones specified
in the chart.

There should be one size in a box. Sizes should not be mixed.

Packages should not be broken, collapsed or torn.

Packages should be closed with tape written bioblocked.

Issue: 03.5.2020

Revision: 12.07.2020 Rev. No: 3




Preparation date: 14.06.2020
T.014.01 TECHNICAL SHEET
BRAND BIOBLOCKED
PRODUCT Surgeon's Cap - SMS (NON-STERILE)
PRODUCT CODE |SC 0040

BIO

PRODUCT: SC 0040

PRODUCTION DATE: 24.09.2020
PRODUCTION NUMBER:58772
EXP DATE: 24.09.2023

STD SIZE

EN 13795-1:2019

READ THE INSTRUCTION MANUAL!

YR AX@
Keep away from fire and heat!

YELKENCI HAZIR GlYIM SaNAY| VE TICARET A5

Form No: FM.433.1

PRODUCT INFORMATION

Mo.de! Head protector with rubber around.
Description
Fabric 40 gr SMS
Number 120 white polyester yarn.
Material

Spunbond pipe. The cut pipe width will be 2.8 cm. The finished
version will be 1 cm.

SEWING INSTRUCTIONS, LABEL AND IMPORTANT DETAILS

General Sewing
Instructions

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)

In the flat machine, the rectangular piece is sewn by folding cleanly
from 1 cm on three sides.

The top is mounted to the round part from 1 cm.

Right and left bindings are sewn to the ends of the cap.

Fastening piping length will be 20 cm on the left and right sides.

There should be absolutely no thread left on the product.

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

Labels and
Washing
Instructions

The information that should be included on the label: BIOBLOCKED
logo, disposable, product type, production and expiry date, size,
relevant standards, relevant symbols, read the instructions for use,
manufacturer company name, chart number and production lot
number. The label must be in the language the product will be
shipped to or in English.

CAUTION !!!

PACKAGING DETAILS

Folding

Work will be performed in accordance with the folding sample, if
the folding sample has not reached you, request it.

Bag

Check that it is the same bag used in the folding sample and that
the chart is compatible with the specified product code.

Make sure the bag is closed properly and that there are no tears or
holes.

15x15+5 c¢cm printed bags will be used.

Package

The pieces inside the box should be the same as the ones specified
in the chart.

There should be one size in a box. Sizes should not be mixed.

Packages should not be broken, collapsed or torn.

Packages should be closed with tape written bioblocked.

Issue: 03.5.2020

Revision: 12.07.2020 Rev. No: 3




Preparation date: 14.06.2020
T.015.01 TECHNICAL SHEET
BRAND BIOBLOCKED
PRODUCT NAME |[Surgeon's Hood - SMS (NON-STERILE)
PRODUCT CODE [SH 0040

BIOBLOCKED

PRODUCT: SH 0040

PRODUCTION DATE: 24.09.2020
PRODUCTION NUMBER:58773
EXP DATE: 24.09.2023

STD SIZE

EN 13795-1:2019

READ THE INSTRUCTION MAMNUAL!

MR AXQ

Keep away from fire and heat!

YELEEMC] HAZIR GiYiM SANAYI VE TICARET A5

Form No: FM.433.1

PRODUCT INFORMATION

Mo.de.l Surgeon hood with laces and protecting the head and face contour.
Description
Fabric Main fabric: 40 gr SMS Top piece fabric: 20 gr PP Spunbound.
White polyester yarn number 120
Material

2.8 cm wide, 30 g Spunbound piping. Lace length will be 30 cm.

SEWING INSTRUCTIONS, LABEL AND IMPORTANT DETAILS

General Sewing
Instructions

All stitches will be 9 pricks in 2 cm.

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

The forehead band is combined with a 1 cm stitch allowance on a flat
machine.

20 gr Spunbound top piece is sewn directionally with a 7.5 mm stitch
allowance, complying the snaps on the headband.

The side of the two lace piece that touches the face is pulled and
stitched 30 cm longer than the end.

The back two pieces are stitched together with a 5-thread overlock
stitch.

The back parts are assembled to the front piping piece with 5 thread
overlock stitch.

The top part of the hood is mounted with the body starting from the
front notch with straight stitching.

The front forehead part is folded 5 mm and stitched with 3 mm wide
edge stitch.

There should be absolutely no thread left on the product.

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

Labels and
Washing
Instructions

The information that should be included on the label: BIOBLOCKED
logo, disposable, product type, production and expiry date, size,
relevant standards, relevant symbols, read the instructions for use,
manufacturer company name, swatch card number and production lot
number. The label must be in the language the product where it will
be shipped to or in English.

CAUTION !!!

PACKAGING DETAILS

Folding

We will work in accordance with the folding sample, if the folding
sample has not reached you, request it.

Bag

Check that it is the same bag used in the folding sample and that the
swatch card is compatible with the specified product code.

Make sure the bag is closed properly and that there are no tears or
holes.

15x15+5cm printed bags will be used.

Package

The amount in the package should be the same as the swatch card.

There should be one size in a box. Sizes should not be mixed.

Packages should not be broken, collapsed or torn.

Packages should be closed with tape written bioblocked.

Issue: 03.5.2020

Revision: 12.07.2020 Rev. No: 3




Preparation date: 14.06.2020

T.016.01

TECHNICAL SHEET

BRAND BIOBLOCKED

NAME OF THE PRODUCT |Overshoe - SMS (NON-STERILE)

PRODUCT CODE 0OS 0040

BIOBLOCKED

PRODUCT: OS 0040

PRODUCTION DATE: 15.08.2020
PRODUCTION NUMBER:58771
EXP DATE: 15.08.2023

STD SIZE

EN 13795-1:2019

READ THE INSTRUCTIOMN MANUAL!

=R XK@

Keep away from fire and heat!

YELKEMCI HAZIR GiYiM SANAYI VE TICARET A5

Form No: FM.433.1

PRODUCT INFORMATION

Mo.de! Shoe protector with wrist elastic.
Description
Fabric 40 gr SMS
Number 120 white polyester yarn.
Material 3 mm rubber.

Anti-slip sole.

SEWING INSTRUCTIONS, LABEL AND IMPORTANT DETAILS

General Sewing

Instructions

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)

The notch is centered on the middle of the shoe cover, and the anti-
slip tape is sewn with straight stitch both sided.

Product snap fasteners are folded in half and both heads are sewn
with 5 thread overlock.

The product is turned straight and the ends are well removed.

From 1 cm below, the rubber is sewn tightly.

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,

Label and - .
Washin relevant standards, relevant symbols, read the instructions for use,
Instructifn manufacturer company name, chart number and production lot
number. The label must be in the language the product where it will
be shipped or in English.
CAUTION 1!
PACKAGING DETAILS
Foldin Work will be performed in accordance with the folding sample, if
J the folding sample has not reached you, request it.
Check that it is the same bag used in the folding sample and that
the chart is compatible with the specified product code.
Bag Make sure the bag is closed properly and that there are no tears or
holes.
15x18+5cm printed bags will be used.
The amount in the package should be the same as the chart.
There should be one size in a box. Sizes should not be mixed.
Package

Packages should not be broken, collapsed or torn.

Packages should be closed with tape written bioblocked.

Issue: 03.5.2020

Revision: 12.07.2020 Rev. No: 3




Preparation date: 14.06.2020
T.029.01 TECHNICAL SHEET
BRAND BIOBLOCKED
PRODUCT Medic Scrub (NON-STERILE)
PRODUCT CODE |MS 0040
PRODUCT INFORMATION
= :‘ Model Surgery gown. Bottom: Elastic waist, back right single pocket. Top:
( Y 4 Description  [Short sleeve, 3 pockets, V-neck.
5 — Fabric 40 gr SMS
4
Number 120 white polyester yarn.
Material 2.5 width rubber.

BIOBLOCKED

PRODUCT: MS 0040

PRODUCTION DATE: 24.09.2020
PRODUCTION NUMBER: 10031
EXP DATE: 24.09.2023

L

EN 13795-1:2019

READ THE INSTRUCTION MANLUAL!
1l XXX
Keap away from fire and heat!

YELKENC] HAZIR GiviM SAnaY] vE TICARET A%

Form No: FM.433.1

SB 2.8 cm wide piping.

SEWING INSTRUCTIONS, LABEL AND IMPORTANT DETAILS

General Sewing
Instructions

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)

The edges of the 3 top pockets are broken from 2 mm and sewn.

The upper pocket is sewn on the front body at a distance of 20 cm
from the arm 9 cm above the arm. Sew the upper and lower pockets
according to the model patterns and the original sample.

The first shoulder is interlaced.

Collar piling is sewn.

The second shoulder is interlaced.

With the open arms, they are sewn by folding at 2 cm.

It is attached to the body with the arms open.

Starting from the sleeve hem, side interlace operation is performed.

Skirts are sewn by folding 3 cm.

While the trousers are open, the pockets are sewn from the top,
which is prepared according to the pattern, and the pocket is sewn
from the outside.

It is sewn from 2 cm while the cuffs are open.

The front and back crotches are interlaced

The inner interlace is entered through the left leg and exited from
the right leg.

2.5 cm of rubber is mounted on the belt. The belt is closed by
folding 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.

Labels and
Washing
Instructions

The information that should be included on the label: BIOBLOCKED
logo, disposable, product type, production and expiry date, size,
relevant standards, relevant symbols, read the instructions for use,
manufacturer company name, chart number and production lot
number. The label must be in the language the product will be
shipped or in English.

CAUTION !!!

PACKAGING DETAILS

Folding

Work will be performed in accordance with the folding sample, if
the folding sample has not reached you, request it.

Bag

Check that it is the same bag used in the folding sample and that
the chart is compatible with the specified product code.

Make sure the bag is closed properly and that there are no tears or
holes.

30x40cm+5 cm printed bags will be used.

Package

The pieces inside the box should be the same as the ones specified
in the chart.

There should be one size in a box. Sizes should not be mixed.

Packages should not be broken, collapsed or torn.

Packages should be closed with tape written bioblocked.

Issue: 03.5.2020

Revision: 12.07.2020 Rev. No: 3




Al"" c €
YELKENCI

GROUP

EU DECLARATION OF CONFORMITY

Beyan Ederiz ki; We herewith declare;

The undersigned Company declares under its sole
Asagida tanimlanmis olan {rdin igin 93/42/AT Tibbi responsibility that the item of product specified below
Cihaz Glivenligi Direktifi temel gerekliliklerinin yerine satisfies the essential requirements of the Medical Device
getirildigini ve sorumlulugun alinmis olundugunu Safety Directive 93/42/EC which are apply to it. The
beyan ederiz, Asagida tanimlanan iriiniin ig Gretimi internal production of the product described below is
Yelkenci Hazir Giyim San. ve Tic. A.$. tarafindan Yelkenci Hazir Giyim San. ve Tic. A.S. controlled by.

kontrol edilmektedir.
Product Name

Uriin Adi

BOUFFANT CAP - SMS
BONE - SMS

Type-Models
Tip-Model

CP 0040
CP 0040

Brand Name
Marka

BIOBLOCKED
BIOBLOCKED

Last Two Digit Year of CE marking affixing

CE isaretinin Vuruldugu Yilin Son iki Hanesi
20

20
Applicable EU Directives

Uygulanan AB Yonetmelikleri
MEDICAL DEVICE SAFETY DIRECTIVE 93/42/EC

AB TIBBI CIHAZ GUVENLIGI DIREKTIFi93/42/AT

Uygulanan Standartlar Applicable Standards

EN 13795-1 :2019 EN 13795-1 : 2019

GENEL MUDUR
EREN YELKENCI
14/05/2020

S
=
S
S
=
S
S
Lr...
-
S
s
3
Lu
Q
~
=

Uretici Firma / Manufacturer Company and Address
YELKENCI HAZIR GiYiM SANAYI TiC. A.S.
Selimpasa Mahallesi 5002 Sok. No:6 E-5 Karayolu Uzeri Silivri / Istanbul / Tiirkiye
Telefon: +90 212 72386 00Web: http://www.yelkenci.comE-mail:_sales@yelkenci.com

istanbul-Tiirkiye / 26.03.2020_R:0
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YELKENC]

GROUP

EU DECLARATION OF CONFORMITY

Beyan Ederiz ki;

Asagida tammlanmig olan dirlin icin 93/42/AT Tibbi
Cihaz Guvenligi Direktifi temel gerekliliklerinin yerine
getirildigini ve sorumlulugun alinmis olundugunu
beyan ederiz. Asagida tanimlanan Griiniin i¢ iiretimi
Yelkenci Hazir Giyim San. ve Tic. A.S. tarafindan
kontrol edilmektedir.

Oriin Adi

CERRAH BONESI - SMS

Tip-Model

SC 0040

Marka

BIOBLOCKED

CE Isaretinin Vuruldugu Yilin Son iki Hanesi
20

Uygulanan AB Yénetmelikleri

AB TIBBI CIHAZ GUVENLIGI DIREKTIFI93/42/AT
Uygulanan Standartlar

EN 13795-1 :2019

GENEL MUDU
EREN YELKENCI
14/05/2/ 0

1
Yy EL NS

We herewith declare;
T e undersigned Company declares under its sole
responsibility that the item of product specified below

satisfies the essential requirements of the Medical Device

Safety Directive 93/42/EC which are apply to it. The
internal production of tt.e product described below is
Yelkenci Hazir Giyim Sz n. ve Tic. A.S. controlled by.

Product Name

SURGEON'S CAP - SMS

Type-Models

SC 0040

Brand Name

BIOBLOCKED

Last Two Digit Year of CE marking affixing
20

Applicable EU Directives

MEDICAL DEVICE SAFETY DIRECTIVE 93/42/EC

Applicable Standards

EN 13795-1 : 2019

Uretici Firma / M nufacturer Company and Address
YELKENCIHAZIR GiYIM SANAYI TiC. A.S.
Selimpasa Mahallesi 5002 Sok. No:6 E-5 Karayolu Uzeri Silivri / istanbul / Tiirkiye

Telefon: +90 212 72386 00Web: http.//www.yelkenci.comE-mail:_sales@yelkenci.com

istanbul-Tiirkiye / 26.03.2020_R:0




AI"" c €
YELKENCI

GROUP
& EU DECLARATION OF CONFORMITY
I Beyan Ederiz ki;
We herewith declare;

Asagida tanimlanmig olan Uriin icin 93/42/AT Tibbi The undersigned Company declares under its sole
m Cihaz Guvenligi Direktifi temel gerekliliklerinin yerine responsibility that the item of product specified below
Q getirildigini ve sorumlulugun alinmis olundugunu satisfies the essential requirements of the Medical Device

beyan ederiz. Asagida tanimlanan Griintin ic dretimi Safety Directive 93/42/EC which are apply to it. The
h Yelkenci Hazir Giyim San. ve Tic. A.S. tarafindan internal production of the product described below is
2 kontrol edilmektedir. Yelkenci Hazir Giyim San. ve Tic. A.S. controlled by.
Q Uriin Ad Product Name
w AMELIYAT KAPSONU - SMS SURGEON'S HOOD - SMS
m Tip-Model Type-Models
Q SH 0040 SH 0040
2 Marka Brand Name
| BIOBLOCKED BIOBLOCKED
& CE Isaretinin Vuruldugu Yihn Son iki Hanesi Last Two Digit Year of CE marking affixing

E 20 20

Uygulanan AB Yénetmelikleri Applicable EU Directives
) :: AB TIBBi CIHAZ GUVENLIGI DIREKTIiFI93/42/AT MEDICAL DEVICE SAFETY DIRECTIVE 93/42/EC
U Uygulanan Standartlar
m Applicable Standards

EN 13795-1 : 2019
Q EN 13795-1 :2019
£3 GENEL MUD{R

EREN YELKENCI

20
G

Uretici Firma J/ Mlanufacturer Company and Address
YELKENCI HAZIR GiYiM SANAYI TiC. A.S.
Selimpasa Mahallesi 5002 Sok. No:6 E-5 Karayolu Uzeri Silivri / istanbul / Tiirkiye

Telefon: +90 212 72386 00Web: http://www.yelkenci.comE-mail:_sales@yelkenci.com

istanbul-Tiirkiye / 26.03.2020_R:0




,|l|||| c €
YELKENCI

GROUP
& EU DECLARATION OF CONFORMITY
: Beyan Ederiz ki; We herewith declare;
Q Asagida tanimlanmis olan Griin icin 93/42/AT Tibbi The undersigned Company declares under its sole
Cihaz Givenligi Direktifi temel gerekliliklerinin yerine responsibility that the item of product specified below
m getirildigini ve sorumlulugun alinmig olundugunu satisfies the essential requirements of the Medical Device
2 beyan ederiz. Asagida tanimlanan iriinin i¢ tiretimi Safety Directive 93/42/EC which are apply to it. The
Yelkenci Hazir Giyim San. ve Tic. A.S. tarafindan internal production of the product described below is
Q kontrol edilmektedir. Yelkenci Hazir Giyim San. ve Tic. A.S. controlled by.
U Uriin Ady Product Name
kl AYAKKABI KORUYUCU - SMS OVERSHOE - SMS
Q Tip-Model Type-Models
2 0OS 0040 0OS 0040
| Marka Brand Name
h BIOBLOCKED BIOBLOCKED
§ CE Isaretinin Vuruldugu Yilin Son iki Hanesi Last Two Digit Year of CE marking affixing
20 20
) J Uygulanan AB Yénetmelikleri Applicable EU Directives
U AB TIBBI CIHAZ GUVENLIGI DIREKTIFi 93/42/AT MEDICAL DEVICE SAFETY DIRECTIVE 93/42/EC
J Uygulanan Standartlar
Q Applicable Standards
EN 13795-1 ;2019
: D EN 13795-1 : 2019

GENEL MUDUR
EREN YELKENCI

Uretici Firma #Manufacturer Company and Address
YELKENCI HAZIR GIYiM SANAYI TiC. A.S.
Selimpaga Mahallesi 5002 Sok. No:6 E-5 Karayolu Uzeri Silivri / Istanbul / Tiirkiye
Telefon: +90 212 72386 00Web: http://www.velkenci.comE-mail:_sales@yelkencl.com

Istanbul-Tiirkiye / 26.03.2020_R:0
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YELKENCIi

GROUP

C€

EU DECLARATION OF CONFORMITY

Beyan Ederiz ki;

Asagida tanimlanmis olan rtin igin 93/42/AT Tibbi
Cihaz Glivenligi Direktifi temel gerekliliklerinin yerine
getirildigini ve sorumlulugun alinmis olundugunu
beyan ederiz. Asagida tanimlanan iiriinin i¢ Gretimi
Yelkenci Hazir Giyim San. ve Tic. A.S. tarafindan
kontrol edilmektedir.

Oriin Ads

Medikal Giysi - SMS

Tip-Model

MS 0040

Marka

BIOBLOCKED

CE isaretinin Vuruldugu Yilin Son iki Hanesi
20

Uygulanan AB Yénetmelikleri

AB TIBBI CIHAZ GUVENLIGI DIREKTIFi 93/42/AT
Uygulanan Standartlar

EN 13795-1 : 2019

We herewith declare;

The undersigned Company declares under its sole
responsibility that the item of product specified below

satisfies the essential requirements of the Medical Device

Safety Directive 93/42/EC which are apply to it. The
internal production of the product described below is
Yelkenci Hazir Giyim San. ve Tic. A.S. controlled by.

Product Name

MEDIC SCRUB - SMS

Type-Models

MS 0040

Brand Name

BIOBLOCKED

Last Two Digit Year of CE marking affixing
20

Applicable EU Directives

MEDICAL DEVICE SAFETY DIRECTIVE 93/42/EC
Applicable Standards

EN 13795-1 :2019

GENEL MUDUR
EREN YELKENCiI
14/05/2020

Uretici Firma / Manufacturer Company and Address
YELKENCi HAZIR GiYIM SANAYI TiC. A.S.
Selimpasa Mahallesi 5002 Sok. No:6 E-5 Karayolu Uzeri Silivri / istanbul / Tiirkiye
Telefon: +90 212 72386 00Web: hitp://www.yelkenci.comE-mail:_sales@yelkenci.com

istanbul-Tirkiye / 26.03.2020_R:0



CERTIFICATE OF REGISTRATION

This certifies that:

YELKENCI HAZIR GIYIM SANAYI 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: CAP, SURGICAL

Product Code: FYF

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 regisiration remains effective upon request and presentation of this
certificate until the end of the year stated above, unless sald registration is terminated afier 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 entity 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 misbranding."

The U.S. Food and 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 affiliated with the U.S. Food
and Drug Administration.

Registrar Gur'pt
144 Research Drive, Hampton, Virginia, 23666, USA tive Director
Telephone: +1-757-224-0177 © Fax: +1-757-224-0179 Registrar, Corp
info@registrarcorp.com ¢ www.registrarcorp.com Dated: L{ qust 10, 7820

L/




CERTIFICATE OF REGISTRATION

This certifies that:

YELKENCI HAZIR GIYIM SANAYI VE TICARET A.S.
ES5 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: COVER, SHOE, OPERATING-ROOM

Product Code: FXP

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 misbranding.”

The 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 affiliated with the U.S. Food
and Drug Administration.

Registrar Cohp 'ff
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CERTIFICATE OF REGISTRATION

This certifies that:

YELKENCI HAZIR GIYIM SANAYI VE TICARET A.S.
ES5 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: NON-SURGICAL ISOLATION GOWN

Product Code: OEA

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 (o any person or entity 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 asswmes 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 misbranding.”

The 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. Regisirar Corp is not affiliated with the U.S.
Food and Drug Administration.
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Registrar Corpt

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

tive Director
Registrar Corp
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Gen.1136-2/03

EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.
Esenyurt Firuzkoy Bulvan No:29 34325 Avcilar
istanbul/ TURKIYE
20019403-
TEST REPORT Ing-RER
DENEY RAPORU
07-20
C YELKENCI HAZIR GIYIM SANAYI VE TICARET A.S.
Hslomer name:
Address; Selimpasa Mah. 5001. Sokak No:6 SILIVRI/ ISTANBUL
Buyer name: -
Contact Person; GURSEL OZCANLI
Order No: -
Article No: 5G 0040
Name and identity of test item:  Blue non-woven SMS surgical gown. (BLUE SMS)
The date of receipt of test item:  16.06.2020
Re-submirted/re-confirmation -
dare:
Dare of rest: 16.06.2020-25.06.2020
Remarks: -
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
Dare Custamer Regresentative Head of Testing Labaratory
02.07.2020 O .1 Sevir\ﬁ, hamhw}

all not be reproduced other than in full exﬁ with the permission of the laborato
Testing reports withour signature and seal are not valid,
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

20019403-
Ing-RER

07-20

REQUIRED TESTS RESULT COMMENTS

MICROBIOLOGICAL TEST

Microbial Cleanliness (Bioburden) P

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 Sitandard Performance Properties Critical Sample
Group limit values (Table 1)

") This report was reissued to add this test result.

REMARK: Onginal samples are kept for 3 months and all technical records are kept for 5 vears unless otherwise specified If requested,
measurement unceriainty will be reporied. But unless otherwise specified, measurement uncertainty is not considered while stating compliance
with specification or limit values The repored uncertammy is based on a standard uncertminty multiplied by a coverage factor k=2, providing a
level of confidence of approximarely 95 %. Tests marked (* ) in this report are not included in the accreditation 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.

Savfal /7



Gen . F136-2/03

EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

20019403-
Ing-RER

07-20

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 1SO 11737-1:2018 (%)

The sample is put in extraciton liquid after shaking well, inoculated on the agar.
After incubation at 30 £ 1 ° C for 72 hours, growth microorganisms are counted on the agar.

RESULTS REQUIREMENT
: <300 cfu/g
Microbial cleanliness (cfu/g) 98 cfu/g Tyoal And Type i mask

Sayfal/7




Gen.f136-2/03

EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

20019403-
Ing-RER

07-20

TEST RESULT

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

for patients, 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 sampie.

Sample amount: 3 pieces 25x25cm2
Carrier Material: 30 pm thin, 25x25cm2 Polyurethane Film
| Coating Material: 25x25¢cm2 HDPE Film

Microorganism: Staphylococcus aureus ATCC 29213

Bacterial Concentration (kob / ml): 1-4x104 kob / ml

Incubation Conditions: (36 = 1) ° C 48 hours

RESULTS
Number of Populating Bacteria (cfu) Penetration Rate

X1 0 Reumi 4]
Xz 0 Rcumz 0
Xs 0 Reums 4]
Xa 102 Reums 0.22
Xs 246 Rcums 0.48
Z 458
T 458

X1 ......... X5 Number of colonies growing in 5 parallel petri in the same sample

Z: number of colonies growing in the sixth petri dish

TXr v Mo+ Xa+ Xa+ X5+ 2

Rouwm = X1/T

Reunz = (X2 + XIUT

Reuws = (X3 + X2 + X1)/T

Roums = (X4 + X3 + X2+ X1yT

Roums= (X5 + X4 + X3 + X2 + X1uT

BARRIER INDEX (lg)
Result Expected value (*)
Is 5.31 =2 8

le = 6~ (CUM1T + CLUM2 + CUM3 + CUM4 + CUMS)

" EN 13795-1:2019 Surgical gowns and drapes - Requirements and test methods are evaluated according to

Table-1.
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Gen.f136-2/03

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/minz10, 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 (2042°C-65%4).

Dry;

RESULT
Weflt 612N
Warp 104.8 N

TENSILE STRENGTH; EN 29073-3:1996 (*)

Instron 3969 (Load: 50 kN), Strip Method.

Specd: 100 mm/min=10, Gauge length 200 mm,

Pre-load was not applied. With wetting samples.

The average results are given for well and warp direction of five samples
Performed in the conditioned room (20=2°C-63%4),

Wet ;

RESULT
Weft 599N
Warp 974N

BURSTING STRENGTH;; I1SO 13938-1:1999
SDL ATLAS M229 tester. Test arca: 30.5 mm diameter
Rate of increase in volume; 29 em®/min.

The average results are given of five samples.

Performed in the eonditioned room (20£2°C-63%+4).

RESULT
Dry ; 171.5kPa
Height at Burst* 11.6 mm

Sayfa5/7
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REQUIREMENT
> 20N (Dry)

> 20N (Dry)

REQUIREMENT
> 20N (Wet)
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Gen.f136-2/03

EKOTEKS LABORATUVAR ve GOZETIM

HiZMETLERI A.S.

TEST RESULTS

TEST METHOD : EN 13795-1:2019

20019403-
Ing-RER

07-20

SURGICAL CLOTHING AND DRAPES —REQUIREMENTS AND TEST METHODS

ANNEX 1: SURGICAL CLOTHING AND DRAPES (*);

BURSTING STRENGTH;; ISO 13938-1:1999
SOL 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 (20=2°C-65%=4).

RESULT
Wet ; 1452 kPa
Height at Burst® 10.7 mm

WATER PERMEABILITY;; ISO 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
Sample 1 34.3 cmS5
Sample 2 33.9 cmSS
Sample 3 31.1 emSS
Sample 4 30.8 cmS5
Sample 5 30.1 emSS
Average 32.0 cmSS

Sayfa6/7
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Gen.[136-2/03

EKOTEKS LABORATUVAR ve GOZETIM

Test Method: ISO 22612: 2005 (Clothing for protection against infectious agents - Test method for

HIZMETLERI A.S.

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 ta 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.

20019403-
Ing-RER

07-20

Sample amount:

B pieces 20x20 cm?

Mikroorganism:

Baciflus subtilis ATCC 9372

Bacterial concentration (cfu/ml): 1x108

Incubation conditions: 35°C / 24 hours
RESULTS
Number of Populationg Bacteria (cfu)
1 0
2 1
3 0
4 0
5 1
6 (Control) 0
Total 2
Logarithm 0,3
* EN 13795-1:2018 Surgical gowns and drapes - Requirements and test methods are evaluated according to
Table-1,
RESULT
Result (cfulg) Expected Value
2 <300 cfu/
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.
Esenyurt Firuzkéy Bulvan No:29 34325 Avcilar
Istanbul/ TURKIYE

TEST REPORT
DENEY RAPORU

20019403-
RER-Add

07-20

Miisterinin adi:
Adresiz

Alict firm:

Ilgili kisi:

Istek numarasi:
Model numarasi:

Numunenin adi ve tarifi:

Numunenin kabul tarifii:

ftave numune ve/veya ilave
bilgi gelis tarili:
Deneyin yapildig raril:

Agtklamalar:
Numune alimi:

Numunenin son kullanun:
Yikawra talimat:

Raporun sayfa sayisi:

YELKENCI HAZIR GIYIM SANAYI VE TICARET A S.

Selimpasa Mah, 5001. Sokak No:6 SILIVRI/ ISTANBUL

GURSEL OZCANLI
SG 0040

Mavi dokusuz yiizey onlik.( MAVI SMS ONLUK)

16.06.2020

16.06.2020-25.06.2020

Bu raporda verilen sonuglar miisteri tarafindan génderilen numuneye aittir.

Belirtilmedi.
7

Taril Mitgteri Temsilcisi

Laboratuvar Mididri

Sevim

\

A.@ZAK ] !

02.07.2020 %erm UL
W

Bu rapor, laboratuvarin yazili izni olmadan kismen kopyaanip ¢oZaltilamaz.
Imzasiz ve mihirsiiz raporlar gecersizdir.
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

20019403-
RER-Add

07-20

ISTENEN TESTLER SONUC ACIKLAMA

MIKROBIYOLOJI TESTLERI
Bivoviik Tayini

Islak-Bakteri Penetrasyonu
Kuru-Bakteri Penetrasyonu'!
FIZIKSEL OZELLIK TESTLERI
Kopma Mukavemeti / Kuru

Kopma Mukavemeti / Yas

Patlama Mukavemeti / Kuru

Patlama Mukavemeti / Yas

Su Gegirgenligi

P Geger

F: Kalir

R: Ahier firmanmin teknik kisisine bagvurunuz
Test sonuglari EN 13795-1:2019 Standart Performans Ozellikleri Kritik Numune Grubuna gbre
degerlendirilmigtir, (Tablo 1)

"By test sonucu eklendidi igin bu ra

La=1 b=l e =]

|| elT

r tekrar dilzenlenmistir.

NOT: Aksi belintilmedigi taktirde testler ile ilgili kayitlar 5 vil, orjinal numuneler 3 ay saklamir. Mogteri tarafindan talep edildignde, testlers ait
olgtim belirsizligi raporlamr fakat “Geger/Kahr” deerlendinmesinde olgum belirsizligi degeri dikkate alnmaz.  Raporlanan belirsiztik,
genisletilmis belirsizlik olup standart belirsizlik kapsam fakwro k=2 kullanilarak elde edilmistir. Govenilirlik dozeyi % 957ur. Bu raporda (%)
isareili deneyler akreditasyon kapsamuna dahil degildir.

o ER00M

Bu rapor, laboratuvarin yazili izni olmadan kismen kopyalanip goZaltilamaz.
Imzasiz ve miihiirsiiz raporlar gegersizdir.
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

TEST SONUCLARI

TEST METODU: EN 13795-1:2019

20019403-
RER-Add

07-20

CERRAHI GiYSi VE ORTULER ~-GEREKLILIKLER VE TEST METOTLARI:

KISIM 1: CERRAHI GiYSi VE ORTULER(*);

MIKROBIYAL TEMIZLIK (BIYOYUK)
Test Metodu: Ref: EN ISO 11737-1:2018 (%)

Ornek, test gozeltisi igerisine atilarak iyice ¢alkalanir ve uygun besiyerlerine ekilir. 30£1°C'de 72 saat

inkObasyon sonrasi agarda olugan mikroorganizmalar sayilir,

SONUC ISTENEN
F]
Mikrobiyal Temizlik (kob/100 cm?) 98 kob/100 cm? 3300001100 om

“kob:Koloni olugturan birim
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Gen.F136-1/03

EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

20019403-
RER-Add

07-20

TEST SONUCLARI

Test Metodu: BS EN 22610:2006 (Hastalar, hastane personeli ve donarim igin tibbi cihaz olarak kullanilan
cerrahi ortller, giysiler ve temiz hava giysileri - Islak bakteriyel gegirgenlige olan direncin tayini i¢in deney
yontemi) (*)

Dénen bir disk Gizerindeki agar plakasina bir test drnedi konur, Test drnedinin Ozerine bakteri tagiyic
materyali ve kaplama filmi yerlestirilir ve blitun pargalar disk Uzerinde sabitlenir. Test drnedine belirli bir
kuvvet (3N +0,02) uygulamak Uzere bir parmak yerlestirilir. Parmak, 15 dakika iginde agarin tim ylzeyi

boyunca test drnedi Ozerinde hareket eder. 15 dakikalk 5 galigma yapilir. 8. ¢alisma numune ters gevrilerek
tekrarlanir.

Numune miktar : 5 adet 25x25cm?
Tasiyict Materyal: 30 um inceliginde , 25x25cm? Politretan Film
Kaplama Materyali: 25x25cm? HDPE Film
Mikroorganizma: Staphylococcus aureus ATCC 29213
Bakteri Konsantrasyonu (kob/ml) : | 1-4x10° kob/ml
inkiibasyon Kosullar: (3621)°C 48 saat
SONUCLAR
Niifus Eden Bakteri Sayisi (cfu) Nifus Etme Oram
X4 0 Recums 0
Xz 0 Reumz 0
X3 0 Recums 0
Xa 102 Rcums 0.22
Xs 246 Rcums 0.46
Z 458
T 458
Xi oo Xs2 Aymi numunedeki § paralel petride Ureyen koloni sayisi

Z ; altiner petride Ureyen koloni sayis:

T:Xr+ Mo+ X+ Xa+ N+ Z

Reums = X1/T

Reouwz = (X2 + X1UT

Rouma = (X3 + X2 + X)/T

Reouyws = (Xd + X3 + X2 + X1)T
Roums= (X5 + X4 + X3 + X2 + XT|T

BARIYER INDEKSI (/s)

Sonug Istenen (*)

I 5.31 228

la = 6 — (CUMT + CUM2 + CUM3 + CUM4 + CUMS5)

* EN 13795-1:2019 Cerrahi giysi ve drtiller - Gereklilikler ve test yéntemleri Tablo-1'e gdre dederlendinimistir.
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A S.

20019403~
RER-Add

07-20

TEST SONUCLARI

TEST METODU: EN 13795-1:2019
CERRAHI GiYSi VE ORTULER ~GEREKLILIKLER VE TEST METOTLARI:
KISIM 1: CERRAHI GiYSi VE ORTULER(");

KOPMA MUKAVEMETI; EN 29073-3:1996 (*)
Instron 5969 (Yk: 50 kN), Serit Metodu,

Haz: 100 mm/dk=+10, Cene mesafesi 200 mm.

On gerilme uygulanmanugur. Islatma islemi yaplmamstir,

Atk ve Cozgl vinlerinde 5 adet sonucun ortalamasi verilmistir,
Kondisyon sartlaninda test edilmistir, (20£2°C - %65+4)

Kuru;

SONUC ISTENEN
Atla GI2N 2 20N (Kuru)
Cozgil 104.8 N = 20N (Kuru)

KOPMA MUKAVEMETI; EN 29073-3:1996 (*)
Instron 3969 (Yik: 30 kN), Serit Metodu,

Hiz: 100 mm/dk=10, Cene mesafesi 200 mm.

On gerilme uygulanmamigtir. Islatma islemi yapilmistir.

Atkr ve Qozgll ydnlerinde 5 adet sonucun onalamas) verilmistir.
Kondiisyon sartlarinda test edilmigtir. (20£2°C - %6524)

Yas;

SONUC ISTENEN
Atk 509N z 20N (Yas)
Cizgii 974N > 20N (Yas)

PATLAMA MUKAVEMETI; 1SO 13938-1:1999
SDL ATLAS M229 Test cihazi. Test alant 30.5 mm gap
Hacim arti§ orani: 29 em*/dakika

5 adet sonucun ortalamasi verilmistir.

Kondisyon sartlaninda test edilmistir (20£2°C-65%=4),

SONUC ISTENEN
Kuru ; 171.5 kPa 2 40 kPa (Kuru)
Sisirme mesafesi* 11.6 mm
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

20019403-
RER-Add

07-20

TEST SONUCLARI

TEST METODU: EN 13795-1:2019

CERRAHI Givsi VE ORTULER -GEREKLILIKLER VE TEST METOTLARI:
KISIM 1: CERRAHI GiYSi VE ORTULER(*);

PATLAMA MUKAVEMETI; ISO 13938-1:1999
SDL ATLAS M229 Test cihazi. Test alam 30.5 mm ¢ap
Hacim artis oranm: 43.2 cm’/dakika

5 adet sonucun orialamasi verilmistir,

Kondisvon sartlannda test edilmigtir (20£2°C-65%24).

SONUC ISTENEN
Yas; 145.2 kPa = 40 kPa (Yas)
Sigirme mesafesi® 10.7 mm

SU GECIRGENLIGI; 1SO 811:2018

Hidrostatik Bashk Cihazi, Textest marka Fx 3000 model
Su sicaklign 20°C. Basing arbis oram 10 mbar/dk.

ondiisvonl amda test edilmistir. (2022°C-65%:4),
ONU ISTENEN
Numune 1 34.3 cmSS = 20cmSSs
Numune 2 33.9 cmSS
Numune 3 31.1 cm5SS
Numune 4 30.8 cmSS
Numune 5 30.1 emSS
Ortalama 32.0 cmSS
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

20019403-
RER-Add

07-20

TEST SONUGLARI

Standart Adi: 1ISO 22612 : 2005 (Enfeksiydz ajanlara kars! koruyucu giysiler - Kuru mikrobiyal penetrasyona
karg! direng igin test ydntemi)

Numuneler ve konteynerler steril edilir. Her bir konteynere agar plakalarn konulur. Numuneler aseptik bir
sekilde aparata yerlestirilir. Kapakiar kapatilir. Piston ile numunede bir potluk yaptldiktan sonra pistonlar
gikanlir ve bes adet numuneye bakteri ile kontamine edilmis pudradan, altinciya ise kontamine olmamig
pudradan kontrol olarak 0,5 g + 0,1 g eklenir. Ardindan tim agikliklar plastik bir posetle kapatilir. Dakikada
20.800 titresim verecek sekilde cihaz cahstinlir. Test stresi 30 dakikadir. Test bittikten sonra tlm agar
plakalar 35°C'de 24 saat inklbe edilir.

Numune miktar:: 6 adet 20x20 cm?
Mikroorganizma: Bacillus subtilis ATCC 9372
Bakteri Konsantrasyonu (kob/ml}: 1x108
inkiibasyon Kosullari: | 35°C /24 saat
SONUGLAR
Niifuz Eden Bakteri Sayisi (kob)
1 0
2 1
3 0
4 0
5 1
6 (Kontrol) 1]
Toplam 2
Logaritma 0.3

*EN 13795:2011 Cerrahi giysiler ve driiiler = Gereklilikler ve Deney YGntemler Béldm 1. Cerrahi Ortiiler ve dnliikler
Tablo 1'e gére dederendirilmigtir.

SONUG

Sonug (koblgr) Beklenen Deger
2 <300 kobigr
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Tfechnical File - Manufacturing Control Manual has been prepared in accordance with EN 13795-1; 2019
Standard in order o introduce 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 Confrol Manual is used to introduce the systern to the customer and third parties. Manufacturing Control
Manual is prepared by Production Control Representative, Quality Management Representative, and issued
after checked and appreved by the Company Manager.

On the pages of the Control Manual, "YELKENC] HAZIR GiYiM SANAYI VE TICARET ANONIM $IRKETI" logo.
"Technical File - Production Control Manual” phrase, Department Name, Document No (TD-11), Issue Date,
Revision Date, Revision No, Page No and the informaiion 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
no/total 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.
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Other issues related fo revision and distribution of the manual are applied according to the "F'R 01 Document
Conirol Procedure”.

0. INTRODUCTION
YELKENCI HAZIR GIYIM SANAY! VE TICARET ANONIM SIRKET! Technical File - Manufacturing Control Manual:

o EN 13795-1: 20192 Surgical Clothing and Drapes - Requirements and Test Methods - Part 1: Surgical
Drapes and Gowns

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

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

1.8COPE
» Technicdl File - Manufacturing Control Manual covers the quality and factory manutacturing control
requirements used during the manufacture of Surgicat Clothing and Drapes, and compliance with the
Basic Health and Safety Requirements Associated with the European Union Direciive 93/42/EEC.

» Basic Requirements of Directive 9$3/42/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 impiemented
and minimize the confamingation of the patient from the medical device or the medical device from
the patient during use, it necessary.,

Company Name: YELKENCT HAZIR GIYIM SANAYT VE TICARET ANONIM SIRKETI
Production Place Address: ES Karayolu Uzeri 5001. Sokak No:é Selimpasa Silivri ISTANBUL

2. REFERENCED STANDARD AND/OR DOCUMENTS
in this manual, reference is made to other standards and / or other documents, with or without a daie. These
references are indicated af appropriate places in the text and are listed below.

ENJISOJIECetc.NO | ) ~ NAME _ - ]
EN 137951 Surgical clothing and drapes - Requirements and fest meihods Part 1; Surgical drapes and
| gowns
NSO 224612 Microbial penefralion — Dry
—_EN ISO 22610 M;I’(_)bI(}I penetration — Wei
. ENISO 1 l737-l_ Cleanliness microbial/Bioburden _ _ o
EN ISO 13938- 1 _-.;u&g_s;n;ih — Dry/Bursting strength — Wejr _
EN29073-3 | Tensile sirength — Wet/Tensile sirength — Dry |
EN IS0 ]; 6?8_ | Protective Clothing - General Features -

3, Product Information

3.1 Product Description

Protective Clothing {Medic Scrub,Overshoe, Surgeon's Hood, Surgeon's Cap, Bouffant Cap) that we
manufacture have ¢ suitable microbial barrier, which aims to limit the transmission of infective agents
between personnel and patients during surgical procedures and in other medical environments with S|mliar

______ PREPARED BY APPROVED BY
Production Control Representative Quahty Control R Representalive Company Director
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requirements. It can be effective in reducing the spread of infective agents in asymptomatic carrer or
patient with clinical symptoms, our company produces Protective Clothing with these features in a high
quality and hygienic environment,

2 Brand Name: BIOBLOCKED
3.3 Product Model No:

MS 0040 Medic Scrub

CF 0040 Bouffant Cap - SMS
SC 00430 Surgeon’s Cap - SMS
SH 0040 Surgeon's Hood - SMS
OS 0040 Overshoe - SMS

3.4 Product Dimension;

OS5 0040, SH 0040, SC 0040, CP 004G = One size.
MS 0040 Medic Scrub = S-M-L-XL-XXL-XXXL

3.5 Factory Production Control:

The documentation of the manufacturing control system is designed to ensure that the quality assurance is
widely understood, to ensure that the required product properties are provided and to control the effective
operation of the manufacturing centrol system,

3.6 Materials and Intermediates Used

| NO | MATERIAL USED | SPECIFICATION MANUFACTURER INFORMATION
1 | FABRIC SMS Fabric 40 gr Gilsan Tekstil
5 SEWING THREAD Coast 120 Numara plik COATS
3 | PACKING MATERIAL - BAG | PRINTED BAG DEKA PLASTIK
4 | PARCEL KSSK QUALITY MERCAN AMBALAJ
5 | Elastic _ _ ) l_’RINTED BAG _ | SANCAK ORME
6 | Wigan Non-Slip Fabric | KSSK QUALITY | Mahmut Tekstil
| 2.5 cm Waist Elastic
7 Waist Elastic ! | SANCAK ORME

Since SMS fabric used in SG 0040 product was used in the specified 5 products, a technical file was created
based on the test report ne, 20019403 of Ekoteks Labaratuvar ve Gézetim Hizmetleri AS,

3.7 Product Photos (Appendix A)
3.8 Marking {Annex B)
3.9 Instructions for Use {Annex C}
3.10 Essential Health and Safety Requirements Fulfilled by the Product {Annex D)
3.11 Essential Health and Satety Requirements Fulfilled by the Product {Annex E)
3.12 Machinery and equipment used in the production of the preduct;

e Flot Machine

e Overlock Machine

= Cutting Engine

e Marker Table

[ B ~ PREPARED BY ——— ' —= APPROVEDBY =)
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e  Modelroom Mold Drawing Machine
o Cutter Cutting Machine {for narrow fabrics)

3.13 $titch Jolning Section
All stitches are made with 5 thread overlock stitch. A single needle sewing machine is used for sewing elastics,
laces, labels and non-slip tapes.

4, REGUIREMENTS

4.1 MANUFACTURING CONTROL

Technical File - Manufacturing Control Guide is the continuous internal centrol of manufacturing processes.
This system includes the requirements for the conirols performed to ensure the above-defined Protective
Clothing with the performance declared in the EU Type Approval Certificate.

Our company operates the Technical File - Manufacturing Conftrol system in accordance with the
requirements of these standards.

Our company has established a Manufacturing Conirol system to guarantee that the product supplied to the
market is in accordance with the specified specifications, has started certification studies and maintains this
system. The Manufacturing Control system includes operations, regulor inspections, tests and/or evaluations,
and the use of results for the control of raw and other input materials or components, the manufacturing
processes of equipment and the product.

4.2 QUALITY PLAN

Our company has determined and continues its policy and procedures for Manufacturing Control in the
qudlity plan. The quclity plan includes the identification and specification of specific processes that directly
offect product quality and conformity, The quality plan includes the following features,

-The organizational structure of the manufacturer regarding svitability and quality
Document control

- Conftrol procedures regarding the components and the product supplied
-Process control

- Conditions in the transportation and storage of the product,

- Requirements for inspection and testing of processes and products

-Methods to be applied in case of non-conformity

4.3 CRGANIZATION

4.3.1 Respensibility and Authority

The responsibility, authority and relationship between dll personne! who mandge, do and approve the works
affecting conformity and qudlity are defined in the quaiity plan. While making the definition, the personnel
authorized for the following issues are specified.

- Starling a process to prevent the production of non-conforming products,

-Detining and recording any quaiity problems in the product.

4.3.2 Management Representative

Qur company has determined an authorized representative with appropriate knowledge and experience to
ensure the impiementation and maintenance of the Manufacturing Control inspection and Quality Plan
requirements. This representative can perform supervision and surveillance work alone.

REFERENCE
Maonagement Representative Appointment Letter
4.3.3 Internal audits

Qur company conducts internal audits to verify that the works are in accordance with the planned
regulations and to determine the effectiveness of Manufacturing Control. The audits are scheduled

| ~ PREPAREDBY ~ APPROVED BY
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according to the importance and condition of the work performed. Audits and subsequent aclivities are
carried out according to written documents. The resulls of the audits are reported and presented to the
aftention of the personnel who have responsibility in the field of aqudit. The personnel responsible for this are
keeps records of the measures taken by faking timely measures when there is a non-conformity during the
inspections.

REFERENCE

Internal Audit Procedure

Non-conforming Product Centrol Procedure
Corrective and Prevenlive Actlions Procedure

4.3.4 Management Review

The Manufacturing Centrol system is reviewed annually by the management to ensure Tts continuity and
effectiveness, and relevant records are kept.

REFERENCE
MR Meeting Minutes

4.3.5 Subcontractor Services

Qur company does not supply any subcontracting services other than its own resources, and in case of such
a situation, a control method will be established and this application will be a part of our company's quality
cantrol procedures.

4.4 Document Control

Qur company has determined and continues the writien procedures to be implemented in order to control
all documenis and data related to the requirements specified in these standards.

REFERENCE
Document Control Procedure

Records Control Procedure
5 CONTROL METHODS
5.1 Component Materials

Sufficient component materials are kept ready to ensure that manufacturing and distributicn are carried out
at the planned speeds, s as not to adversely affect the conformity of the product.

In order to ensure compliance of Protective Clothing {Overalls), specifications and tolerances have been
created for the necessary component materials used in production and these are notified to the supplierin
writing.

These checks verify that input material suppliers are able to ensure the required quality of materials and
conform to the EU Type Approval Certificate.

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 Customer supplied product

No component material to be used in Protective Clothing supplied by the custormer is not used, and in such
a case, the necessary conditions will be provided by cur company.

5.3 Operations control

~ PREPAREDBY ~ APPROVEDBY
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The quality plan includes the following issues,

a) Conformity with all inputs used with the type-approved protype

b) The suitability of the cutting process (coming together of the same pieces from the same lot)

¢) Stitch control, stitch step density control, stitch type control, sealing tape control used in seams, if any
d) Size control

e) Final product control {seams, sewing thread cleaning)

) Label user manual and packaging control

5.4 Transpor, Storage and Dishibution

it includes the procedurss that will ensure the hygiene rules during the transportation and storage of Surgical
Garments and Covers.

REFERENCE
Transport, Storage, Storage and Shipping instruction

4 INSPECTION AND TESTS
4.1 General
All necessary tools, equipment and personnel are availakle 1o carry out the necessary inspections and tests,

All inspections performed by quality control personnel are recorded, and if non-conforming products can be
separated, the shipment of products that are ellminated by reprocessing is approved.

6.2 Input Component Material

Inpui component materiais are inspected and tested using the detailed procedures specified in the input
qudiity plans. If the quaiity plan of the supplier is also included in the quality plan of our company, the resulis
of the tests carried out by the supplier can be used.

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

7 NON-CONFORMITY STATUS

7.1 General

Provided that it is reasonably applicable, our company has documented and ensures its continuity in order
to preveni the use and application of the product that does not comply with the specified requirements.
This control is necessary for identification evaluation and segregation {where practical} and elimination of
non-compliant product. All of the procedures io be caried out are documented and a systern has been
established 1o inform the user if the shipment of the inappropriate product cannot be prevented.

Nonconformity may cccur in the following stages;

a) In component materials in the warehouse,

b} If the product is processed,

¢} In the transportation, storage and distribution of the product,

In these cases, when non-conforming materials, products or processes are identified, investigations are
initiated to determine the causes of non-conformity and effective corrective measures are applied
according to the methods specified in the quality plan to prevent recurrence of the non-conformity.
REFERENCE

Non-conforming product control procedure
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7.2 Non-conformity of component materials
In case of non-conforming component materials, corective measures may be the following;

a} Reprocessing of component materials

b} Adjusting manufacturing control to separate non-conforming components
c) Rejection and elimination of unsuitable material,

REFERENCE

Non-conforming preduct control procedure

7.3 Non-conformity of the findl, finished product (from the result of the examination of the operations
performed)

Non-conforming Protective Clothing [Overalls) are evaluated and necessary methods are followed to take
comective measures. Some measures consist of the following:

a) If the non-conforming product is applicable, re-processing and acceptance of its shipment,
b} If reprocessing is not applicable, directing o altermative use,
¢) Rejection of the product,

REFERENCE

Non-conforming product control procedure
Quciiity plan

8 Records

Manufacturing control resuits are recorded. Along with the details of the constituent materials subjected to
inspection, the place, date and time of the sample taken, and other relevant informatiion are recorded.

In cases where the component matetial or Protective Clothing that is being worked on does not meet the
specification requirements, the corrective measures taken to ensure the product quality of the matterials are
recorded.

Records are archived and retained for ¢ period of at least 5 years in a reproducible form or for a longer
period as required by country legislation.

REFERENCE

Sample Label

Analysis Reports

Quality Records Control Procedure

¢ Training

Our company has established and implemented methods for the iraining of all personnel invelved in the
work that affects the quality. Personnel taking on specific tasks have appropriate quality and expertise
based on appropriate education, training or experience as required. Training records are kept.

Note- Although a demonstrable training may be needed for the impiementation of the quality mark, as per
the legislation, marking is related to the compliance of the product with the performance characteristics
using only written procedures. Therefore, although it may be necessary to use "expert” personnet in marking
as required by the legislation, a fraining requirement that needs to be proven especially for expertise is not
sought.

REFERENCE

Training records
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“IMODEL NO : SH 0040 ' MODEL NO : CP 0040

Labels;
@
BIOBLOCKED®  BIOBLOCKED"  BIOBLOCKED®
Bouffant Cap - SMS [Laaicieenit Overshoe - SM5
FRODUCT: MS 0040
PRODUCT: CP 0040 s PRODUCT: OS 0040
PRODUCTION DATE: 24.09.2020 PRODUCTION NUMBER:10031 PRODUCTION DATE: 15.08.2020
PRODUCTION NUMBER:58770 EXP DATE: 24.09.2023 PRODUCTION NUMBER:58771
EXP DATE: 24.09.2023 EXP DATE: 15.08.2023
STD SIZE L STD SIZE
EN 13795-1:2019 EN 13795-1:2019
EN 13795-1:201%8
RAEAD THE INSTRUCTION MANUALI READ THE INSTRUGTION MANUAL! READ THE INSTRUCTION MANUALI
Keep away from fire and heat! Keep away rom fira and heall Keep away from fire and heat!
YELKENCI HAZIR GIYIM SAMAY| VE TICARET 4.5, YELKENCT HAZIR GIvim SaMar] VE TICARET A5, YELKENCI HAZIR GlvIM SANAYI VE TICARET A.5.
i PREPARED BY = ~ APPROVED BY -
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Surgeon's Cap - SMS Surgeon’s Hood - SMS
PRODUCT: SC 0040 PRODUCT: SH 0040
PRODUCTION DATE: 24.09.2020 PRODUCTION DATE: 24.08.2020
PRODUCTION NUMBER:58772 PRODUCTION NUMBER:58773
EXP DATE: 24.09.2023 EXP DATE: 24.09.2023
STD SIZE STD SIZE
EN 13795-1:2019 EN 13795-1:2018
READ THE INSTRUCTION MANUAL! READ THE INSTRUCTION MANUAL!
Kesp away fram fire and heatl Kesp away from fire and heatl
YELKENC] HAZIR GlYiM SANAYI VE TICARET A5 YELKENCE HAZIR GlYIM Sanay] vE TICARET A.5.
Annex B
MARKING

YELKENCI HAZIR GiYIM SANAY/ VE TICARET A$
ES Karayolu Gzeri 5001 sk. No:s Selimpasa- Silivri - ISTANBUL / TURKIYE

EN 13795-1:2019

13.3. Information that should be included on the label:

a} The name or commercial name and address of the manufacturer, for imported medical devices, as well
as the name or commercial name and address of the authorized representative and / or importer must be
included on the label or in the sales package or in the user manual.

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

c) When necessary, the phrase "STERILE",

¢) When necessary, batch code or serial number with the expression "LOT",

d} If necessary, the expiry date in month and year,

e) When necessary, the phrase “for single use”,

f] If the medical device is made on order, the phrase i is a custom-made device",

g) The phrase "For Clinical Research” in clinical research devices,

g} Special storage and / or usage conditions,

h) Special user manual,

1} Warnings and / or measures to be taken,

i} For active medical devices, the date of manufacture 1o be specified in the batch / lot or serial number,
apart from sub-paragraph {d),

i} When required, the method of steriization,

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

___ PREPAREDBY = | __ APPROVEDBY
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I} If the medical device contains o human blood derivative, the statement stating this is sought.
Annex C
USAGE INSTRUCTIONS
80 RIS
50 1L00T20M5
150 134852016
150 27162007
EN137%6-1:2019
BloBlocked.com
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PRODUCT FEATURES

+ SMS Fabric

* Non-5terlle.

+ Top ; V-neck, short sleeves, 3 pockets, side slit,

« Trousers ; Elastic walst, 1back pockets, classic leg.

URUN BZELLIKLERI

+ SMS Kumag

« Stertl dedlidir.

+ Ust Formo ; V yakall, kisa kellu, 3 cepli, yanlan yirtmagl.
+ Pantolen ; Bell biittin lastiklf, 1 arka cep, klasik paga.

ENGLISH TURKGE

INSTRUCTICN FOR REMOVAL

+ Remove the garment by turning It Inside aut avolding as
much contact as possible

» Use disinfectont should there be no soap and water available,

ENGLISH

Storage / Final Uoe

A1 Is Tecommended to Kasip Y I gardbdand of caiabonnd Do, away o sunkgnl. beleen
15-25°C If stored under suitable conditions, It IS recommended o uSe i wiinin 3 years.
After Ihe produchion dale,

Drevtruction / Reeyciing

The uneontamiralid frotts oan be Irealed as genaral waste or.can be reayclea
Cortaminates preduets shoukl e Iesled /s REZAIS WASIES anG should be dispased of
i accordance with e rdes lald gowniby law,

Fhanutasharea: YELWERCH MATIR QReIM SARAYT YE TCARET AF S1hrpuso Meer B 20005 Ho 874 Sl hicrind

GNLOK NASIL GIKARILIR 7

« Mimktn oldufiunca fazia temastan kaginarak giysiyl ters
gevirerek qikarmn,

+» Sabun ve su oimadiginda dezenfektan kullanin,

TORKGE
Sokloma f Son Kuilerim
KN veya mekavva KULLGRAsinae; QUmeg sirkaneaan uzak 15 - 2570 armsinaa nunaka-
2a edimes) Tavsiye edilir Uygon kosullarda gepoland)d) takdirde crebim tanhirden sonm 3
yil igesisinde ldlaramas: tavsive edir,
imha f Ger DOndglim
Bulasma dimamry Crinier genel ¢op alasak islem Qaretilir veya gen doncgiortiehilit
Bulpgma ol LILnier 1s¢ 2acath Aiklar darak iglem gormesl ve yasanin belittigl kwatkar
UyAnnes alifmass Gerekic

Liratmd YELLEHCE Hi 2R 1M SAKAYI VE TICARET A S B Mo 674 54 i

L1i] =7 34

P e e e B0 Mol Wt Do-ro ey e
Wl srat v ok Yo [T —
Pty

"X @

09 noh e T

Posaikm ] 15 tiposacte
LATienmez -5 P 2 12 R
wdme Tk Juan Tl
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M

CHESTWWIETH

CHEST WIOTH
A4 T -
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tascm 12 £m
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._! |mﬂ“r_‘

XL

S,

XL

LHESTWIGTH
e LT —h

LEET L

L

aem

il QN T

GUVENLIK TALIMAT)

BN keovuyUoy grysik, kullanmodan oree,
yiehk, chedk, SOROK, RIF QI MEUZILK délo e
anzelara kaggl hentrel ackimstionr. Dol ve
kidll 198 REzHiRie gylimamatdir.

SAFETY INSTRUCTION

All proteciive clodhas should be checked for
dalac)z We oz, hales, nps and conlaminatian.
Oy rass 1t ghrment |5 delecied

INSTRUCTION DE SECURITE

Tous les vilemenis de protection gdowen) Alre
wivifids avenl Wiisalion contre les détouls &
I umpartechons pouvent LOLer Lng
deétailionce & ulllisalton comme un rou, una

SICHERUNGSANWEISUNG

Alie Bchaitzhlenhing solite- Ul dem Geboalh
o Belekla urd Fehler ot waiden, da
Figsa_LOche, Fenssen, SCMULZ usw
VRNLSOChEn kOnRen Wenn a3 Tellerhan und

aachiries ol salete B e rdlament et g rai, sakle as nkhl g warden
dideclusn ou sole, i na doll pas dre pord en
rétal
ATTENTION! DIXKAT} ATTENTIONI ACHTUNGI
This big fs 7ol @ toy. I may Couse SUCakon ot llg oy ikelidie, Doluimoy La a8t aivbalk 6ans un sac Jouer Das Spielen mil dam Beutsl (5t galinvich undt
Phease keap il pwoy iom chden and Infands. sebep olatlie Litfen pocuk ve Debakisrden g uh 55 67 doAgeTeun el peut provogquer RANN ZUM Erclichen IGhren. BINa naten Se e5
uznk hitunuz un dtoiramert Gardez-te & Fécard des won Kinderm urd Babys lem,
enfinis el des noumissons
DISPOSABLE GARMENT TEK KULLANIMUIK Glvsl VETEMENT JETABLE EINWEGBARE BEKLEIDUNG
Praduct: MS 0040 BlOBLOCKED"
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HOW TO WEAR ?

+ The overshoe are openad with both hands to allow the shoes ta
enter the overshoe easlly,

HOW TO REMOVE ?

* [t should be removed by aitting.
* In ramoval, should be careful to remave the over shoe by Inverting.
+The rubbers are widened to remove the back side
of the shoe and then the front side,
+ Hands are washed with scap after this process.
Disinfactant should be used at times when there Is no water and
scop.

NASIL GlYlLiR 2

» Lastig! k! elle agtlarak ayakkabinin rahat bir sekilde
Urliniin Igine glrmes! saglanibr,

NASIL GIKARTILIR ?

* Cturularak gikardmalidir.

+ Gikarma llsminde galogun ters ¢evrilerek gikanimasina dikkat
edimelldir.

+ Lostlkler genlgletierai oyakkabinin Snce arka taraft
sonra 8n tarafirgn gikaridmast seglandir.

* Elfer bu Izlemdlen sonra sobun lle yikanir. Su ve sabun olmadif
zamanlarda dezenfektan kullanienelidir.

Storage / Final Use Saklama / Son Kullanim

It is recommendad to keep it in cardboard or cardbosrd box, away from
sunlight, betwasn 15 - 25 *C. If storad under suitable conditions, it is
racommended to use I within 3 years after the production date.

Destruction / Racycling

The uncontaminated preducts can be treated as general waste of can be
recyclad, Contaminaled products should be treated as hazardous
wastes and should be disposed of In accordance with the rules [aid down
by law,

GhYIM SRHAYI VE TICANET A3, Soimaupa Mures Hh SOOI Sk, Mo 474 S8t lyionisd

GUVENLIK TALIMATI

Biitiin k giysllor, ance,
ik, colih, s6kdk, Xir gibl olumeuziuk dolo ve
artzalara kargi hontrol ad¥mebdir. Cefols ve
kirlh ise kesirlikle giyilrmamalidir.

SAFETY INSTRUCTION

All protactive clothes shauld bo checked for
dotocts Bko culs, holos, nps end conlaminelion.
Dan't uze Il garmenl ig delecled.

Karton veya mukavva kutu igerisinde, giines iginlarindan vzak

15 - 25°C arasinda muhaleza ediimesi Tavsiye edilir. Uygun kogullarda
depolandtfl tekdirde retim terihinden sonra 3 il igerisinde kullaniimas
tavsiye adilir,

imha 7 Geri Dénilgiim

Bulegta olmamig Grinler genet ¢dp olarak islem gtrebilir veya ger
dinglurifebilir. Bulesma olmus Uriinler ise zararll atiklar clarak iglem
gtirmesi ve yasamn bellrtigi kurallar uyannca atilmas) gerekir,

500 B, b, a5A S uoread

Uralic! YELMINC] HAZIR alvl 1 VE TICARET 2.9,

SICHERUNGSANWEISUNG

Allp Schutzioldung sallte var dom Gobrauch
auf Datekie und Foblor iborpril wardan, dio
Rigse, Ldche, Zorssen, Schmulz uaw.
vatursachan kénpen, Wann es tehlsrhalt ung
eohmulzig ist, sollle es nicht galragan werden.

INSTRUCTION DE SECURITE

Fous fes vitoments do protection delvent dite
vhiltde svant utiisallon cantro bos difsuls of
les imparfecilons pouvant ceuser yng
dteilance & Tullisatlon cormme un trou, una
déchinure ou saleté. Sl le vitemsnt ast
défaciuaws ou sale, d ne doll pas blte porth an

l'élat,
ATTENTIONI DIKKAT} ATTENTIONi ACHTUNGE
This bag i= not a toy. B may chuso sult Pogal ifa oy bkelidlr, bojuimay Lo vilomani ost omballé dans un sas, Jobor Das Spisken mii dam Boulal 181 gothrlich und
Ploago koop | sway teom childion and Infenis. sabap olabliin LOHon gocuk vo boboldordon 2vic un 5ac a8l dangoneus al poul B raveausr kann zum Ersticken IGhren, Sille holton Slo o5
vzak lulynyz, R Glaulformonl, Gardar-4 & féeart dos von Klndorm und Babys forn,
anfanis ol Jos nourlasons,
DISPOSABLE GARMENT TEK KULLANIMLIK Givsi VETEMENT JETABLE EINWEGBARE BEKLEIDUNG
[i] =7 03] =\ X @
Meazn roa vaor mamnl g Hot Wash, B g hon 1o fozian Vo P Whnann it
HlL AT TR AT T, Vikammar Fya | pamihorre Uldberaner EOmapr s a1 tullanfmer
warbrRT heTuma? ok, blfanirikin
Product: OS5 0840 o
‘l" || ||||||||\|| BIOBLOCKED
682753 521500
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Protective Clothing {Medic scrub,Overshoe,  meyne. 1 =
Surgeon's Hood, Surgeon’s Cap, Bouffant Cap) SAGENG —a

PRODUCT FEATURES
+ 5M5 Fabric

* Non=5tarile.

+ [t can be used In all environmeants that requlre hygiene.
+ Adjustoblg tles,

URON OZELLIKLERI
+ SM5 Kumog

+ Staril deglldir.

' Hijyen gerektiren tdm ortamlarda kullarlabilr,
» Ayardanabillr badlar.

ENGLISH TORKCE

HOW TO WEAR ?

» The bonnet is placad on the head, completaly covering the halr,
+Laces cre tled and the bonnet Is fixed.

HOW TO REMOVE ?

+ The laces are unfastenad. The cuter surfaca is ramoved from the
head with tha inside.

* Honds are woshed with soap after this procedure. Disinfectant
should be used when there Is no water and soap.

NASIL GiYILIR ?
+* Bone, saglon tamaman Igine alacak yekilde baya yarlegtirillr.
* Bngeiklor baglanarak bene sabitlenir,

NASIL GIKARTILIR ?
+ Bageiklar g8z0lir. Diy ylzeyl Igte kalacak yekilde kafadan gikarhe.
+ Ear bu islemden sonra sabun lle yikanir.Su ve sabun olmadid

ramanlarda dezenfektan kullardmolidir.

Storage / Final Use

ft is recommanded 1o keep it in cardboard or cardboard box, away from
sunlight, belween 15 - 25 “C, If stored under sultable conditions, it is
recommended to use it within 3 years after the production date.

Destruction / Recycling

The uncontaminated products can be treated as general waste or can
be recycled. Contaminated products should be ireated as hazardous
wastas and should be disposed of in accordance with the rules laid
down by law,

Manutacurer: YELKENC) HATIR GlYiM BANAY] VE TICARET 4.5, Solmpogn Medos Hh 500" S% Ko 6£4 Sdon btontut

SAFETY INSTRUCTION GUVENLIK TALIMATI

Al prolocive clothos should ba chocked for Butln yuew ghysior, sl don Gnca,

detecis bke culs, hales, tips end conlammnation.  yirtik, defik, sokiik, kir gibl clumsuziuk dele v

Don'l wso if garmen is dolaciod. aftzatars kargi konlral odilmoltdtr, Dofole ve
kitH 1ma kosinkkk gralmamedidie,

Saklama / Son Kullanim

Karton veya mukavva Kty Igerisinde, gines Isinfarindan vzak

15 - 25°C atasinda muhataza ediimesi Tavsiye edilir. Uygun kosullarda
depolandid takdirde Gretim larihinden sonra 3 yil igerisinde kullaniimasi
tavslye edilir,

imha / Gert Dénigiim

Bulasma olmarmig drinker genel ¢dp olarak iglem gdrebilir veva geri
dinisttirilebilir, Bulagmae olmug ilrinler ise zarar attklar olarak iglem
gbrmest ve yasanin belirttigi kurallar uyannca atimasi gsrekir.

Uraticy YELXENC] HAZIR G1viM SARAY] VE TICARET A 5. Selrpoyo Me-bor Mk SOOISK Ho 6.4 Sl ‘staninl

JNSTRUCTION DE SECURITE SICHERUNGSANWEISUNG

Tous les wilomants de prolaclion daivont dtra Ao Schutzkleldeng solllo vor dom Gobrauch
warilids avanl vilisalon conire les dalauts e gut Delekia und Fenter ubergnill werden, die
83 Imperigciions pouvanl causor uno Aisse. Léche, Zerisson, Schmulz usw
dalo/kanco b Fulilisalion comms w rou, uno vorursachon kéanaon, Wann os lohjorhad end
dichiruro ou salolh. 81 lo vdteman! est schrndzly is), solile es nichl gelragan wardan.
dafsctuaux ou sale, il ne dalt pas ire ponéd en

I'élat,
ATTENTION! DIKKAT! ATTENTION! ACHTUNG!
Thig bag ls net o loy. 1| may causo sulfecation, Pgget i k tehlikelidlr, baguim Lo it 1t ot smbalkh danas un sac, Jouor Das Spiefon mit dom Soutel 1! gelahrkeh und

sebop olabillr, LBten gocuX vo bubokierdan
uzak luiunge,

Fleace keep il gway ram chidran ard infants,

kann zum Ersticken (Ghren, Slite hekan Sw es
wvon Kindgtn und Babya o,

avar uh AL 951 dangereux ) peul provogquer
un dipultemonl, Gerdozc & I4can dos
fninnta ol dof nowrissans,

DISPOSABLE GARMENT TEK KULLAMIMLIK GlYsSi VETEMENT JETABLE ENWEGBARE BEKLEUNG
Ploxag rong szt marsh e He1 Wash, O il oty ehaan T ik g Do ral Bhench ?rx::‘;:;;:
Fodarea takmueiun shuyt v Yhofar Hewels Cnarihemen i ey Gamastt Ry Zaz b
N oz xudanfbnar T uTfampr Ry
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PRODUCT FEATURES URON GzELLIKLERI
» SMS Fabrle + SM5 Kumnog

= Non-Sterile.

« Surgeons hoods provide head and neck coverage but leave the face
expesed and ore secured with a tle at the back of the neck,

* Surgeons hoods are recommended for medical ute to pravide
protection agalnst the risk of cross infection between the potient
and healthcare pray

* Sterll dedlidir.

+ Cerrah bonesl bas ve boyun dridsini saflar, ancak yiztl aqkta
birakir ve boynun arkasinda bir bagcik lle sabitlenlr.

» Cerrah boneler|, hasta ve saghk kurulugu arasinda gapraz enfekalyon
Hskine korgl koruma sadlomak Igin tibbl kullanim Igin tovsiye edilir.

HOW TO WEAR ?

+ The preduct Is waar to cover the ears and cover the halr.
+ The laces are tled ot the back to cover the neck area.

HOW TO REMOVE ?

+ The lnces are dlssclved. They are removed from the head by
holding them In the loces. The outer surface of the product Is
collectad 1e ramaln Inslide.

+ Hands are washed with soap after this procedure, Disinfectant
should be used when there Is no water and soap.

NASIL GIYILIR ?

« Urizer alim, kuloklon kapatacak ve saglon Igerl alacak gekilde giyllr,
« Bofaildar boyun bélgesin! kapatacak yekilde arka tarafta badlanir.

MNASIL CIKARTILIR ?

» Bogcrklar gbztltr.Bajadarda tutarak kafadan cikanhr.Orbntn dis
ylzayl Igte kolacak yekilde toplamr.

» Elter bu Iglemden sonra sabun lle yikanir. Su ve sabun olmadig
zamanlarda dezenfektan kullanmimalidir.

Storage / Final Use Saklama / Son Kullanim

Itis recommended te keep it in cardboard or cardboard box, away from
sunlight, between 15 = 25 °C, Il slored under suitable conditions, il is
recommended to uge it within 3 years after the production date.

Destructlen / Recycling

The uncontaminated products can be treated as general wasle or can
be recycled. Contaminated products should be lreated as hazardous
wastes and should be disposad of in accardance with 1he rules lald
down by law,

Manufaclizror: YELKENC| HAZIR Gyl SANAY] VE TICARET A3 Sol'monpa erese Mb 5001 5% Mo 478 SFvrl ntarnud
SAFETY INSTRUCTION GQUVENLIK TaLiMAT]

All proteciive chythes should ba chacked ior Biitin yscu grysller, kedl dan dnce,
dalecls fike culs, holes, rips and contamination.  yirtik, dakik, stkik, kir gibi olumsuzhib dafa ve

ol use )l garmanl is daleclod, arizalara kargt kontrol adimelidiy, Dafalu va
itk ing kagintislo glyilmamahdir,

ATTENTION! DIKKATI

R,

Karlen veya mukavva kutu igerisinde, gines 1sinlarindan uzak

15 = 25°C arasinda muhalaza edilmesi Tavsiye edilir. Uygun kogullarda
dapolandigl {akdirde {iretim tarihinden sonra 3 yil icerisinde kullanilmast
tavsiye edilir,

imha / Geri Déniigiim

Bulagma clmarmig Griinter genal gdp olarak islem grebillr veya geri
dénistirilsbiliv. Bulagma olmug drinler ise zararl atiklar olarak iglem
garmesi ve yasanin belirttidi kurallar uyarinca atlmasi garekir.

Urobei; YELKENC] HAZIR GIvId 34NAY] VE TICARET &%, Selmpayo Merkes Mh 5007 Sk Ha 84 Sl [noaged

[NSTRUCTION DE SECURITE SICHERUNGSANWEISUNG

Tous les wilammenls de nrotection doiven! e Al Schutzklzidung solflle vor dam Gebrauch
variflbs avant utiiseltion cantra les délavts st aul Dafakle und Fahlar Gbarprlil warden, dis
ot Imparfecions pouyam Causer une Aizse, Lécho, Zersson, Schmulz usye,
défoifanco b |'ulilisahon eamive un Eou, uno vorursochen kbnnon, Waonn as fohlarball und
dbehirute ou salalé. Silo viternont oat schmulzig ist, solle e3 pichl getragen werdan,
dbtactusx ou sale, il ne doit pas dine porld en

Fétal,

ATTENTIONI] ACHTUNG!
Lo vl

Pasot llo oy li _ ¥
sobop olabilir, Ldthon gocuk va bebokloidon
uzak lutunuz,

This bag It not o tay. )l moy causn sufiseation,
Fleasg kanp it away frem childien and Infants,

03! ombalks dans un sac. douar
AVEE UN 536 oF) dRRgereLy of potl ProvoquOr
un élautemant. Gardezsde & Fécan dea
anfants at des pounissons,

Dras Spiclon mil dem Boulal ist gofahdich und
kann zum Erglicken fohren, Bitta hallen Sio g5
von Kindam und Babys fern,

DISPOSABLE GARMENT TEK KULLANIMLIK Givsi VETEMENT JETABLE EINWEGBARE BEKLEIDUNG
[1i] =T & = x @
Pleana rone usor mardal M M Wisky [ mat diy chuan L it e 13 naf Lignzh Clblo: ;I;, I‘;ﬂi:“;?
Kullanmray Inl mahry obeypurer, ¥penmar Myty bocy e U Camask aiys 2 hdintimar
yavdmar millanimar Tax kula-drndige
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PAGENO 16/24

PRODUCT FEATURES

= §MS Fabrie
* Non-Sterile.
+ |t can be used In oll environments that require hyglens.

HOW TO WEAR ?
* The bonnat Is opened wlth two hands by its rubbery part.
* The rubbar part of the bonnet Is placed on the forehead.
* The bonnet is placed on the head, complately covarlng the halr,

HOW TO REMOVE ?

+ The rubber of the bonnet Is gripped from the back of the head.
+ The rubber Is folded In front ond the bone is removad.

* Hands are washed with soap after this precadure. Disinfectant
should be used when thete |s no water and soap.

GRON OzeLLIKLER]

* SMS Kumag
» Storl] dedildin
» Hijyen geraktiren tim crtamiarda kullomniabilir,

NASIL GlYILIR 7

* Bona, [astikil kismindan lki elle tulup aglin
« Bonentn lastikll kism alina yerdegtirillr.
« Bone, saglan tamamen iglne alocak sekilde baga yerlegtirili.

NASIL CIKARTILR ?

+ Kafanin arka tarafindan bonenin lastifi kavrarir.

* Lastik &n tarafo dofru ige katlanarak bone gikanfbir,

* Eller bu Islamden sonro sabun lle yikanir.Su ve tabun olmadign
zamanlarda dezenfektan kulkmilmahdir.

Storage / Final Use

It is recommended to keap it in cardboard or cardboard box, away from
sunlight, belween 15 = 25 °C, If slored under suilable conditions, it is
recommonded 10 use if within 3 years after the production date.

Dastruction / Recycling

The uncentaminated protucts can be treated as general waste or can
be recycled. Contaminated producis should be treated as hazardous
wastes and should be disposed of in accordance with the rules lald
down by law.,

Manutaciurer: YELKEWC] HAZIR GIYIM SANAYI VE TICARET A3, Sobipcig Huikos Mis SOGT S5 W 874 Shat luinabd

SAFETY INSTRUCTION GUOVENLIK TALIMATI

Saklama / Son Kullanim

Karton veya mukavva Kutu icerisinde, glines tginlarindan uzak

15 - 25°C arasinda muhafaza edilmesi Tavsiye edilir, Uygun kosullarda
depolandifi takdirds Gretim tarihinden sonra 3 yil igerisinde kullarmimast
tavsive edilir,

imha / Gert Dénilgiim

Bulagma olmearmnts lrinter genel ¢dp olarak iglem gérehbilir veya geri
dénlstiniilsbilir, Bulagma olmusg trinler ise zararl atiklar olarak iglom
gérmesi ve yasantn belirttidl kurallar uyarinca atilmas! gerekir,

Ureflcl: YELKENC] HAHR GIVIM S5aMHAYI VE TICARET A5 Solmpapa Murtar M 5001 5 M 478 Se et

INSTRUCTION DE SECURITE SICHERUNGSANWEISUNG

Al protoclive dothes ahould be checkod for

dofacts like culs, holes, rips and conlamiralian,

Cront use if garmant Is dalected,

Btin koruyucu glyaller, kullanmadan once,
yirttk, dokk, s§kilk, kir gibi olumsuzivk delo va
anzalara kargl kontrol edilmeliir. Datolu ve
kil | 12 wesinfikle glyilmamedidir,

Tows los vitemanla de proteclion daivont dtra
wénlibs avan! utifeation conlre bos défauls gl
los imparteclions pouvbent cauger una
déinlllance & [utilisalion comma un trau, une

Ala Schulzkleidung sollte var dam Gebrauch
auf Dafokis und Fahler Gberprift wardan, dio
Rlsse, Lachae, Zerissen, Schmutz usw.

vetursachen kdnnen, Weann sa fablarhall und

déchirun au salald, Si ke vitamant cat
défoctuoux ou sabe, | ne dalt pas dire porld an
Tdtat.

ATTENTIONI

Lo viamant ast emballd dany un sac, Jouer
AV0C un SRc 05t dangoroux ol poul provaquor
un dlouifamonl. Garder-a & I'Scart das
enfants el ges nounlssons.

=chmulzlg Ist, sollic 63 nleht gatragan werdon.

ACHTUNGI

Das Splelen mil dom Baulel 151 gofkhriich und
kann zum Erslickan fihean, Bitte hallon Sto s
won Kindarn ung Babys fam,

DIKKAT!

Pojyal ile ke tetiikalidir, bogul

sobap olabilin, Lulian ¢otuk ve bnbokierdan
uzak tutunuz,

ATTENTIHONI
This bag is not & loy, | may causa sulloealkan,
Flanso koep il awnay from children and infants.

DISPOSABLE GARMENT TEK KULLANIMLIK GIYSi VETEMENT JETABLE EINWEGBARE BEKLEIDUNG
[1i] =< & =] x @
Planaw rid uiet mangel o Mal ‘aph, Cra oval dry chean DO nl Iren O rol Bdaach T.:‘?;.‘rm
Fullinrre lalmating chuyursz, LT LT Hurs lgerhleme Liidtremng Goragr supy 207 ylandnd
vapdmar kifbwid=az T, uHmrriihee
Preduct: CP 0049 ®
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SAFETY INSTRUCTIONS: All protective clothing should be ¢checked against defects and maltunctions that may cause
adverse effects such as tears, holes, cnd loose dirt, It should never be worn if it is faulty and dirty,

Caution! Itis dangerous to play with the bag, it can cause suffocation. Please keep away from children and babies.

STORAGE/USE BY: It is recommended to keep it in a cardboard or cardboard box, away from sunlight at 15 -25 °C, If
stored under appropriate conditions, it should be used within 3 years after the production date.

DISPOSAL AND RECYCLING: Uncontaminated products can be treated as general waste or recycled. Contaminated
products, on the other hand, must be treated as hazardous wastes and disposed of in accordance with the rules

specified by taw.

Meaning of the Symbols on the Product Package

“In case of long-term use In temperate climates and environments, it may cause overheating *

Disposable, "Do not reusel”

SYMBOL TITLE OF THE DESCRIPTION OF THE SAMPLE
SYMBOL SYMBOL
' i Manufaciurer Indicates the medical ' :
d device manufacturer, as u
defined in EU Directives
< 4 90/385 / EEC, 93/42 / EEC : Name Address
and 98/7% / EC.
[ 3 : r 1
: Production date indicates the date the
&l medical device was ﬂ
* 4 manufactured. . 5 2020 - 04
g ! Used by } K
g Shows the expiration date g
of the medical device.
L a < 2021 -0é
F . =
A {Non Sterite} Indicates that a medica: i
device has not been
5 | subjected to sterilization. | g
B E Do not use if the Indicates that the medical | © A
@ package is device should not be used @
damaged. if the packaging is
L 4 damaged or opened, L S|
i ¢ i ] E . =
95 Keep dry Indicates that the medicdl g
T device must be protected T
from moisture.
k. A L i
- PREPAREDBY APPROVEDBY
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v 1 Temperature Indicates the temperature . L .
limitation limits o which the medical e ' »d
device can be safely e
L 4 exposed. o R g
e “:""T:'m"‘ m';l'::‘u SoeakEX ainc
r Humidity limitation Indicates the humidity r er r 5
range to which the _‘ ,_
@ medical device can be o @ \m
- 4 safely exposed. L 2L =
r 3 Do net reuse Indicates that the medicail
device is intended for
single use or for use on « Disposable PPE, "Do not reysel"
C 4 single patient during o
—— single procedure.
r K See instructions for It shows that [have tolook | © E
use at the user's instructions for
use.
= i L 3
Annex D

- the general principles governing 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 evaluaiion of existing relevant data from all sources;

- the identification of gaps in the available daia set on the basis of & risk andailysis;

- the ideniification of additional data sets necessary fo analyse the biological saieiy of the medical device;

- the assessment of the biclogical safety of the medical device.

Hazardous Subsiance Safety Daia 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 biological safety assessment, { 1SO 10993 )

ANNEX - E

Essential Health and Safety Requirements

ESSENTIAL REQUIREMENTS

1. GENERAL REQUIREMENTS

1) Medical devices must be designed and manufaciured in such a way that, when vsed under the conditions and for
the purposes infended, 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 benefis 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 eror due to the ergonomic features of the medical device and the
environment in which the device is intended fo be used {design for patient safety), and

~ PREPARED BY I ~ APPROVED BY
Production Control Represcntative Quality Control Representative Company Director
SABAN KARADENIZ GURSEL OZCANLI 0zGUR OZENIR
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- consideration of the technical knowledge, experience, education and fraining and where applicable the medical and
physical conditions of infended 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, faking account of the generally acknowledged state of the art, In seleciing the most appropriate
solutions, the manufaciurer must apply the following principles:

- eliminaie or reduce risks as far as possible {inherenily safe design and construction),

- where appropiiate fake adequaie protection medasures including alarms if necessary, in relation to risks that cannct be
eliminaied,

- inform wsers of the residual risks due 1o any shorfcomings of the protection measures adopted

3} Medical devices must achieve the performances infended by the manufaciurer and be designed, manufaciured
and packaged 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 manufaciurer.

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

5] Medical devices must be designed, manufacitured and packed in such a way thot their characteristics and
performances during thelr intended use will not be adversely affecied during fransport and storage faking account of
the instructions and information provided by the manufacturer,

é} Any undesirable side effects of the medical device must consfifuie an accepiable risk when weighed against the
performances infended,

é.aj Demonstration of conformity of the medical device with the essential reguirements must include o clinical
evdluaiion in accordance with Annex X,

. REQUIREMENTS REGARDING DESIGN AND CONSTRUCTION

7} Chemical, physical ond biological properties:

7.1, Medical devices must be designed and manufaciured in such a way as to guaraniee the characteristics and
performances referred to in "General requiremenis” of this Annex,

- the cheoice of materials used, particularly os regards toxicity and, where appropriate flammability,

- the compdiibility between the materials used and biclogical fissues, cells and body fluids, taking account of the
infended purpose of the medical device.

- where appropriate, the resulis of biophysical or modelling reseqrch whose validity has been demonsirated beforehand.
7.2. Medical devices must be designed, manufactured and packed in such a way as to minimise the risk posed by
contaminants and residues to the persons involved in the transport, storage and use of the devices and to the patients,
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 manuiaciured in such a way that they can be used safely with the
materials, substances and gases with which they enter info contact during their normal use or during routine procedures.
If medical devices are intended to administer medicinal products they must be dasigned and manufaciured in such ¢
way as o be compatible with the medicinal products concermed according o the provisions and restrictions governing
those producis and that their performance is maintdined 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 1o be a medicinal product as defined in Human Medical Producis Licensing Regulation and which is liable 1o
act upen the body with action ancillary to that of the device, the safety, quality 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 relaied
Regulation.

For the substances referred fo in the first paragraph, the netified body shall, having verified the usefulness of the
subsiance os part of the medical device and taking account of the intended purpose of the medical device, seek o
scientific opinion from one of the competent authorities designated by the Member States or the European Medicines
Agency (EMEA} acling particulatly through ifs committee in accordance with Regulation (EC) No 726/2004 on the
qudlity and safetly of ihe 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 notified body regarding the manufacturing process and
ihe benefit of adding this substance to the medical device are taken into account.

Where a medical device incorporates, as an integral part, a human blood derivative, the nofified bedy shall, having
varified the useiuiness of the substance as part of the medical device and taking into account the intended purpose of
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the medical device, seek a scientific opinion from the EMEA, acting particularly through its commitiee, on the quality
and satety of the substance including the clinical benefit/ risk profile of the incorporatfion of the human blood derivative
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 o an ancillary substance incorporaied in a medical device, in particular related fo its
manufacivring process, the notified body shall be informed of the changes. Notified body re-apply to the Minisiry or
European Medical Products Assessment Agency (EMEA) with whom it has previously been consulied in order to confirm
the quality and safetly of the ancillary substance are maintained. The competent authority shall take inte account the
data related o the usefulness of incorperation of the substance inte the medical device as determined by the notified
body. in order o ensure that the changes have no negalive impact on the established benefii/risk profile of the addition
of the substance in the medical device,

When the competent authority has obidined information on the anciliary substance, which couid have an impact on
the established benefii/iisk profile of the addition of the substance in the medical device, it shall provide the notified
body with advice, whether this information has an impact on the established benefit/frisk profile of the addition of the
substance in the medical device or not. The natified body shall iake the updated scientific opirion into account in
reconsidering ifs assessment of the conformily assessment procedure.

7.5, The medical devices must be designed and manufaciured in such a way as 1o reduce to o minimum the risks posed
by substances leaking from the device. Special attention shall be given to substances which are carcinogenic,
muiagenic 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 numberad 270%2.

In parts of @ medical device or @ medical device ifself infended fo administer and/or remove medicines, body liquids or
other substances 1o or from the body, or medical devices intended for fransport and storage of such body fluids or
substances, contdin phihalates which are classified as carcinogenic, mutagenic or foxic to reproduction, of category 1
of 2, in accordance with the Regulaiion 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 as a medical device containing phihalates.

If the infended use of such medicatl devices includes ireatmeni of children or treatment of pregnant or nursing women,
the manufaciurer must provide a specific justification for the use of these subsiances with regard to compliance with the
essential requirernents, in particular of this paragraph, within the technical documentation and, within the insiructions for
use, information on residuadl risks for these palient groups and if applicable, on appropriate precautionary measures.

7.6, Medical devices must be dasigned and manufactured in such a way as o reduce, as much as possible, risks posed
by the unintentional ingress of substances into the device tdking inte account the device and the nature of the
environmeni in which it is intended 1o be used,

8) Infection and microbial contamination:

8.1, The medical devices and manufacturing processes must be designed in such a way os fo 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 veterinary controls and surveillance
adapted to the intended use of the tissues.

Netified Bodies shall reiain information on the geographical origin of the animals. Processing. pressrvation, testing and
handling of fissues, cells and subsiances of animal origin must be carried out so as to provide optimal security. In
particular safety with regard to viruses and other fransmissible agents must be addressed by implemeniation of validated
methods of elimination or viral inactivation in the course of the manufaciuring process.

8.3. Sterile medical devices must be designed, manufaciured and packed in a nonreusable pack andfor accerding to
appropricie procedures to ensure they are sterile when placed on the market and remain sterile, under the storage and
transport conditions laid down, uniil the protective packaging is damaged or opened.

8.4. Sterile medical devices must have been manufaciured and sterilised by an appropriate, validated meihod.

8.5, Medical devices intended fo be sterilised must be manufaciured in appropriately controlied {e.g. environmental)
conditions.

8.4, Packaging systems for non-sterile devices must keep the product without deterioration at the level of cleanliness
stipulated and, if the medical devices are o be sterilised prior o 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/or label of the medical device must distinguish between identical or similar producis sold in both
sterile and non-sierile condition,
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2] Censtruction and environmental properties:

2.1. If the medical device is intended for use in combingation with other devices or equipment, the whole combination,
including the connection systermn 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 remave or minimise as far as possible:

- the risk of injury, in connection with their physical features, including the volume/pressure ratic, dimensional, and where
appropriate the ergonemic features,

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

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

- risks arising where maintenance or cdiibration are not possible (as with implants), from ageing of the materials used or
less of accuracy of any measuring or control mechanism.

9.3, Medicaol devices must be designed and manufactured in such a way as to minimise the risks of fire or explosion
during normal use and in single fault condition. Particular aitention must be paid to devices whase intended use includes
exposure to flammable substances which could cause combustion.

10} Medical devices with a measuring function:

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, monitering and display scale must be designed in line with ergenomic principles, taking account
of the intended purpose of the device.

10.3. The measurements made by medical devices with a measwing funclion must be expressed in units of
medasurement specified in the Regulation on the international Units System published in the Official Gazette 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 persons fo
radiation shall be reduced as far as possible compatible with the intended purpose, whilst not resticting the application
of appropriate specified levels for therapeutic and diagnostic 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
contral 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 invisicle radiation, they must be
fitted, where practicable, with visual displays and/or audible warmings of such amissicns.

11.3. Unintended radiation:

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

11.4, User Manuals:

11.4.1. The operating instructions for medical devices emitting radiation must give detailed information gs 1o the nature
of the emitted radiation, means of protecting the patient and the user and on ways of aveiding misuse and of
eliminating the risks inherent in installation.

11.5. lonising radiation:

11.5.1Medical devices intended to emit ionising radiation must be designed and manufactured in such a way as to
ensure that, where practicable, the quantity, geometry and quality of radiation emitted can be varied and confrolled
taking inte acceount the intended use.

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

11.5.3. Medical devices emitting Tonising radiction intended for therapeutic radiclogy shall be designed and
manufactured in such a way as to enable relioble monitoring and contral ef the deiivered dose, the beom type and
energy and where appropriate the quality of the radiation.

12) Requirements for medical devices connected to or equippad with an energy source:
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12.1. Medical devices incomorating electronic programmable systems must be designed to ensure the repeatability,
reliability and performance of these systems according to heir intended use. In the event of a single fault condition {in
the system} appropriate means should be adopted to eliminate or reduce as far 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 into account the principles of development lifecycle, risk
management, validation and verification,

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

12.3. Mediical devices where the safety of the patient depends on an external power supply must include an alarm
system 1o signal any power failure,

12.4. Medical devices Intended to monitor one or more clinical parameters of o 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
sleciromagnetic fields which could Impair the operation of other devices or equipment in the usual environment.

12.6. Protection against electrical risks:

Medical devices must be designed and manufactured in such a way as Yo avoid, as far as possible, the risk of
accidental electric shocks during normal use and in single fault condition, provided that the devices are installed
correctly,

12,7, Protection against mechanical and thermal risks:

12.7.1. Medical devices must be designed and manufactured in such a way as o protect the patient and user against
mechanical risks connected with, for example, resistance, stability and meving 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 vibrations, particulorly at source, unless the vibrafions are part of the specified performance.

12.7.3. Medical devices must be designed and manufactured in such a way as 1o reduce to the lowest possible level the
risks arising from the nolse emitted, taking account of technical progress and of the means available to reduce hoise,
parlicularly at source, unless the noise emitted is part of the specified performance.

12.7.4. The terminals and connectors to the electricity, gas or hydraulic and pneumatic energy supplies which the user
has o handle must be designed and constructed in such away s to minimise all possible risks.

12.7.5. Accessible parts of medical devices excluding any parts or areas intended to supply heat or reach given
femperatures and their surroundings must not attain potentially dangercus 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 patient with energy or substances must be designed and constructed in such a
way thot the flow rate can be set and maintcined 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 and/er substance source.

12.9. The function of the controls 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 fo use it safely and properly. taking
account of the fraining and knowledge of the potential users, and to identify the manufacturer. This information
comprises the detalls 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 lla if they can
be used completely safely without any such instructions.
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13.2. Where appropriate, this information should fake the form of symbols. Any symbol or idenfification colour used must
conform to the harmenised standards. In areas for which no standards exist, the symbols and colours must be descrited
in the documentation supplied with the medical device,

13.3. The label must bear the following particulars:

qj The manufacturer's name of commercial name and address must be included, forimporied medical devices, the
name or commiercial name and address of the authorized represeniative and/or importer should also be included on
the label or on the sales packaging or in the instruction manual,

b} Deidiled 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 exprassion "LOT, where necessary,

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

f) The phrase "disposable”, where necessary,

g It the device is custom made, the words "custom made device®,

h} If the device is intended for clinical investigations, the words "exclusively for clinical investigations”

i} Special storoge and/or conditions of use,

il Special user manual,

k) Any warnings and/or precautions to fake,

I} Production date to be specified in the batch/lot or serial number for active medical devices, apart from subparagraph
{dl,

m} Where applicable, method of sterilisation.

n] With regard o container and medical devices containing radioactive substances, information on permit 1o be
obiained from Turkey Atomic Energy Agency,

o} If the medical device contains a human blood derivaiive, the related phirase is soughi

13.4. If the intended purpose of the device is not obvious fo the user, the manutacturer must clearly state it on the iabel
and in the instructions for use.

13.5. Wherever reasonable and praciicable, the medical devices and detachable componenis must be identified,
where appropriate in ferms of batches, to dllow dll appropriaie action to detect any potential risk posed by the devices
and detochable componenis.

13.46. Where appropriaie, the insiructions for use must coniain the following parficulars:

a} the deiails referred o in 13.3, with the exception of d) and e}

b} the performances referred to in section 3 and any undesirabie side effects:

¢l if the device must be installed with or connected to other medical devices or equipment in order 1o operate as
reguired for its intended purpose. sufficient details of its characteristics to identify the correct devices or eguipment to
use in order to obiain a safe combination:

d} oll the information needed to verify whether the medical device is properly installed and can operate correctly and
safely, plus detdils of the nature and frequency of the maintenance and calibration needed to ensure that the medical
devices operaie properly and safely at all fimes;

e) where appropriate, information fo avoid ceriain risks in connection with implaniation of the medical device:

f} information regarding the risks of reciprocal interference posed by the presence of the medical device during specific
investigations or freciment;

g} the necessary insiructions in the event of damage io the sterile packaging and, where appropriate, details of
appropricte methods of re-sterilisation:

h} if the medical device is reusable, information on the appropriate processes to allow 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 infenfion thai they may be
sterilised before use, the instructions for cleaning and sterilisation must be such that, if correctly 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 characterisiics and technical factors known o the
manufacturer that could pose arisk if the device were 1o be re-used. If in accordance with Section 13.1 no instructions
for use are needed, the information must be made avdilable to the user upon reguest;

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

jl in the case of medical devices emitting radiation for medical purpose, details of the nature, type intensity and
distribution of this radiation,,
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The instructions for use must alse include detalls, allowing the medical staff to brief the patient on any contrai
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;

TD-11

.06.2020
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ndications

I} precautions to be taken as regards exposure, Inreasonably foreseeable environmental conditions, to magnetic fields,

external electrical influences, electrostatic discharge, pressure or variations in pressure, acceleration, thermal
sources etc.,;

ignition

m} adequate information regarding the medicinal product or products which the medical device in question is

designed fo administer, including any limitations in the cheice of substances 1o be delivered:
n) precautions to be taken against any special, unusual risks related 1o the disposal of the medical device;

o} medicinal substances, or human blood derivatives incerporated 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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