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DEXXON
MEDICAL

LATEX Free Declaration

We,
DEXXON ENERJI SAN. VE TiC. A.S

YENIBOSNA MERKEZ MAH., 29 EKIM CAD., ISTANBUL ViZYON PARK OFIiS BLOKLARI, PLAZA: 1 FLOOR : 8 BAHCELIEVLER / ISTANBUL /
TURKEY

declare under our sole responsibility that the PPE product listed below

Product Description NON REUSABLE FFP2 NR FACE MASK
Article No DXNMD NRFM04

Type FFP2 NR

Manufacturer DEXXON ENERIJI SAN. VE TIC. A.S
Brand Name DEXXON MEDICAL

Applicable Harmonised Standards EN 149: 2001 + A1: 2009

Dexxon Medical Face Masks Position on Natural Rubber Latex

We declare that the product described above meets the requirements of the relevant provisions of the regulation as a result of the EU Type
examination according to Annex 5 of the PPE Personal Protective Equipment Regulation (2016/425 / EU)
This Declaration of Conformity covers the PPE device as specified in the product list belonging to this declaration.

Dexxon Medical does not use Natural Rubber latex in our materials, packaging, processing aids, or the handling of product.
Dexxon Medical does not allow latex into our facilities and we declare we are a Latex Free business.

As a manufacturer, we now declare that our above medical and protective face masks are free of latex, free of silicones and free of PVC.

The material and parts named above, including any of their possible decomposition products, are not known to cause adverse effects to user
hygiene or health, nor are likely to cause irritation, during normal use.

The materials used in the product are produced in accordance with the human body and do not have any allergic properties.

Because of the product is used in the health sector, skin sensitivity, irritation and conformity assessment processes are supported by
biocompatibility tests.

Sincerely,

Murat Kog
President
09.02.2022
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MATERIAL DECLARATION AND BIOCOMPATIBILITY TESTS

The material and parts named above, including any of their possible decomposition products, are
not known to cause adverse effects to user hygiene or health, nor are likely to cause irritation,
during normal use.

Compatibility with the skin

The materials used in the product are produced in accordance with the human body and do not
have any allergic properties.

Because of the product is used in the health sector, skin sensitivity, irritation and conformity
assessment processes are supported by biocompatibility tests.

The skin compatibility (biocompatibility) performance tests of the product are presented in

ANNEX:

| CONFIRM THAT THE DECLERATION IS TRUE AND VALID




DEXXON
MEDICAL

We declare that the products/materials recommended for maintenance, cleaning and disinfecting do
not have any adverse effect on the PPE or the user when applied in accordance with the relevant
instructions.

8.2 Declaration - Supply of User Information (Annex Il k)

We declare that the user information accompanies each smallest commercially available unit.

| CONFIRM THAT THE DECLERATION IS TRUE AND VALID

Approved by

Murat Kog
General Manager
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BIOCOMPABILITY TESTS

> CYTOTOXICITY TESTS

DERMAL IRRITATION TEST ANALYSIS

7

> SENSITIZATION TESR RESULT REPORT

L
o I OXIGEN ANALIZ OZEL KONTROL LABORATUVARI
ANALIZ LABORATUVARI
Cakmakli Mah. Hadimkdy Baglanti Yolu Ufuk Plaza
No:57 K:1 D:8 34500 Biiyiikgekmece/ISTANBUL
INSPECTION AND ANALYSIS REPORT
AB-0953-T
2021-C-00627
03-2021
Report Number :2021-C-00627 Date of Report :12/03/2021
Purpose of Analysis : Cytotoxicity Test
Costumer name/addres : DEXXON ENERJI SAN VE TIC.A.$ /Istanbul Vizyon Park Ofis Bloklar1 Yeni Bosna
Merkez Mah 29 Ekim Cad No:3 Plaza : 1 Kat : 8 No: 84 / Istanbul
Name and identity of test item : Non-Reusable Protective FFP2 NR Colored Filtering Half Mask
Code of sample : DXNMD-NRFM04 FFP2 NR COLORED MASK
Package of Sample/Quantity + 3 Piece
Date of receipt of test item :04/03/2021
Date of Test/End of test :05/03/2021 - 12/03/2021
Number of pages 16
. Uncertainity of
. Limit Of .
Analysis Unit Result Measurerment Recovery Meas. Analysis Metod Com.
TS EN ISO 10993
5((Biologicalevaluation in
medicaldevicesPart 5: Test
for in vitrocytotoxicity
. TS EN ISO 10993-12
x .
1-*lnvitroCytotoxicity Test itis not (Biologicalevaluation in v
Cytotoxicit medicaldevicesPart 12:
¥ y Test samplepreparationand
Reference Materials.

Explanation:

1. Experiment environment
CELL LINE:L929 (Mouse Fibroblast cell)

CultureMedium : DMEM+ L-Glutamin
Fetal Bovine Serum

Penisilin- Streptomisin

Blank :Sterile cell culture medium

NEGATIVE CONTROL:Polietilen Kryo Tiip + Cell
POSITIVE CONTROL:Natural RubberLatex+ Cell

2.METHOD OF APPLICATION

Extraction was performed according to TS EN ISO 10993-12 standard. The samples were placed in a waterbath at a rate of 50 rpm at 37°C
for 24 hours in a 10% serum-containing cellculture medium of the size specified in the standard. The extraction was then terminated and the

extract obtained was used within 24 hours.

3.ANALYSIS METHOD

Etikimza Sureg No : 92k8170sv3026f1ea/d5 kodu ile www.oxigenanaliz.com adresinden dogrulayabilirsiniz.

F11/PR20/Rev:00/00.00.00 Yayin Tarihi: 14.12.2016 Bu be|gel g[]venﬁ elektronik imza ile imza|anm|§t|r_ 1/6
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Quabtstive Evalustion:

Cells were expecied o become conflucnt by soweng 6 well plate.
Sebacgacrtly, the S7C 5% CO2 merple wix exposad b0 scgative, poaatve costul md mmple extracts for 24 houre. Afler ncsbation, odlix
woe mcmcopicdly cosrenad sade vadiaiad scoording o TS EN 150 00095-5 standed.

Quasttatve Evalustion:

In the xtady, i woo sppiiad scoordeg o the *TS EN 150 209935 / XTT Cyelenicty Pxperenant® sanded. The %-well plaic wia counted
= 100 / well md the cdtired cdis were ncubwicd for 24 bown o provide 50% anfluecy . Subsaguestly, e cells ware ogposad © V1 -
dlations of the mezple exdract for 4 hosrs

Al e ad of e proces, | mg /=l XTT wee sckded ko the wells snd the phdor wore mosbadtod for § houss 2 37 * C m 9% 002 The woxy
woox lerreinaded by the addition of topropy| sicobol to the wells and the's vabilty valuex wore calcsldind by mosesrny the color chamge m
e phdox (S50 mm ) pactrophoemd e

4. TEST RESULYS
Quabtstive Evalustion:

The galitative cvalastion wao made sccording o Table | @ TS EN [SO 10995-5 stendud.

& Negataf K ontrol

P11 N SU0.03.08 Yy T 14123508 Bu beige, given clekronk im2a lie Imalanmgty. a
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INSPRECTION AND ANALYSIS REPORT

3103
oy XU
Perel e =n Cmaa? Londe of Momppat [ ]
w&t Text Material Reacton Sirustiom: of Cultare:
N Uracretaondo rrrscgrarsiex, celidongptosnn,
1 Negative Costral 0 nodacrace 2 cdlprbifosticn
2 Pastve Control P
Noertyalodl beyas bave ba= doteyad
3 Sesrpic 0 x 2 jex. no cedl
datracton, 20 darame 0 cell prolifention
Quasttatye Evalustion:
(TS EN 5O 100955 / XTT Cyotonicty Tex)

MK 300 0000 Yeyw Twde 14123008 Bu belge, glvend cleicvonk Im2a le mbanmgtr. w
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DILUTION RATIOS
| TEST NUMBER 100% 75% | so% | 25% |
1 AGAIN 0,576 1,112 1,224 | 1,336
2. AGAIN 0,833 1,138 1,203 | 1,339
3. AGAIN 0,587 1,125 1,229 | 1,351
AVERAGE 0532 1,125 1,218 | 1,382
POSITIVE CONTROL 100% 75% 50% ZL
1 AGAIN 0104 0,205 0,321 | 0,426
2. AGAIN 0,106 0,208 0,314 | 0,851
3. AGAIN 0108 0,201 0,325 | 0,805
AVERAGE 0106 0,205 0320 | 0,424
| Negative Controi(%100) LAgan | 2 Agein 3 Agein
AVERAGE 111
AZ A3 A4 AS AS A7
Blank 0282 0330 103535103995 1040 | 1002
H2 H3 L] HS HE6 H7?
0,551 0,952 0,954 | 0,995 1080 1,099
AVERAGE 1,003
Viab 5%6=100 X OD330e/0D4300
0D450e : % 100 optical Genzity of the sampie extract
004500 : Average value of optical density of biank

ELRITID SOre, NO . JE0oY 300ET1E2 705 KOO e wwvw Codgeranall Com adreancen doyuiyabising.

P11 N SOT0.00.08 Yy Taele 14123008 Bu beige, ghvenl ciekronk 22 le malanmgtr. w
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=0 Cmaa?
o XU
[e—pr—— = Cmar? Dute of Kaguatt oS
Test SampleViab.x : % 33
PozitiveControlViab 5 56 11

Negative ControfViab % - %111

REVIEWS :
1.The test waz carried out in accorcance with the standard “TS EN ISO 10993-3 Biological evalustion of medical

Gevices-Part 3: extrac or poreal cytotowicity tests”.

2.The effect of the extracts on the cells for qualitative evalustion was examined microscopically and evaluated by
the qualitative morphological pracing of the cytotoxiGity of the extracts given in the stancard “Table 1.
Accordingly, the negative control showed no toxic effect on the ceils (0], and the positive control showed towicity
as high as expected (4). Since the cytotowic effect of the sampie extracts was not toxic when examined, it
wasevaiuated as (0] According to the standard uzed, & indicated in table 1, the presence of a larger rating value
of (2] is considered a cytotoxic effect

LM“H@M’/WMWMBMWMW“&
cotained results (Table 2] were evaluated statistically. Results from the negative and positive controls used

In this experiment, the effects of 1/1 diltions of sampie extract on c2lls were examined; The compiete dilution of
extract from the sample (1/1) ancvisbility was 93 %.

According to the stancard uzed, this value is lessthan 70%, indicatingthatthere is nocytotowic effect on
thesampleextracts since there is 8 cytotowctyindicator.

ENITIR SOreg NO © S2E0ov 3006162705 koo e Wvw.Codgenanails Com adresinden dopruTyabilesiniz.

PR 20000000 Yaym Twls 14123008 Bu beige, ghvenl clekcronk m2a lie malanmgtr. w
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Chart1.Cuaitative morphoiogical grading of cytoloxicity of extracts

Deogroe Reaotion Situatione of Culturec

ammm.mmlm no decrease In cell
(g No proiferation

There are more than 20% of calls that are not round, poorty adherent,
1 Very ittie and contain few or no Intaceliuar gramuies, or morphologicallyakerad,
rarely destroyed cefs. oniy 3ight growth inhbition can be cbserved
Round cel number is less than S0%, nointrapiosiongranules,
ocbservabie cefl mhibtion = not more than S0%

Ught
Mode The mamber of cels rounded or destroyed i3 not more than 70%, the
Cavers

cel layers are not compietely degraded, the cbservabie cel imhibtion
Is more than S0%

Nearty al ceil layers have been destroyed

%) Ay v milid b4 b g of momdiishiom.
Frsasion

n PP e " -~ P -
-

LN gt o Dyt o b " | rgaie ol o Sl

L Aas ves medasasS Sied

L Whee - ey e “River® | il e dims > 2 Semalveareda

el s mldadun ami s - mellrad e e 1o md . el L TETT P

1 i araned caalasl)y o mrded u v A Ba cabiee @ (aGiadve Asalvea
& Db Hade b it appiind b sbacbesbngesl wiyme.

Abdewdaliona. NA Vet [ntedel  AAggeogdate LA aggeigel AF srated sl Sabas
L Mesdng s Ll Rangmiide Hammrmd e A Vel g S A S gl N e
P Lasis D bty RIS
Apmove by
LOvIRts
Medet N BRAT
Laberaiot bl

BRimz Soreg No | 9EToev3WE1 7S hodk e www oxigenanalz com adresinden dodaiayabiliesint.

FIuVixRer 00000 Yaye Tade: 14 51204 Bu beige, givenl eleidronk mza e imaaianmegty. "
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BIOCOMPABILITY TESTS: DERMAL IRRITATION

Technical @
Universal
Verification

TECHNICAL UNIVERSAL VERIFICATION
BELGELENDIRME VE EGITIM HIZ. LTD. STi.

Macun Mahallest ATS |y Merkedt A Blok No: $ Yenimahalle / ANKARA

E-Mall infotachosrt com tr & www_techcart com bt

TebsdO31221 22 &

Test AdyTesting Name:

estin KBYU0005/2021- ————
DERMAL IRRITASYON & Rapor Numarasy/'Report No
DERMAL IRRITATION _ ’ 03/BYU/1451 | NacoosTL
SSThk report 150 17005 has Dees prepared within the scope o condition for the of texting and calibratios boratories

BIYOUYUMLULUK TEST LABORATUVARI
BIOCOMPATIBILITY TESTING LABORATORY

FIRMA ADI/COMPANY NAME: DEXXON MEDICAL/DEXXON ENERJI SAN VETIC. AS.

ADRES/ADDRESS: ISTANBUL VIZYON PARK OFIS BLOXLARI YENIBOSNA MERKEZ
MAH. 29 EXIM CAD. NO:3 PLAZA 1 K:8 NO:84 BAHCELIEVLER
— ISTANBUL - TURKEY

TESTIN ADI/TESTING NAME: DERMAL IRRITATION

TEST STANDARDI/TEST STANDARD:

TS EN ISO 10953-10: 2014-02

TICARI MARKA [VARSA)/COMMERCIAL BRAND
(IF YOU HAVE):

URUN ADI/PRODUCT NAME:

FFPZ NR DISPOSABLE VALVE FACE MASK

NUMUNE KAYIT NO/SAMPLE REGISTRATION
NO:

KBYUOOD15/2021

NUMUNE LOT NUMARASI/LOT NUMBER OF
SPECIMENS:

DEXXON MEDICAL DXNMD-NRFMO4 FFPZ NR

NUMUNE SAYISI/NUMBER OF SPECIMEN:

TEST BASLAMA TARIHI/TEST START DATE: 02.032021
TEST BITIS TARIHI/TEST END DATE: 05.03.2021
RAPOR TARIHI/REPORT DATE: 22.03.2021

KULLANILAN CIHAZLAR/USED DEVICES:

EA TANIMLAMASI/EA DESCRIPTION:

Asle Pasific Accreditation Amocistion [APAC) SONEC 1702S: 2017 CABs
Naticrm| Accreditstion Center (MACQ By asccredited the genersl
requirements for the sdeguacy of the test snd callbration laborstoles
sanderd for the recognition of test report. B prowves the tracsebiity to
rationsl messurement sandards thet sre defined in the Internetionsl
Systam of Units [S)), reslizing the usits,

BIYOUYUMLULUK TEST SORUMLUSU

BiYOKIMY, 5 -
YESIM 61:3" - C_‘)\.‘

: | !
msn*nl'il A
SON b

TECHNICAL UNIVERSAL VERIFICATION

o A7

Thia report cannot be copled or reproduced In whale or In part without the written permission of TECHCERT. Uraigned and
unsesled reports ere invald.
LAAFROf Yayn T L0000 3018 Rew D0 Rew Tarh: 2300 2001
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A . Macun Mahallest ATS |y Merked A Blok No: § Yenkmahalle / ANKARA
Verification Yok 490312 2351 2 02 &

E-Mall infoiechoert com tr & www techcert com &
TR L

Test AdTesting Name: KBYU0005/2021- R
DERMAL IRRITASYON & Rapor Numarasy/Report No S
DERMAL RITATION _ ’ 03/BYU/1451 NAC003-TL

TECHNICAL UNIVERSAL VERIFICATION
Technical @ BELGELENDIRME VE EGITIM HIZ. LTD. STi. @

ST TR report 150 17005: hak Dees prepared wihis the scope = gereral condtions for the o tartrg and cabratio s Bborano et
BIYOUYUMLULUK TEST LABORATUVARI
BIOCOMPATIBILITY TESTING LABORATORY

CONTENTS

1. GENERAL INFORMATION ABOUT THE TEST

2. INFORMATION ABOUT THE SPECIMEN

3. INFORMATION ABOUT TEST ANIMALS TAKEN IN THE TEST
4. INFORMATION ABOUT LABORATORY CONDITIONS

6. INFORMATION ABOUT THE TEST METHOD

6. INTRADERMAL APPLICATION

7. EVALUATION

8. RESULTS

8. RECORDS

10. REFERENCES

This report be copled or reproduced In whale or In part without the written permiasion of TECHCERT. Uraigned and

Af e

LAAFR O Yayn Ta E06.00 018 Rew D0 Rew Tart: 23.00 2001



DEXXON
MEDICAL

Hv\:ﬁ('}:ﬁ- Macen Matalee! AT Iy Mackas! A Bick No: 3 Yaskmahale / ANKARA
Venfication Tet 450312 23102028

E-Mal. &
Teat AdyTeatirg Name: KBYUO0005/2021 ———p
DERMAL IRRITASYON & Fapor NumareuMesort Ko / =~ ——on
DERMAL IRRITATION 03/BYU/1451 NAC-003-TL

TECHNICAL UNIVERSAL VERIFICATION '
Technica @ BELGELENDIRME VE EGITIM HIZ LTD. §Ti. @

S Thic ceport S0 17005 hat Sear prapadad wENA The Wape O NN Londiions for Bhe COm@etancs of InaIing and ClbarTon BAOratTet
BIYOUYUMLULUK TEST LABORATUVARI
BIOCOMPATIBILITY TESTING LABORATORY

DERMAL IRRITATION TEST RESULT REPORT

NAME OF TEST
1SO 10533-10 STANDARD
DERMAL IRRITATION TEST

TEST REQUESTED INSTITUTION AND SPECIMEN NAME

DEXXON MEDICAL/DEXXON ENERJI SAN VE TIC. AS.
FFP2 NR TEK KULLANIMLIK VALFSIZ YOZ MASKES]

Tok report Of PAETSGaad 11 WO SF I PATt WERCLE the wrkten permimtion of TEOWCERT, Unegred and
umsales reports are rvalid
~ / -
(7

LAGLFR OR Yuypwn Tarbi00.01. 2018 Rew 00 Rew Tarthd 18002001
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TECHNICAL UNIVERSAL VERIFICATION
BELGELENDIRME VE EGITIM HIZ. LTD. STi.

Macen Matalee! ATS Iy Markaz! A Bick Nz: 3 Yeckraballe / ANKARA
Tet4fO3223100m 8

E-Mal. &
Teat AdyTeatirg Neme: =1
eatin ""“ - KBYU0005/2021- =
DERMAL IRRITATION 03/BYU/1451 NAC-003-TL

S Thic cepert 50 17005 hat Sear praparad wENN Th waps O Saan Condimions for Bhe Comgetancs of thaing and calbarton Boratoret
BIYOUYUMLULUK TEST LABORATUVARI
BIOCOMPATIBILITY TESTING LABORATORY

1. GENERAL INFORMATION ABOUT THETEST

TS EN SO 10353-10 Bological evaluation of medical devices chapter 10

Test Name and Guide Test standard ‘or ITiSton and SKi sers iy

Test Requesting insttuton DEXION MEDICAL/DEXXON ENERS SAN VE TIC. AS.

TestReport Number KEYUDDOS/2021-0EY U451

TestStart Date Q2032021

Test Ending Date 05.03 2021

Test Reportng Date 22032021

Pupose The test was ntended to evaluste the poteniial of the sample descrbed
below D cause dermal imRant efects.

2. INFORMATION ABOUT THE SPECIMEN

Specimen Acceptance Date and
Tme 28012021
Specimen Recording Number
KBEYUDC1&2021
Specimen Lot Number DEXXON MEDICAL DXNMD-NRFMOS FFP2 NR
Name of Specimen FFP2 NR DISFOSASLE VALVE FACE MASK
Number of Specimen )
Taken Moment Receve
Specimen
Way the Specimen Was Brought D BY RECENVE
Information About Withess
Specimen Preserve TECHCERT isboratory for 1 year
Thls report e copled or reproducad In whale or In part without the writtes permimsion of TEOWCERT, Unsigred and

S

umsales reports are rvalid
LAGLFR O Yoywn Tarbi00.01. 2018 Rew 00 Rew Tarhd 168003008
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TECHNICAL UNIVERSAL VERIFICATION
BELGEI.END"!ME VE EGITIM HiZ LTD. STi.

Matalad ATS g M A Bick Na: 3 Yeskrahalle / ANKARA
Tet4lO3223100M 8

T-Mal. &

Teat AdyTeatirg N KBYUO000S/2021- ——

DERMAL IRRITATION OSIBYU /1451 NAC-003-TL
S Thic cepert 50 17005 hat Baae praparad wENN The waps O genss’ s = of tnezing ard CalbawToN BAOCITeL

BIYOUYUMLULUK TEST LABORATUVARI
BIOCOMPATIBILITY TESTING LABORATORY

3. INFORMATION ABOUT TEST ANIMALS TAKEN IN THETEST

Spedes Rabbr

Kand New Zealand Rabbit
Source Kobay DHLAS.
Gender 2l

Weight Range 2250

Age Young Adult
Familarization Period S days

Number of Animal Used 3 plecies

4 INFORMATION ABOUT USED CHEMICAL AND MEDIUM

Chapter 2: Requirements for ANImal WeTare are made In SCoorance Wit s
Test Anmais Maintenance | standards.
Forage Ad-ibitum I3 done fesding.
[Water Watzr, be given ac-Hbitum as sutabie drinkers.
Moo Maintenance
|Concitions Each test animal was identified and piaced In appropriate cages.
12 hours of night and 12 hours of dayame environment, %30-70 damp
17-
me
|Concitions 23 °C emvironment s provided. temperature and damp are checked instant dally.
[Test Team Tests are camied ot by Faned and suftably qualfed peopie.
Heathy, disease-free and under the supervision of a veterinarian it was selecied
py passing.
[Test Animal Selection
This report e copled or reproducad In whale or In part without the writtes permimsion of TEOWCERT, Unsigred and

S

umsales reports are rvalid
LAGLFR 08 Yoy Tarbi00.01 2018 Rew. 00 Rew Tarhd 18003008
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Technica @ BELGELENDIRME VE EGITiM HIZ. LTD. $Ti.

‘L{n'-zr::s Macen Mataled ATS Iy Markas! A Bick No: 3 Yerkrahalie / ANKARA

vyenficatbon Tet 450312 23102028

E-Mal. &
Teat AdyTeating Name: - ==
— s cpar - KBYUO0005/2021 ——=

DERMAL IRRITATION OSIBYUI 1451 rACeET

5 Thic seport S0 17005 hat 2ee praparad wEND The Wops O SN LoNdions o0 Bhe COMEetancs OF thaing and Calbarton BSorataret
BIYOUYUMLULUK TEST LABORATUVARI
BIOCOMPATIBILITY TESTING LABORATORY

S. INFORMATION ABOUT THE TEST METHOD

TS EN SO 90353-10 Bological evaluation of medcal devices chapter 10: According 10 the requirements of the
test standard for iriiation and skin sensiivity, the maintanence condiions of the test animals used In the test
were camied out by considering IS0 10993-2 and e preparation of the specimen wsed In the tast and the
reference materiais 1S0-10953-12 standards.

[ Derma Imiation Tests, Subsequenty the skin 3pplicasion, the animais were coserved at dfferent Sme Intervals
and the results were evauated.

S DERMAL APPLICATION

Specimen; Frepared according o the "Standard surface areas and extract liquid volumes chart” in the
standard of TS EN 150 10933-12 "Specimen Preparation and Refersnce Materiais®. As a posithve
control; Sodium laury sulfats (ELS), previously known D have an imitant effect, has been determined.
As a negative control, Serum Physiciogical, previously known 10 have no Imtant efect

Test and control specimen were applied o the back region of e test animais, whose weights wen
recorded In Table 1, opically for £ hours 0 the skin in the regions and volumes Indicated In Sigure 1.
At the end of this period, bandages were opensd, samples were Baken and the applied areas were
marked Test materils remaining In the area wers washed with warm water. After the procedure the
test zones were observed at the 15824th £58h and 72nd hours and the specimen were svaluated by
considering the criteria in Bable 2. The evaluation results that should be given according o the score

obtained are recorded In Table 3.
Tent stut dute @ oo
Tt arcing ceie 05 o020

TS ENISO 10553-10 Bioiogical evaluation of medical devices chapter 10: BiocompatbiRy test was
appiled according 10 the test standard for inftation and skin sensiivity. Animals TS EN 10993-2: 2006
Biological Evaluation of Medical Devices - Fart 2: R has been prepared In accordance with the
principies of Requirements for Animal Weifare. The test was camied oot 50 as to evaluste the
sensiizing potential of the specimen.

This report cannct be copled or reproducad In whale or In part without the writtes permimzion of TEOUCERT, Unsigred snd

- as
LAGLFR O Yoy Tarbi00.01. 2008 Rew 00 Rew Tarthd 18002008
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TECHNICAL UNIVERSAL VERIFICATION
BELGELENDIRME VE EGITIM HiZ. LTD. STi.

Macen Matalee! ATE Iy Mackaz! A Bick Na: 3 Yeckrahalie / ANKARA
Tet4SO323102028

Teat W-l"'_‘ Name:
DERMAL IRRITASYON &
DERMAL IRRITATION

E-Mal. &
KBYUO0005/2021- .t
Rapor Numares/Meport No e
‘ 03/BYU/1451 NAC003-TL

5 This sepont 50 100 Pt Benr preparad wEND The WOp# O GAaE CONATONS for The COMGetance OF thaIng A0d CalBarTOoN BAOratTe

BIYOUYUMLULUK TEST LABORATUVARI
BIOCOMPATIBILITY TESTING LABORATORY

sgg

know how

Chapter 12 According ' specimen preparation and reference materiais stsndard;

X

If specimen soild; “The specimen was prepared by keeping the specimen at
37°C for 72 hours according 1o the chart of standard surface arsas and sxtract
Iquid volumes. Subseguently, T was Impregnated with 3 25x2S mm four-ayer
gauze and applied 10 the skin.

¥ specimen liquid; directly Impregnated with 2525 mm four-layer gauze and
appled D the skin. Serum Physiclogical impregnated with 2Sx2S mm four-
layer gauze was usad as 3 control specimen

FIGURE 1
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DERMAL APPLICATION

The specmen were applied as shown In Figure 1 after shaving e test animais (thelr weights are
recorded in Tabie 1) one day prior o the applicaion 10 provide sufident appication area (W0 amx 15
om) In the back area. Afler covering the sampies with 2.5 om x 2.5 on sterfie gauze, the entire
appiication arsa was wrapped with a bandage. The sampies 10 be 2siad Tor 4 hours were applled
the area. At the end of this period, bandages were opened, samples were taken and the applled areas
were marked. Test materials remaining In the area were washed with warm water.

Figure 1 Zone 1: Specimen
Figure 1 Zone 2- Fositive Control
Figure 1 Zone 3 Negative Control
Figure 1 Zone & Specimen

De~rad Acclcaton

Derrad Agcicaton
encirg dute ard R0 154
e

Afer the process, the =t Zones were cbserved at the 15t 24th, 450 and 72nd hours and samples wers
evaluated considering the criteria specified In Table 2. Cbsenvations 72 hours a%er administration wens
not taken Into accourt. All enthema and edema scores were colected separately for each sampie at
24, 48 and 72nd hours In each rabbit. The primary Iritation score for 3 rabbit was calculated by dvidng
all scores Dy six. The primary Imitation index for the test sampie was caiculated by dividing the sum of
each animal's primary inftation Index by three. Frimary Imtation was also calculated for the controls.
This score |5 subtraciad from the test material score In order 10 obtain the test material primary Imtaton
score. The primary Iritation score was calculated as Indcated above and compared with the imitation
response categories Indicated In Table 3.
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Table 1: Weignt tabie of teeted test animais
Rabibe rurmber 1 2 3
WeighHt st the beginning =/ e o Ll o
[
2376 FETT] FET 3
Weight o end of st
225 kg roant be

TABLE 2 Scoring system for skin reaction

[Tryhamas and sschar lormation

Teacion Prirmary Fritatios scoring

e o e
Xt ey

Naaso~able e rytrars

eytreans

Sedoum eryhwra [Be Deet) and scar forration Sut pwvents e grading of

[ o wawTe

Apperert adwrra yrocerste)

Sedoun scers (Swclen Mo s | e and apeead ot of e sxposed slevire |

o Auin

Ot scverms harges by skin DowSions $hoJc be recorded and repored

TABLE ¥ Primary or Cumuiative imttation index Categories

Average score Aswwer category
0-04 hegiztie
0s5-15 e
2-45 Nechur
-2 Detza
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TABLE 4: Evaluation Results

Cteservation Ploers)
Rabbe Sarpies Raglon
'™ Crtem Cowma
1 . “ n 1 M| a| n
o aveor mgor ) ) ) B c ) 0
SPEaMEN
[T Beck region T T 1 L -] [} 14 L
1
Fomtes Cortrs | "0t ardentcr mguon 2 1 1 1 s ) ) 0
Neguive Control | La Seck megion ) ] ) ) c c 0 0
o avtanr oo ) ) ° 0 ) ) 0 0
SPEaMEN
s EREEE ' 1 ) 0 c c 0 0
Fomtes Cortrs | Hgtt ardercr egeon 2 2 1 1 Y ' ) 0
Tegeive Uonrel | La¥ Seck megien 7 1 1] '] -] [+] 1] U
o ama0 egoc c 0 0 0 c c [ 0
SPEaMEN
EREEL 3 1 1 0 ) ) [ 0
3
Fomtes Cortrs | g0t ardentr mguon ' 1 1 0 ) ) [ 0
NegEive Comrol | La Seck megioo c 0 ] 0 c ) [ 0
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TADLE & Awerage Score Vaue
Primary iriation Score * Prarrary Imitaton
Sarples udex
Rabbit 1 Rabba 2 Rabbe 3
TEST RESULT
INFORMATION SPCOMNEN 0w oo 07 1%
Tomtve Cortrol 0,500 oaD 033 come
Hegetve Conll | o0 AL o T
1. Mours mw ot teten nts sccount whan calcdating the prdrary briston scom.
The sampie was found 10 have no dermal imitstion with @ score of 0,133~
0.056=0,053
7. EVALUATION

The average score was cbtained by taking the average of the values cbtained a®er the cbservation In
four dfferent tme intervals after he t=st performed In accordance with TS EN 130 10933-10
standards. Redness and edema were cbserved In the positve control, T was stated that there was no
reaction In the test specimen and negative controls.

SRESULT

Dermal Irtasyon testnin ardindan eide edien sonugiar dojrutusunda, 13O 10933-10 beigesinde
belrtien protokol ve dederiendime kriterier esas aindiiinda DEXXON MEDICAL/DEXXON ENERJI
SAN VE TIC. A_§ firmasinn, DEXXON MEDICAL DXNMD-NRFMOS FFF2 NR lot numanal, FFP2Z NR
DISPOSABLE VALVE FACE MASK numunesinin dermal imiian Gxelide sahip olmady: t=splt edimigtr.
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Al crude data, forms and a copy of the Tnal report related 10 the =st performed are stored In
TECHCERT archive fles.

10.REFERENCES

¢ Guide For The Care And Use Of Laboratory Animais Eighth Edition National Research Councll
of The National Academies

¢ TS ENISO 10553-1 Bioiogical evaluation of medical devices - Part 1: Evaluation and testing In
a risk management process

¢ TS ENISO 10553-2 Blological evaluation of medical devices - Part 2: Requirements for animal

skin
¢ TS EN B0 10559312 Bological evakation of medical devices - Part 12: Sampie preparation
and reference materials

¢ TS EN SO0 1033310 Bological evaluation of medcal devices - Part 10: Tests for irfation and
sensivity
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FIRMA ADI/COMPANY NAME: DEXXON MEDICAL/DEXXON ENERJI SAN VETIC. AS.

ADRES/ADDRESS: ISTANBUL VIZYON PARK OFIS BLOKLAR! YENIBOSNA MERKEZ
MAH. 29 EXIM CAD. NO:3 PLAZA 1 K:8 NO:24 BAHCELIEVLER
— ISTANBUL - TURKEY

TESTIN ADI/TESTING NAME: SENSITIZASYON & SENSITIZATION

TEST STANDARDI/TEST STANDARD:

TS EN ISO 10953-10: 2014-02

TICARI MARKA (VARSA)/COMMERCIAL BRAND
(IF YOU HAVE):

URUN ADI/PRODUCT NAME:

FFPZ NR DISPOSABLE VALVE FACE MASK

NUMUNE KAYIT NO/SAMPLE REGISTRATION
NO:

KEYUOD14/2021

NUMUNE LOT NUMARASI/LOT NUMBER OF
SPECIMENS:

DEXXON MEDICAL DXNMD-NRFMO4S FFPZ NR

NUMUNE SAYISI/NUMBER OF SPECIMEN:

TEST BASLAMA TARIHI/TEST START DATE: 02.02.2021
TEST BITIS TARIHI/TEST END DATE: 02.03.2021
RAPOR TARIHI/REPORT DATE: 22.03.2021

KULLANILAN CIHAZLAR/USED DEVICES:

EA TANIMLAMASI/EA DESCRIPTION:

Asle Paaific Accreditation Amocistion [APACL) SONEC 1702S: 2017 CABs
Natiorm| Accreditstion Certer (MACQ By asccredited the gpenersl

anderd for the recognition of test report. B prowves the tracsebilty to
mtionsl messurement standards thet sre defined in the Internetionsl
Systam of Units [S), resliting the units.

1)

BIYOUYUMLULUK TEST SORUMLUSU

i
SONER AXTEMUR: |

YESimMOZXUL [/ - ~ e A

TECHNICAL UNIVERSAL VERIFICATION
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1. INFORMATION ABOUT THE TEST
2. INFORMATION ABOUT THE SPECIMEN
3. INFORMATION ABOUT TEST ANIMALS TAKEN IN THE TEST
4. INFORMATION ABOUT LABORATORY CONDITIONS
6. INFORMATION ABOUT THE TEST METHOD
B.TEST
7. INTRA SKIN INDUCING PHASE
8. SURFACE (TOPICAL) INDUCING PHASE
8.3TIMULATION PHASE
10. RESULT
11.RECORD3
12. REFERENCES
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SENSITIZATION TEST RESULT REPORT

NAME OF TEST
ISO 10933-10 STANDARD
SENSITIZATION TEST

TEST REQUESTED INSTITUTION AND SPECIMEN NAME

DEXXON MEDICAL/DEXXON ENERJI SANVE TIC. A§.
FFP2 NR DISPOSABLE VALVE FACE MASK
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1.GENERAL INFORMATION ABOUT THE TEST

TS EN 120 10383-10:2014 Biological evaluation of medical devices cn.nul
Test Name and Guide 10: Standard for test for Iritation and skin sensitivity
Test Requestng Instiution DEXXON MEDICAL/DEXXON ENERJI SAN VE TIC. AS.
Test Report Number KESYUDD0S/2021-03/8YU1450
Test Start Date 02.02.2021
Test Ending Date 02.03.2021
Test Reporting Date 22032021
[umpose The test is Intended 10 355233 the sensitizing potential of the specimen described
below

2 INFORMATION ABOUT THE SPECIMEN

Sampie Acceptance Date and 28.01.2021

Time

Sampie Registration Number KBYUDO142021

Sampie Lot Number DEXXON MEDICAL DXNMD-NRFMO4 FFF2ZNR
Sampie Name FFP2 NR TEK KULLANIMLIX VALFSIZ YOZ MAZKESI
Number of Sampies 6

Status at the Time of Sampling KATI/ SOLID

Delivery Method of the Sample HAND BY RECEIVE

Wness Sampie Information Preserve TECHCERT aboratory for 1 year
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J.INFORMATION ABOUT THE TEST ANIMALS TAKEN IN THE TEST

Kind Guinea Pig
Famity Dunkin Hartiey
Sowrce Kobay DHL A.$.
Gender Male

Weight Source 400-500 gr

Age 10-12 week
Famllanzaton Feriod S cays
Number of Anmais Used 15 pleces

4. INFORMATION ABOUT LABORATORY CONDITIONS

Test Animal Maintanence The animal used In the tests are made In accordance wih the
Blological Evaluation of Medical Devices-Part 2 Requirements
for Animai Wetsre standards.

[ Forage Ad-ibtum I3 done feeding.
Water Wiater_ be given ac-ibitum 33 sulabile drinkers.
Each test animal was identified and placed In appropriate
Micro Mantanence Condtions Cages.

Macro Maintanence Conditions

Frovides 12 hours of night and 12 hows of daytime
emvironment; %30-70 damp and 23 °C envionment s

Ewm m&!m and damg are checked nstant dﬂ!.

Test Team

Tests are camried out by trained and sulably quaified people

Selection of Test Animais

Healthy, dsease-free and under the supervision of a
veberinarian It was selected by passing.
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S.INFORMATION ABOUT THE TEST METHOD

Senstizabon Tests; TS EN 120 10993-10 Biological Evalauiation of Medical Devices-Chapter 10:
According 10 the requirements of the test standard for IrRation and skin sensithity, the maintanence
conditions of the test animals used In the test were camied out by considering IS0 10953-2 and the
preparation of the specimen used in the t2s5t and the reference materials 1S0-10993-12 standards.

Senstizabon Tests; intradermal Induction Fhase, Superfical Induction Fhase and subsequently the
Stmulation Phase, observing the animais and evaluating finished the results.

6. TEST
Test start date e 20N
Test ending date azos 2o

TS EN IS0 10993-10 Biological Evaluaton of Medical Devices — Chapter 10: Blocompatibility t=st was appled
according D the test standard for irtation and skin sensiivity. Animals TS EN 10353-222005 Biological Evaluation of
Medical Devices — Chapier 2: t has been prepared In accordance with the principies of Requirements for Animal
WeTare. The t=st was camied out In order 0 evakule the sensiizing potential of the specimen

Soksion preparation dat= 31.01.2021 - 2 022021

Chapter 12: ACCORINg 10 Specimen preparation and reference materials stancand,

[ ¥ specimen soiid; "The specimen was prepared by keeping the specmen at 37°C

for 72 hours according 10 e chart of standard surface areas and extract Iquid
o volumes. Subsequently, It was Impregrated with 3 2525 mm ur-ayer gouze and
how applied o the skin. ¥ specimen iquid; directly Impregnated with 2525 mm four-
layer gouze and appled to the skin. Serum Prysiclogical mpregnated with 25205
mm four-ayer gaue was used as 3 control specmen.
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g oop
g oop
om

B
C
D1 D2

CRAMIAL TIP
Figure 1- Tect Grouwp CAUDAL TIP

Figure 2 - Control Group

Tatie 1. Waight table at Te end of the teal bekcnging o De test arimas

8|
g
A
5
§
]
:
£
Al
3

Welghts ot the 468 460 ) T
begerning of Te teal”

Weights st B erd of the

"300-200g" must be
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Table 2: Nagnusson and Kligman rating scale

Faich Test Neacton Taling Scale
No Visdse Change ]
o e o ey etterr e 1
Mzodersts or Adpecent! Erytherrs 2
Apperent 3
Smmr-us—n 4
"~ Yable I: Reacks cotaned 0 34 and & Sowrs of Tas? and conbof prouse Beted on the Magninacn and Mligvan maing scae
WMAGNUSSON AND KLIGMAN RATING
GUINEA ERYTHENA | EDEMA
N0 oNE EVALUATION HOUR
AT hoORs | T HOoURS
A 3 3
[] [ 1
1 [ ° 1
D 1 0
73 ° 0
A 2 3
B i 1
2 - C i 1
§ [1) 1 0
é o2 [ 0
A 2 2
[] ° 0
3 [ ° 1
o 1 0
o2 1 0
A 4 2
4
B i 0
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Tadie 4. Group-besed average of otserved results

Groups Average Reculic
Test Group 088
Control Group 0,50

7.INTRA SKIN INDUCING PHASE

Intradermal applications In the regions and volumes Iindicated In Sgures 1 and 2 were applied 10 guinea
pigs In the test and control groups.

INTRADERN AL INDUCING PHASE

0.1 =4 rtrwdermsd spplcations wers mude with the below coments.
TEST GROUP:
Figure 1 Region A: FCA &t 5050 valume st the rete of (Freund's Complete Adiuvant) and Saline Schuion.
Figure 1 Region B Specimen extract (uscdiuied axtact)
Figure 1 Region C Mixtures of matertals spoled In regions A snd B in & 5050 volurme o the rude of.
Figure 1 Region D1 we D2 Topics sppiicetion e
KONTROL GRUSU:
Figure 2 Regon A -
Figure 2 Region B Suline Schuion
Figure 2 Region C FCA ot 50:50 volurme ot the rete of (Freusd's Complete Aduvint) snd Selise Sclution.
Figure 2 Region D1 we D2 Topics sppiicetion wess.
re-SEn mducion

Stat Dute o2 o222
Inre-Siin Iaduction
Esd Dute 00 02221
Thia report be copled or reproduced In whdle or In part without the written permisalon of TECHCERT. Unsigned and

unsesled reports are inveld.
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BIYOUYUMLULUK TEST LABORATUVARI
BIOCOMPATIBILITY TESTING LABORATORY

8. SURFACE (TOPICAL) INDUCING PHASE

On the Tth day afier the compietion of the intradermal induction phase; Superficial appiication has been
made o the areas specified n Figures 1 and 2. The area Is coversd with gauze and al application areas
are wrapped with an eastic bandage. The bandage and patches were removed afier 48 howrs.

SURFACE (TOMCAL) INDUCING PHASE
On e 715 duy sfler e compietion of the Istrsdermsl nduction phese,

A smperficiel sppiicetion & mude o Be rinescepuier wes (Figume 1-01) wits & squ fmetre sbecrbent gecze o e TEST GROLP.

The weu is covernd wih gete, ol spplcation wess e wispped with un shintic bandege. In the Istrsdemasl Inducton Phuse, Be
concentration determined in Test Geoup Zose B s aeed.

CONTROL GROUP, (Figere2- D1) ssline sclstion is used only. The sres s coversd with puuse, o sppiicetion wess are wrapped with
- shntic buncege Bendeges and pelchen removed sfier 48 hours

Epericis naucson
Pruese stet dute

0 02201

Superfcis naxson

Pruese ond dute A0230

9.STIMULATION PHASE

On the 14 day after the completion of the surface iInduction phase; Superficial application has been
made o the areas specified in Figures 1 and 2. The arza Is coverad with gauze and al application areas
are wrapped with an eldstic bandage. The bandage and patches were removed afer 48 hours.

Thia report canrot be copled o reproduced s whdle o In part without the written permisalon of TECHCENT. Unaigned and
unsesled reports are invald.
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STWULATION PHASE
On the Lith day after the compietion of the vartace Induction phase,
TEST GROUP, Superfcis trestrment & spplied to arirested swress of axperimentd “(ﬂantm).mo-hm‘l

ouuze, Wl sppication wess we wespped with sn shetic bundege. s the Inductk

Tout Geoup Zose C s uned.

MMW(MM‘”M--&” The wes s coversd with geute, o soplcation srems we wespped with
n shdc Sunduge. Bandeges wnd d wfer 45 houns.

Stetetion Phame

Start Date J[m2aen

[Sirteion Ime

Esd Dute 2 o820

10.RESULT

In Ine with the results cbiained afer the sensitization test, based on the protocol and evakuation critera
specified In the 120 10993-10 document, DEXXON MEDICAL/DEXXON ENERN SAN VE TiC. AS. It was
determined that the FFP2 NR DISPOSABLE VALVE FACE MASK specimen wih — DEXXON MEDICAL
DXNMD-NRFMOS FFP2 NR lot number was not sensitizing.

11.RECORDS

Al crude data, forms and a copy of the final report refated o the test performed are stored In TECHCERT
archive flies.

12.REFERENCES

¢ Guide For The Care And Use Of Laboratory Animais Eighth Edition National Research Councll
of The National Academies

e TS EN IS0 109931 Biological evaluation of medical devices - Part 1: Evaluation and testing In
a risk manapement process

* TS EN IS0 10993-2 Biological evalsation of medical devices - Part 2: Requirements for animal
weifare

* TS EN IS0 10933-10 Blological evaluation of medical devices - Part 10: Tests for irritation and
=kin sensitivity

e T2 EN IS0 10993-12 Blologkal evaluation of medical devices - Part 12: Sample preparation
and reference materals

Thia regort canrot be copled or reproduced in whale or In part without the written permisalon of TECHCERT. Unaigned and
unsesled reports are invald.
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KOBAY DENEY HAYVANLARI LABORATUVAR! SAN. VETIC. A 5.
DERMAL IRRITATION TEST ANALY3IS FORM

. TS EN 150 10963-10 Blologicsl ewsk of
ot Chapter 'O Swndexd of soperiments for isfiation anc sids seradiviy
Tead Start Oute 02002021
Test Eac Dwte 0s.00.2021
m—-a—wmunmmcmw- = of -Pati or
rtion and son sty prep with e pr of TS EN 50860-2 2008 Blological Dvaluston of
Madce' D -Part 2 R h““- The test was carfied outf In order 20 s bads B seaalicng potenisl of the merpie.
Solsfion Preparstion Dete | 20022021
Chapter 12 A % b ithe of mrrpie pr -
«  Fihe serphe b soid "AccorSing %o e stencird safece stess and sadwct bould solumes chart, e smple
Prepmw 8 ssuton wn prepmred by Solding for I7C for T2 hours. Then 25622 mm was sbeoed indo laurdayer geace and
mctria krowiedge wppied b the shis
o Fihe merphe i bquid; directly sbeorbed o 22422 e fowr-leyer geuse sad sppiied © Bhe sldn, 2522 mm
four-wywr gmss-atecrbed Suline was used ax 8 cond sl meTple
CRANIAL END
Figure |
-
CAUDAL END
DERMAL APPLICATION

The merpies wers sppled an shown in Figurs 1 sl w be [Har waighis am In Tulie 1) orm cay Selow e
.u-nnhpmuun.nunm-(nm-wu-m-a-mmm-punuunzzen—um

T arlre s wan wih s o 20 be e d e 4 hows wers sppied 13 the soes. A2 e and of this perod,
-l‘pmm-h-—-—-dh-w-—m Tex % N e mown wars washed Wit e
woter.

Figum 1 Zoem 1: Sampe

Figum 1 Zorm 2 Poaltws Contil

Figum 1 Zorm X Negetve Kontol

Figum 1 Zorm & Sarge

Qeermt Aphcatonstat | o2 on2021 1148

Deevmt Arphaatonend | o2 om0zt 1aas
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SAMPLE NO:
KBYU0014/2021

After e process, e lest o%es wers cteecved af the el 248 408 and TOnd hours and sempies we s svalasted cormidering the ofieris specfied
In Table 2. Observations 72 hous sfer sdministreSon wem ool tekan o scoount Al srytherms and sders scoms wars colecied spacstely for
ach meapis ot 24, 40 mad Tond hours It ssch St The primaey imiation scom o 8 rabbil was calculsted by dhviding ol scores by stx. The privary
Iiion Index for Bhe et sarrple v calcuinind by dividing e sure of ssch sndrals pdrary ristion index by Sres Prmacy risfon was sho
axoduted Br ihe contoain. This score bs sattracted Bom e St rusteds | score bn order (o obtals e lest matecsl ortmay Peiation score. The primary
Iriaion score ws cwiculsied ss ndosted sbove and with e irtstion InScuind In Tatie 3

Table 1 Welght table of expertmentsl ssimals taken I the test
- 1 2 3
2376 2361 P37
Waights ot Tast Start”
2376 2381 3T
Weights a! The End of the Test

Wl B Teeeer TI 5 Ton

Tabile I: Scom sywiem for skin resction

Raaction Primary kritstion Scom

Cryferma and sxchar lormmation
No eytrars 0
|__Vesy Eght enythasus (barely visbis)
Prerounced erythers
|_Modests eryhers
Datwwnn severn ayDars (Destoct md) and ssche lrraten et sresenis
ary®ara Yoer gwdng
Cderma formation
e aytharrs
arythars
Fromiract sdema wche T o he
Modersts edwra (stcut | i swmec]
Sevew adwrs mom Ban | mes and e Tau L)
Totsl poxsbis scors for iritstion

Other sdverss changes In siir ccstora should be recordec 8nd “eccfed

win
“in

-

ol sluin-lo

Aversge Score Answer Category
0.04 hegigtia
os-15 Lig=
2-45 MNocersts
=-8 Zevers

Y P08 [ e
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SAMPLE NO:
KBYU0014/2021
Table 4: Evalcation Reauits
Obasrvation (Mre)
Rabbet Samples Zoce
Na. Rash Ciema
1 24 L' N Ii 8 PN | R I
Lot Font Aves 0 0 0 0 0 0 0 0
SAWLE
Rught Dack Ams 1 1 1 [ [ 0 [ )
’ Postve Contral | Might Prood Arwe 2 1 1 1 1 0 0 0
Nagaive Contol Lo Duck Aren ] 4] ] 4] <] 0 0 0
Lot Font Aves 0 0 0 0 0 0 0 0
e gt Dack Ams 1 1 0 [ [ 0 0 0
2 Postve Cortral | Might Proed Avwe 2 2 [ 1 1 1 ) )
Neagatve Contol Lo Buck Aren ] 1 ] 4] 4] 0 4] 0
SAWPLE Lt oot Aves 0 0 0 0 0 0 0 0
Rught Dack Ams 1 1 1 [) ) 0 ) )
3 Postve Cortral | Might Prood Arwe 1 1 1 [) ) 0 ) )
Negatve Contol Lot Buck Aren ] 4] ] 4] 4] o 4] ]
Table §: Average Score Valoe
Primary irtation Scom”™
SAWPLES Prirary britation Indez
Rabbt 1 Rabbe 2 Rabbet 3
TEST SAWPLE 0%y 0083 8124 o'
RESULT
INFORMATION Powtve Control 0,200 0,833 0333 0258
Negative Control 0,000 0,987 0,000 ooss
" 1% Mous s Nt commdiersd when cxCdatng $e pricary iriston scone
It was determined that the sampie did not have dermal irfation feature with an imritation
score of 0.135-0.055 - 0.083.
BYU3 BYUS
MRS TUSES OF THE O il MBFORaancE OF T i R R
o slpwod = slpwod
Y _F_Je_ 28 [ e
33
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KOBAYDENEY HAYVANLARILABORATUARISAN.VETIC.A§.
DERMAL IRRITATIONTEST ANALYSISFORM

TestReport Number: KEYUD014/2021-502.000.0042

4. INFORMATION ABOUT LABORATORY CONDITIONS

The anmais uzad N he sxperiments are Made N ACCOMdance Wit be
Care of Expermental Animals Biological Evalustion of Medcal DevicesFart 2: Requirements for Asnimal
Weifare standards.
Feed AdHbitum feeding IS performed.
Water Water i given In sultsbie waters as ad-iblum.
Micro Care Conditions E&hwmmmwmmnmm
The environment s provided for 12 howrs at night and 12 hours during the
Macro Care Condiions day; 30-70% humidity and 17-23 °C environment are provided. Temperature
and Mumidty are rstanty controled daly.
Test Study Team pmmmwwmmms
They were seiect=d a3 heaithy, without any dsease and under the
Experimental Animal Selection supenszion of 3 veterraran.

& INFORMATION ABOUT THE TEST METHOD

Dermal iritation tests; TS EN ISO 10933-10 Biological evaluation of medical devices - Fart 10 According o the
requirements of the experiments standard for irtation and skin sensiivity, the maintenance condiions of the st
animals used In the test, ISO 10933-2 and e preparation of the sampies used In the test and the reference
materials taking into account the ISC-10993-12 standards has been camied out.

Dermal iration Tests: Folowing the skin appication, e animals were observed at differsnt Sme ntervais and
the results were evalusted.

8. DERMAL APPLICATION

Sampies ars prepared according 10 e "Standard surface arsas and extract Iquid volumes chart”™ In the standard
of TS EN 150 1089312 "Sampie Freparation and Reference Materials™ (XBY_F_24_10) Az Posiive Control;
Sodum lauryl sufste (SLS), previously knoan 10 have an imtant effect, has been determined. As Negatve
Confrol; Saline Solution, previously known 20 have no Imtant efect, was determined.

The t=st and control sampies of the t=st animals, whose weights were recorded In Table 1 In KBY_F_24_10, were
topically appied to the skin In the regions and volumes Indicated In Figure 1 n KBY_F_24_10 for 4 hours. AL the
end of this period, bandages wers opensd, sampies wers taken, and the appled arsas wers marked. Test
materals remaining In the area were washed with warm waler. After the procedurs, the =5t Zones wers cbserved
at the 1st, 24, 480 and 72nd howrs and sampies were svalusted by considering the crteria In Table 2 n
KBY_F_24_10. The evaluation results that should be given according 0 the points cbtained are recorded In Table
3nKBY_F_24_10.

KEY_R_24_10/R20

The sesubs stnied In S eport Selong 1o T mrpie teoen 1o e el The resats i Be repodt cenrct De peially or completely

reproduced snd patisted br comrrercisl of sdverieing puposss. AddBorsl mports and dferert resul Borats e svelate of
n sdciorsl cost | oaanct De ased ma avidence I legel tesssctons ofher Tan putiic redthations. Tesd repos Bt mow not &

woned arw mewid
Page2/3
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KOBAYDENEY HAYVANLARILABORATUARISAN.VETIC.A§.
DERMAL IRRITATIONTEST ANALYSISFORM

TestReport Number: KSYUD014/2021-502.000.0042

7. EVALUATION

The average score was obtaned by taking the average of the values cbtained afer the obsenation In four
dfferent Ume intervals afer the experiment performed In accordance with TS EN SO 90933-10 standards.
Redness and edema were cbserved n the posiive control, R was siaied that there was no reaction in the st
sampie and megabive controis. Obtaned (evaluation criteris and records are Inciuded n Tables £ and S In

KBY_F_24_10).

8. RESULT

In Ine with the results cbiained afer the dermal imRation test, based on the protocol and evakuaion criterd
spedfied In the IS0 10933-10 document, it was determined that the received_ instiution, iot number lot number,

Al raw data, forms (KEY_F_24_10) and a copy of the Anal report related to the tast are kept In e archive fies of
Kobay DHL AS.

10. REFERENCE

« Guide For The Care And Usze Of Laboratory Animals Bighth Edbion NaSonal Research Councll of The
Nasony Academies
« TS EN ISO 10933-1 Sioiogical evalustion of medical devices - Part 1: Evauation and tes8ing n 3 risk

management process
« TS ENISO 10533-2 Blological evauation of medical devices - Part 2: Requirements for animal weifare
TS EN IS0 1053310 Biological evalustion of medical devices - Part 10 Tests for irRation and skin sensiivity
TS EN 150 1055312 Bioiogical evaluation of medical devices - Fart 12: Sampie preparation and reference
materials

11. 3IGNATURES OF THE RESPONSIELE PERFORMANCE OF THE TEST
BYU3 BYUS

ao-sw aow

KEY_R_24_10/ R0

The sesuls stied In e eport Selong 1o S mrpie troen 1o e et Ths resats i e repod ceanct Se petally or completely
reproduced and patisted br comrmercsl of sdveieing puposss. AddBorsl mports and dferert rescl Boruets aoe svelate of
» sdciorml cont | canct De caed mn evidence It legel tessctons ofher Ban putiic refhions. Tesd sepofs Bt mw not -

sgned srw mewid
Page 33
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KOBAYDENEY HAYVANLARILABORATUARISAN.VETIC.A§.
SENSITIZATION TEST RESULT REPORT

TestR Number- KBYUQD 14202 1-602.000.0011

1. OGENERAL INFORMATION ABOUT THE TEST

TS EN 150 10993-10: 2014 Siological evauation of medicy devices

| TestName and Guice Part 10 Tests standard for Imitaton and sXin sensitiity

Requestng InziiEon DEXNON MEDICALDEXXON ENERJ SAN VE TIC. AS

TeztRepornt Nu—ber KBYUD014/202 1502 000.0011

Tezt Start Date 02.02 2021

TeztEnd Date 02.03.2021

Test Raporandrma Tarel 02,05 2021 5

P The 125t Were Camied O In The 1abormiory of KOBAY DFL ALS By B
Wi the ethics board dated 02.01.2020 and ethical board number S25.

described below.

2. INFORMATION ABOUT THE SAMPLE

Sampie Acceptance Date - Time 28.01.2021

Sampie Registintion Number KBEYUDD14/2021

Sampie Lot Number DEXXON MEDICAL DXNMD-NRFMOS FFP2 NR
Sample Name FFP2 NR TEX KULLANIMLIK VALFSIZ YOZ MASKES]
Number of Samples 6

Status 2t the Time of Samping KATI/ SOLID
Delvery Method of the Sampie KARGO / CARGO
Sample Production Date
Sampie Expiry Date
Witness Sampie Information It s stored In the aboratory of KOSAY DHL AS for 1 year.

3. INFORMATION ABOUT EXPERIMENTAL ANIMALS TAKEN IN THE TEST

Type Guinea Pig
Srain Dunkin Hartiey
Source Kobay DHL AS.
Gender Mae

Weight Range 400-500 gr
Age 10-12 weeks
FamBartzation Period Sdays

Number of Animais Used 15

WEY_R_24_02/ MO0

m_.unhnwtmbh“b_lbhu The remats i Be repot cenrct De petally or completely

d p or WY puposss. Adcorsl mports and dferert resul Boruets aoe svelete of
-mutc-uu-s- I gl ofher Ban putiic radtions. Tesd fepofs Bt mw not o
wyrec we mvwid

Page 174
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KOBAYDENEY HAYVANLARILABORATUARISAN. VETIC. A §.
SENSITIZATION TEST RESULT REPORT

TestReport Number: KBYUOD14/2021-602.000 0011

4. INFORMATION ABOUT THE TEST METHOD

The animaiz uzad I he experiments are made N 3CCOMGance Wit Te
Care of Expermental Animals Bioiogical Evalustion of Medcal Devices+ant 2: Requirements for Animal
Weifare standards.
Feed AdHDtUM feeding |z performed.
Wate Water iz given In sultsbie waters a5 ad-Ibum.
Micro Care Conditions gmwmmuwmmnumm
The environment | provided for 12 hours at night and 12 hours during the
Macro Cars Condiions day; 30-70% humidity and 22-24 °C environment are provided. Temperaturs
and humidity are instanty controlied daly.
Test Study Team pmmuwmmmumm
They wers selectad a3 heaithy, wihout any dsease and under the
Experimental Animal Selection supervizion of 3 veterrarian.

&. INFORMATION ABOUT THE TEST METHOD

Sensiization Tests; TS EN IS0 10553-10 Biciogical evalustion of medical devices - Part 10: According 10 the
requirements of the experiments standard for irtation and skin sensiivity, the maintenance condiions of the st
animails used In e 2t ISO 10993-2 and the preparation of the sampies used In the test and the reference
materiais taking Into account the ISO-10993-12 standards has been camied out.

Sensitization Tests; Following the Transcutaneous Induction Phase, Superficial Induction Fhase and Stimutation
Phase, the animals were observed, and the resuls were evakoted.

8. Intra-2kin Induotion Phace

Intradermal appliications In the regions and volumes specifed Iin Figures 1 and 2 in KBY_F_24_02 were applied to
guinea pigs In =35t and control groups.

7. Superficial (Topioal) Induotion Phace

On the 7th day after the compietion of the iIntradermal iInduction phase; In KBY_F_24_02, superfdal appication
has been made 10 the regions specified In Figures 1 and 2. The area s coverad with gouze and 3l appication

KEY_R_24_02/ OO

The sesuls stnied in e port Selong 1o e morpis teoen 1o e el The rests i Be repot cerol Se petally or completely
raproduced and patisted br corrmercisl of sdverteing puposss. Addlorsl mports and dferert resul Boruts 0w svelate of
- sdcdiBorml cost | canct De csed mn evidence It egel tesssctons ofher Ban putiic rehions. Tesd repofs Bt mow not -

wored mrw mewid
Page2i4
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KOBAYDENEY HAYVANLARILABORATUARISAN.VETIC. A §.
SENSITIZATION TEST RESULT REPORT

Test Number- KEYUOO $42021-602.000 0011

& STIMULATION PHASE

On the 14th day after e compietion of the superficial Induction phase; In KBY_F_24_02, superficial appication
has been made 10 the regions specfied In Figures 1 and 2. The area s coverad with gauze and 3l appication
areas ars wrapped with an elastic bandage. The dressing and palches were removed after 48 hours.

8. EVALUATION

SSmuiation sites on the skin of animals In e test and control groups are cbserved 24 howrs and 48 hours afler
the compietion of the stimulation phase. Cbservations are camied out under ful spectrum lighting. Skin reactions
for Erythema and Edema are compieted and graded according 10 the Magnusson and Kigman grading &t each
time Interval for sach stimulation sits. The weight values of guinea pigs have been recorded. (evaksation criteri
and records are In KBY_F_24_02).

10. RESULT

In ine with the results obtained a%er the sensitization test, based on the protocol and evakation criterla specfied
In e IS0 10933-10 document, it was determined that the DEXXON MEDICALDEXXON ENERJ SAN VE TIC.
AS, DEXXON MEDICAL DXNMD-NRFMO4 FFF2 NR, FFF2 NR TEX KULLANIMLIX VALFSIZ YOZ MASXES]
sampie did not have sensBzing properties.

11. RECORD

All raw dats, forms (KEY_F_24_02) and 3 copy of the naf report related 1o the test are kept In e archive fles of
Kobay DHL AS.

KEY_R_24_02/ RO0

The sesuls stnded in T mport Sekbng 1o S mrpie teoen 1o B el Ths rests i e repot cesrct e peially or completely
reproduced and patisted br comrmercsl of sdveteing puposss. Addlorsl eports and dferert rescl Boruets ae svelate of
» sdciorml cont B caanct De caed ma avidencs v lepel teassctons ofter Ban putiic redhions. Tesd tepofs Bt mow not -
wgned wrw mewid
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12. REFERENCE

« Guide For The Care And Use Of Laboratory Animals Eighth Edition National Research Councll of The
Nasonal Academies

« TS EN IS0 109931 Bological evalustion of medical devices - Part 1: Evakation and testing In a risk
management process

« TS ENISO 10533-2 Blological evaluation of medcal devices - Part 2: Requirements for animal weifare

TS EN IS0 10553-10 Bloiogical evakation of medical devices - Part 10 Tests for IrRation and =kin sensiivity

TS EN 180 10993-12 Blological evauation of medical devices - Fart 12 Sampie preparation and reference

materias

13. SIONATURES OF THOSE RESPONSIELE FOR PERFORMING THE TEST

BYU3 BYUS

R o sones R o sopes

KEY_R_24_02/ MO0

The sesuls stnied in e mport Selng 1o e el teoen 1o e el The rests i e repot cearct Se petally or completely

reproduced and patiished br rciml o Piaing purposss. AddBorsl mports and dferert resul Boerets aw svelate o
»7 sdcoral cont & canct De caed an wvidence In egel emsctons ofver Ban putiic radtaions. Tesd sepofs Bt mw rot e
wgned srw mawid

Pagedid



