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Country of Drigin: Turkey

Prodduct imported by: Nundinae Graup d.0.4.

FRODUCT SPECIFICATION:

Type: Surzical Mask, 3-ply with carloop

Material: Polyprapylens non-woven fabric (25 GSM], lawex-free.
Endless filaments spunhound, thermally bonded,

Color: Blue/Light blue

Dresign and features: 3-ply shrocture

Storage: Allows for propettles malntenance when stored in dry
conditions. Do not expose product te direct sunlight.

Shelt-life: & years from the dare of manufacturing

REGULATION AND QUALITY STANDARD REFERENCE:
Mannfactured under: EN 150 13485:20016 and EN 150
9001:2015+AC Quality Management Jysiem

Standard conformity: EN [$0 15223-1; MDD 93 /42 /EEC EN
150 1041 ; EN 150 14683 :2019+AC : 2019 ; BN T30 62266-1 ; EN
1501 14971

SIZE:
Unllorm slze.

FUNCTIONALITY AND SUGGESTEDR USE:

#« Hreathable, non-irritating tabtce

* Protection from haclerlz, microorganisms and other liquid
parts, hodily fiulds, and particles

= Adjustable and flexible, so it can fit according to each face
measures and shapes.

» Sujtable for uze in the medical secter = hospital and
laboratory envirenment. Intended for medlcal use for cross-
contamination protection/infectich cantro] practices.

CONFECTION AND PACKAGING:

Primary confection:

Box of 50 masks. Product specification and propertes marked
on packaging.

Secondary confecton:
Carton of 60 boxes or 3.000 masks.
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TECHNICAL FILE
( _ Mumu 3-Fly Surgical Masks

{Facial Mask for Medieal Use)
MY Hadikal

0. DEFINTTTON :
Murmu 3-ply surgical mask (facial mask for medical wse), can be fit according be each face
reasures and shapes, Nexible and can be used without disturbing the zoff structure. A
permeable and lets brealthing easily, Non-irritating. Provides protechon sgaimst baecteria

1. QUALITY SYSTEM OF MY TICARET YE MEDIKAL
MY TICARLT VE MEDIE AL has heen manutactunng its produets with the quality
systems as given below,
- EN S0 134852016 Chuality Assurance 3ystem-hMeadical Devices
- CN IS0 9001201 5~-AC Quality Assuance System

. PRODUCT IDENTIFICATION AND BRECOMMENDED USE

The product is made by non wowen fabric. The product's compaosition is polypropylene
and does not includes latex. The proaduct is breathable and has no special persopal on
shviroamental hazands. The product is made automatically in hygienic condions, The
product prevents the potential reactions betwean all kind of liquids aod particles,
MiCIOOCEAT SIS,

Ref Ma: bW WS LM .01
| Ref No: MM.NS.LM.22
v
i Height of carloop
,'::' II Length of Nowse-pieie
[ i || Leogth of carlocp
I ) Flein depth
! Tength
\ width
e P R———
Lemgtk | 175 mim(+i-l0mm)
Body Sizeguidh | 95 mmi+=10mm)
Dimensing Teight of Earloop 0 run
{With ¢ar boop) Lenght of Earloop 160 i -+/=1 mm)
Fleat Depih 1t mm
Length of Nose-piece | 90 mm (+/-10mm)] ]

Cvperli Bah. CGeneral Sokomi Koraln Ced. Wor 13 Amawatkdy, Istanbul TURKEY

MY THCARET VE METMK AL AS.

e <00 217 438 10 64 Fan +90 202 43K 20 65 www mymedikal com Iy inf@mymedikal caq tr



TECHNICAL FILE

( , Mumu 3-Ply Sargical Masks
S (Faciat Mask for Medical Use)
MY Hoediiml
Length | 145 mm{+-10mm)
Body Size | grigm | 95 mm(+-10mm)
) Heighi of Earloop T mm
DNimension e ————— —————
{Inlant Lenght of Earloop l & mmi+/- 10mm )}
Fleat Depth | 10 mm — e
Length of Nose-plece | 7i mim (~'-1Umm )
Length | 175 mm(+/-10mm) I
Body 52 | pgrh | 95 mm(+/-10mm) |
DEmension . | |
CWith Tiee) | Teaght of Tie | 40 cami+/-5ram) |
. Fleat Depth | 10 mm !
Length of Nose-piece | 90t mm(+-tvnm) |

3. SUBSTANCEMIXTURE OF RAW MATERIAL

Characteristic Specificadom

Cuter Material | Spunbood 25 g {+-3gm)

Filter Laver | Melthlown 25 gr (+-5g7)
i 25 gr{=t5
Materials Mask Body Inner Mlaterial Spuntond gr {=-5g1)
Ear loop Lyecra-Elastane
Tie Spunbond 40 gr {+-5g1)
Mg prigie Ahatrininm wirg
3.1.Materisl Safety Data Sheet (MSDS)
311, Composition:
Idendification of the type of nonwoven product.
Thermobonded Nonwosren by calendeniog
PrOess
Polypropylene CAS No: 25085-53-4 spunbond=meltblown modificaiion
Web surface reatment - Concenaation above 1°/0..... ..., *No
Binder...... e imawaatmasm ea s te e e e mn e ma e e e e wm e samsaa s m e "N
B T T2 "Yes.
May contain color pipments if the product is in color. White color may contain
T2, OHhCr MAJOr COMPTIEIE. .o smra e mme m s n et ra "y

Chemicalg (in relevant cancembration) that are in Tisl of dangerons subslatees. *MNo

) MY TICARET YE MEDIKAL ALY,
Creoeerls Blaly. General Sokeil Kovalu Cad, Mo, 12 Arnavulkay, Istanbal TUTRKEY
Fha: +M1 712 438 20 64 Fax+40 212 43K M) 65 answ . royvinedikal comor infio[@oymeslikal oo, it



TECHNICAL FILE
( . Mumu 3-Ply Surgical Masks
'\J {tacial Mask for Medical Use)

MY Hedial
1.1.2. Hazards ideabficaton

Lhnder povmal condilione of use and handling, this product is net expected 0 cieale any health
ot safety hazards.
Accidental thermal decomposition or melting siate can present hazands.

31}, First-aid measures

Vndemormal cotwdition @

Inhalafion. ... - Mo speeific measure to be taken
BHIT COMERGE ..o en Wo specific measure to be faken
EYES £OEAEL...........oo e e No specific measure to be Laken
IOEEstiot oo No specific meagtire to be taken

3.14. Fire fighting measures

1. Snilable extinguishing media;
Water spray, dry chemical or CO2 expoguisher. No special procedures are expected he be
nevesfary for thiz produel. Normal fire fiphting procedures should be followed to avoid
inbalation of simoke and pases

L. Extingmshingmedia not to boused .o None

3. Special exposurs hazards . e - . For flammable and toxic furmes as
well as skin contact with :mnll.i:n mah:nah sEe 5 1[|'

4. Special protective clothing for fire-fighter..................0. Mone. It 15 recommended that fire-

fighters should wear full protective clothing including sclf contaned breathing apparatus.
315  Accidental releases measures
Personal Precautions: Avoid dust formation, Forms slippery surface,
J.1.6 Bandling and storage

Keep in a dry and closed arca with the onginal packing, The packages have to be handled so
that they can not break and to be artimped as o prevent then from Falling. The goods shall be
handled with pood indusirial hygiens and safery practice.

1.1.7. Expasure confrals ¢ persenal provection

Mo specific measures. Handle in accondance with pood industnal bygiene and safcty praclice.
Use of safety glasses and face mask iz recommended i0 dust iz [ommed duning application,

A.1.8. Phyziczl and chemical properties

Aspest. . o w30lid, 1o rolls or sheets

Appc.qmnm [lh:: mlr,aur :;flhq: prndu¢t as supp]ted] ]"'ahunrn'la.ll:-,r white 1f not a specific colar
is mentioned.

1L SRR R PR Pragrically edorless

Ph. e - ...Mot applicable

MY TiLA]LET VE MENICAL A5
{micrli Mzh. (ieneral ‘Sulml Koralo Cad. Moc33 Amm- ul]m}' '[s'lnnbuL-'TU'RKE'f




TECHNICAL FILE
( ] Mumu 3-FPly Surgical Masks
(Facial bIask for Medical Use)

HY Hedikol
Boiling pomntboiling Tange ..o e NOE applicable
Melting ponlmelting IS ... oo s sssens sesss s s [P DL YPropylene 165°C (330°F) )
Crecomposition WmMPSTAIE e s e e #2000 {500°F)
Flashpoint...... . i, Mot apphcable
Flamnmabiliey ... oo e cree e Mk g351ly flammable
Explosive properties. ..., Nk applicable
Chtidizing propeTiies......ocoovr e Mat applicable
VAP PIERENNE. ... cvcevss s Not applicable
Static electiEilY .o The product can develop and’or
accuimulate static electricity, {ie. by mbbingor Flion)
B e Mates inaaluble - fal
irlab]e
Partition coelhGIenE . ouv e Mol applicable

3.19. Stabllity and resctivity
The: product 15 stable ar room temperatures and does not decompose or zelf react whan
hardled and stored wnder preseribed conditions. Toxic fumes can be genersted under
thermal decomposilion.

3.1.14. Toxicological information
No toxic rection known under nemmal condiions. Particulady, no case of coetaneous
sensitization or of mutagenic / carcinogenic actvity is known, Underdecomposition
conchions, toxic fumes and contamingted water.

3.1.11. Ecological information

For wansporntation, sterage and neemal use no toxicologieal effect known, The fabric will
nut degrads biologcally in short torm.

3.1.12. Dispoaal comsiderations

Az non harardous solid waste, depending on local tegistwabion, nohwovens can be disposed
of through recycling, landfill,

3.1.13. Transport information
Mot classificd as dangerous lor ransport.
3.1.14. Regulatery informativn

Nol clussified 25 dumgerous in compliance with Turkey and European regulation
regarding clagsilying, packaging and labeling of hazardous substances and products.

MY TIHCARET VE MEDIKAL AS.
f3merli Mah, Goneral Saknl Koralw Cad, N335 Ammavukdy, Isianbol TLREKEY
Fhu: +50 212 438 20 64 FueesHH) 212 438 20065 nw mymadikal comtr nfoimymedikal com, i



. TECHNICAL FILE

( ) Muau, 3-Ply Surgical Masks
N’ (Facial Mask for Medleal Use)
HY Hadlal

A.2.Technical Data Sheet apd Certficale

TECHNICAL DATA SHEET

w
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MY TICARET VE MEDIKAL A5,
Omerli bah. General Sokol Koralls Cad. Mo 33 Anavutkoy, Tatantwl TURKEY
Plen; +90 212 438 24t 64 Fax:-00 212 434 20 65 wow.mymedikal com.tr infn@ypyvapedikal oo it



HOHFMETEIM eddilh Tostang inchbite fanbd £ R K1
Schlpssstmge 1. 74357 Boamighant, Lariany O E KO - l Ex @

IMSPIRING COHFIDENCE

The ¢ompany

BAYTEKS TEKNIK TEKSTIL SAN. VE TIC. A.S.

Organize Sanayi B3kgesi 19 Holu Cadde Ho_ 9 OEKD-TEX®
THMNY) Markez - Kilis, TURKEY COMFIDEWCE sM TE3THLES E:E
i granled authorisation according 1o STANDARD 100 by DEKD- TEXE to uze 06 .41 419 HOHERSTER HTTT

u;r :TAHMHD 100 by DEKO- TEXE mark, Rager on our test report ' et s o 1

Tor the fodlowing articles;

Honwaven spunbonded, meit bkown and thelr composite structures produced from while and masterbatch (plgment

dyeshiff) dysd polypropylens and polypropylene/polyelivylzne (mprocassing of own material), with and withowt PE
Laminadon (in colour blue} and adiives incuding UV sizhlisar

The resuls of the nspeciion made sccarding 1o STANDARD 100 by OEKD- TEX®, Annex 4, produc] class Il have shown that the
dbove mendvned goads meet the human-scologicsl requirements of the STANDARD 100 by OEKO - TEX® presanty establishad In
Anngx 4 Iof producks with dieact canlact 1o skin,

The certiliad artieles fulfil requirements of Annax XMl of REACH {mct, the uze of aza colowsnts, nickel release, ete.), the American
redqiirarmanl regerdng takal content of lead in children's articles (CPSIA; with thi swceplion of accessories made from glass) and
of the: Chinese standard GB 18401:2010 {kebellmg requiremeanis were not ver(fad).

The felder of the cartilicate, who has issuad a contormity declarallon according fo S0 17060-1, i wnder an obligaten i use the
STAHDARD 100 by DEKD - TEXE mark ondy 1n conjunction with products that conform with the sample iribally tesked, The
condrmaty is verified by sudds.

The: cerlificate D6.MO.41414 |5 valid vniil 31.03 22022

Boannighedrn, 20,04, 2021

Duoliwe Selig o
WJEC{:thmdemm
Head rifbcation By CERDTENE

:
- -,

CEXD-TEX® Assuciation ' Genderslrasse 2% ) CH-BRO? Ferich



( : TECIINFCAL FILE
Mumu 3-Ply Surgical Masks

MY Medial {Facial Mask for Medical Use)

4. PERFORMANCE REQUIREMENTS OF FINISHED FRODUCTS

We declare our products comply with EN 14683:2015+AC:2019 as TYPE [IR and that all tesi
resilts are the same for all the producis (infant/adult’earlonpiitie). Because all of the producs are
made from the same raw matenals.

Parameters i Methad Resulia Tent Reanlia
. EN % o84
BFE (Filtratien) e {4653:20 15 AT el (Eotek. 20031522)

N 14683:2009+AC =
pretsurs (Breadhsbibbty) {Ekoteke-2(KF515H2 )
Micrabinal cleanliness ¢ I&
biotnrden (this is alse cofwg | IS0 1175712048 =4 {Ekotcks- 2003 1582)
mequcaed iy Portugal oo
Splash reslstance pressore KPa TS 22 54W =16 1.3

{Ekatela- 2003 1552 )
Cryloxicety: It 15 oo
CylanRiGity.

(Oigen. 2021 049)

_ iritahon:The smnple hag

Sultnitle passed ihe initation Lest.

E:f; (Kocacli University-2020-

Flocaupatthility IS0 10553-1 R 1)

P, Sensitization The sarmple
has paseed the
sensili?alioh tast,
tEocacli Universty-2020-
33)

8. TNSTRUCTIONS FOR
IrSE 5.0 Indended Use:

Surgical mask {facial mask fior medical vse) is intznded (o e worn by medical personmel dunng surgical of odber
redical procedures Lo protect both the patient and the operating personne] and any ollier person that want and need
to- be protected, from mansler of microorganisms, body fhaid, particulae material transfer and any wiher mucrobes.

Reduces exposure 1o blood and body fluids. Mmimizes conlaminntion to exhaled microarganizms. This produed 13
miended for use in infection control praclices.
%.2, Techmical Specifications:

Non-imitating, Fluid Resistant, Three Ply construction.3 pleats of folds 1o allow the vser to expund the
MY TIHCARET VE MEDIK AL A5,

Ormetli Mok, Genetal Siked Foralo Cad. Noc33 Amevatkiy, Istanby CTURKEY
Plyg: 900 212 438 20 &4 Faoc:—00 212 438 20 65 wrww royvmedilksloom e pfioimymedilesf oo i



(o

KT Had ol

TECHNICAL FILE
Mumu 3-Ply Surgical Masks
(Facial Mazk for Medical Use)

mask s0 il sovers the arcs fiom the nose to the chin. Mask iz seeured with an ear loog to be placed
behind the eats.

The surgical mask’s (facial mask for medical use) three-ply lavers work as follows:

The cuter lgyer vepels water, blood, and other body tluids.
The middle laver Alters certan pathopens.
JLle mmer laver sbsoths mdisture ahd aweat from cahaled air.

53 Donning The Hask:

Before putting on the mask, wash your haods for at least 20 seconds with soap and
water, or rub your hand: together horoughly with alcohol-based hand sanitizcr,
Check for defects in the face magk, such as tears or broken loops.

Pogition the colored side of the mask surwand

IF pregenl, make sure the metallic sirip is at the top of the mask and positioned agains:
the bridge of your figse,

Ear loops: Hold the mask by both ¢ar loops and place ooe loop over each ear.
Mold the bendable metallic upper sitp to the shape of your nose by pinching and
pressing down oo 1t with your fingers.

Full ths: hottom of the mask over your mouth and chin.

Be s the mask Hits snugly,

Dron’t touch the mask coce ik position.

[f the mask geis soiled or damp, replece it with a now one.

L Do nel;

touch the mask ooce it’s securcd on vowr face, es it might have pathogens on it
dangle the mask from one sar

bang the mask around your neck

télas singlé-uad maska,

IT you have by touch the face mask while you're wearing it, wash vour hands first, Be sure to
alzo wash your hands aftereeard, or use hand sanitizer.

54. DoMing Tha Hlask:

Before you lake off the mask, wash your hands well or usc hand sanitizer,

Avoid touching the mask itself, as it could be contarminatcd. Hold i by the loops, ties,
or batyds only,

Carelull y vemave the mask from your face once you: unheok bath ear Toops.

Holding the smask loops discard the mask by placing it in a covered trazh bin.

After removing the mack, wash vy hands thoroughly or use hand sanitizer,

MY TICARET VE MEDIKAL A%,
Ohenerli Mah. Geteral Sokoi Koraln Cad. Mo:33 Amavatkdy, Istenbul TURKEY

Phs: +00 212 428 200 64 Fax:+90 217 438 20 65 woww, mymedikal com v infiFmvmedikal com tr



( . TECHNICAL FILE
!\w"; Mumu 3Py Surgical Mazks
(Facial Mask for Medkeal Lee)

% FIRE FIGHTING MEASURES ;

MY Madikal

Sultable Fire Extingulshers and hMethodds:

Water spray, foam, carbon dioxids or dry chemicals. A sudden intervention showld be mack:
to (he five exit wilhaut any possible dapger. 1f the material is melted, do not apply direct water
llew. Use fine water spray or foam,

7. DMSPOSAL CONSIDERATIONS .

[hsposs of accoring to the Regulalion on Control of Hazardous Wastes,

B. LUSE AREAS

Huygpitals, meslical companies, doctor offices, laboratories, feod manufacturcrs,
cleaning companies and work places where the hygneic areas are necessary.

. self-declarved Class 1 products

Y. SHELF LIFE ' 5 Years
10. SYMBOLS
Shows the conformity te the
ﬂ Prodwcion Date C € Eurnpean stamdarids foe the

“ Manufatturer ?\ Kezp Dry

Expiration Date 1% | Keep out of suslight

LOT Lot Mumber A Ih'l:lu-Slcrllt

*

REF Referaace Number @ Tro o wse again

1L STORAGE

Capable of heing stored conlinnously in anmbient tcmperature of 1¢ to 30 deg O and
relative humidity of 15 10 55%. Capable of operating continuously in ambient lemiperatire of
10 o 3} deg C and relative humadity of 15 to 35%.

It is recommended that surgical Faoe magke | facial mask for medical use jsbould be stored
it their otiginal conlainers and should be stored away from doreet sunlight, heat sourees and
liguids, inchading chemicals. The area should be clean and should protect the mazks from
contammation. Never store it in a purse or pocket.

MY TICARET VE MEDIKAL A 5.
Dmerli Mal, Gereval Sikrd Koralo Cad. Neo: 33 Amayurkdy, lstenbul TURKEY
Fex: +00 217 438 M1 64 Fax:—40 21X 433 20 65 www mvmedikeal com, It jnfoEmymedikai.com. o
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(.Ej TECHNICAL FILE
Mumu J-Ply Surgical Musks
ol (Facial Mask for Medleal Use)
11, SAFETY INFORMATION t
® Pay attention to the warnings.
s It bz ot sterdle.
o Iris for zingle uee only.
@ Do not use if the package i damaged.
¢ Danot use the product after expiration date.

13. PATUKAGING
Befl Ng, Luantiry per Box
MMMNS.LM.O1 50 pes
MM.NSILM.22 50 pes
1 &
E E
=
= 7
it Lia ]
e
—_ o
=] s
pr————— @@
| 135 mm = |
ﬂl i ~ [ 0% rmm |
.!,.EFMHEEHH Faa =) N
s 1 *-H..HH N
.k% .-".I \fﬁ.
! Quality Assurance Manager

Yedat CETIN

MY TICARET YE MEDIKAL AS.
Crmerly Bah. Goneral Skl Komatt Cad. Ng;13 Amavatkdy, Isanbul TURKEY
Pl +9(1 T1L 438 240 64 Face:+90 212 436 20 63 www mvmedikal comutr jnfoEinymedibal vom




HOHENSTEIN @

T s S Hohensteln Istanbul Tekstll Analiz ve
BAYTEKS TEFMIK TEHSTIL SAN_VE TIC. AS. Kontrol Hizmetler Lid. Sti.

Organlze Saneyy BEIgew 184 Nolu Cadde Mo S Curnburipet Mah 1990 Sok. Ho: &,

TEMID MERKER - EILIE Ginprpprk Aesiterde, A Blok, Dk 5
TURKEY 24515 Eqenyurt - [Buanbul

Turkay

DERU-TEX® Departmam

Frone; +Ha0 212 36T 24

Fau; +8r 212 267 2425

E-Mdai: m bicginBhomansten.comow

Bus|RESE praa30 Cantact parenp O Rall. Dol

211003354 Bacah, Evrim EAl 16 March 2021

STANDARD 100 by OEKO-TEX® - Conflrmation of order recelpt

Thank yau very much for your arderl We ere pleasad to ctrfirm the roBowing detals:

Tert no: 21 45540
Certlficate ne: CHE MO, 41419
Contact person: Kadlr Earagin

Fhone: +0d3 3483 373030
Fan +EF 343 22T 4136
E-Mail;  Hadir karapundhenyteho. com

Dale of order: 145,402

Delells of prder: Certifleation of textile products wilh the label Gondldende in Taxtiles - Tested
far hamful substances aecordeng 1o STAMDARD 100 by (ERD TEXE Annea, 4”

Tesk material: Henwowan spunbondad, malt blown end their compogits structures prodused

from whita and mesterbaich (pigmiand SrastulT dved pobpropyens end
polypropyiengpolyethylang [reprocessing of own weate), with and wilhoUL PE
larmination {In colour tlug) and addilves incuding U statslser,

Praduet ¢laag: Il

Hevewth we confimm That you heve applied for STAMDARD 100 by DEKOLTEGE, IF el sriterin mest the requirements of
the standand youw will pat tha cartifeats,

Thiz ¢oeifirmaation must not be trested squivelent 1z an Deko-Tew® cartiflcatar L dges nokentitle to mark artlcles with
tha Sako-Taxoll labal or 1o make ad-ertising wilh the Oeks-Tedk label betars hauing B valid cerbficats.

I P b Bee eprprhasized that eny ind of Incorrect wse of the Qako-Tex® labol will cause kgl stepa

Thiz canfirmatian 15 woid witil 16, June 2021

Vur [T o sl = A e v 1 a3 2T 4 T WRT BER M - Hohaap b Tai T o sn na CneH E-Ca KG- Gty Coui L3 gl o Tl
~vum b rarien ruce gt P AR TIAA2TLIEL  cEIGIDTREAY | Aeanal kabh spasrdnsshanss Ve rge GrbH- Counfy Tocf SUeh B TR
ittt e i . *GED. O St DO - CWTIOATY M b s righm

_machahrol st



Best ragards,

Hohensigin [s1anbul Tekztih Analiz ve Kantral Hitmatiers Lid. St

1"t c e ooy gresrmind o2 U sl B s by Bridbg m R ignstumi



MY Medikal

Original Equipment Manufacturer Statement

hY TICARET VE MEDHKAL A5 We daclare that, on behall of MGIGRUP ITH. [HR.WE D5 TIC.
LT 5T, pleces are produced inthe form of the informatlon below, Al respansibillty Tor the
prodiuetion balongs to MY TICARET WE MEDIKAL A%,

Barcode: BRE2d ToodA08F
Lot: S0202003 13
Ref. No: B R MG LA

Froduct and Expiry Date: 10,03, 2020 - 10.03 2025

Date: (807 2020
Mame-Sumarme: FAURAT WLOIZ
Title: CEO
MY TICARET .
sign - HEgiA ANCHSe gEucET)
Mo 25 A a3 ' NBLL E '
IEI.E&TE l-‘l;i": g rﬂ.wadgﬁn-ﬁh
g bl tm
MY TRCARET VE MEDEKAL A 5

Simerdi Mab. Goreral Skl Koraln Cad, Bo:33  Amavuthdy £ ktanbul f TURKEY
Tel O[22 435 20 64 Fax: 0 (272) 438 2165
fogmymedihal.comtr  wransmymedibal com.tr
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Mapufactarer’s Manis:

Manufacturer Address:

Medical Devices:

Clasgilbentlam:

GMDN Coide and Term:

Seope of Application:

DPeclaraton:

Yerification Certiflleutes:

EC DECLARATION
OF CONFORMITY

MY TICARET VE METUEAL A8

Oimerli  Mah  General  Jikra  Koralti  Cad N33
Arvaaitktiv/ ISTANBLL

Swrpteal Mask, J-ply with earloop
Ref No- MM NSLM O]

Medical Device Directive-Annex LY, Rale | Class-d (Type IR}

FI704 J Surgiced — Medical Respivatar

Al baiches supplied (o which the Declaration of Corgformine
Procedrre has been applied

Conformity af the producis has been assessed I aconrdance
with Awmnex Vil af the Directive. A dossicr of techrlead
docurentation, as reguired by the Direcrive ir qrailabie. The
product fisted v designed  manufocieed and  lested in
accondience wifh the informalion fel out e the dogrier. We
declare out products comply with EN [4683:200 9+ 40 2019 ag

Tyvpe IR

Cualily Mapagement Svstem- Medical deviges

EN IS8 2006  Certifieate No: 150G 12 B34 1179
Duafity Managemivnt Systes

ENTSCG O -5 Certificate No: 150 01 940 117

R i b= o SR - WXy

Y
3

e R b et i T Bl B B e B B B R e AL R AL T ol b D e B e R

| A e B ] R R R WL T W



A A WA el e R R G e R A AR r PPl g a ek b AP AR Wl Ll kb AN b FRE P FE TSR EF

Standards Applied: EN I5Cr 13485 Medice! devices-Cualiny managemend
spstenes - Requircements for regwlalory
PHFDOSES
EN IS 9001- 2075 | Owality miaagement Vsiems

EN I8 150231 Medical devices — Symmbols to be used
with medical device labels, labeliing
| amd Informanion fo be supplied
MDE 93/432/EEC | Medical devices directive

L IS0 104 fnformation  supplied by the
. mugriyfaciurer of medicel devices

EN (50 Medical foce matks - Requirements

AR 2010440 | umd fest metheds
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ENISO62366-1 | Medical devices - Part {: Application
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This is Lo certify that
Quality Management System
for Medical Devices
of
MY TICARET VE MEDIKAL ANONIM SiRKETI

OMERLI MAHALLESI GENERAL SUKRII KORALTI CAD, NGO 33
ARNAVUTRDY - ISTAMBUL / TORKIYE

complies with requiremerts of

I1SO 13485:2016

This certificate is valld cancerning all activities related to;

FROGUCTION AND SALE OF POWDEREDYPOWEDHER-FREE LATEX EXAMINATION GLOVES, POWDER-FREE NITRILE
EXAMINATION AND PROTECTIVE GLOVES, POAWDEREDYPOWDER -FREE STERILE SURGICAL GLOVES,
FOWDERED/POWDHER- FREE YVINYL EXAMINATION GLOVES, SURGICAL MASKS, PROTECTIVE FACE MASK WITH FILTER

PULCRALIFPUDRASE LATEKS AMUAYENE ELDRFEMI, MITRIL PUDRASIZ MUAYENE YE KQRUYUCU ELDIYEN,
PUDRALI VE PUCHLASIZ STERIL CERRAHI ELCIVEN, VINIL PUDRALI/PUDRASIZ MUAYENE ELOIVE NI,
CERRAHI MASKE, FILTRELI KGRUYLCL YUIZ MASKES| URETIMI VE S4TISI

15002 836 1179 Mar. B, 2021 Feb. 25, 2022
Certificate No, Date of tiis Certiffcate Certiflcation Expiry Daie
Feb. 8, 2021 Feb. 26, 2020 (‘j;“ /
Date of Aucit Diate of Registration Managing Director / Biractor
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This is to certify that

Quality Management System
of

MY TICARET VE MEDIKAL ANONIM SIRKETI

OMERLI MAHALLES| GENERAL SUKRU KORALTI CAD. NO); 33
ARNAVUTKOY - ETANBUL ¢ TURKIYE

complies with requirements of

ISO 9001:2015

This certificate bs valid concerning all activities related to;

FRODGUCTION AMDr SALE OF LATEX POWDERED ¢ POWDER FREE EXAMINATION GLOVES, NITRILE
FOYYDIER FREE EXAMINATION GLOYES, STERIL / NON-STERILE SURGICAL GLOVES, STERIL § NON-STERILE
SPOMNGE GAUZE COMPRESS, STERIL ¢ NGIN-STERIL COMPRESSE ABDOMINALE, STERIL / NON-STERILE
COTTQM PAD, GALIZE, S5TERILE f NOMN-5TERILE SURGICAL MASK

LATEKS PUDRALL / PUDRAS|Z MUAYENE ELDIVEN:, NiTRiL FUDRASIZ MUAYENE ELDIVENL, STERIL f NON-
STERIL CERRAHI ELDNYEM, STERIL ¢ MON-STERIL SPANGC GAZ KOWMPRES, STERIL / NON-STERIL BATIM
KOMPRES, STERIL f NON-STERIL PAMUKLL PED, GAZLI BEZ
STERIL / NON-5TERIL CERRAHI MASKE URETIMI VE SATISI

IS0 07 3401179 Jun. 5, 2020 Jun, 4, 2021
Certificate Mo Date of this Certiffcate Certtfication Expiry Date
M ay, 28, 2020 Jun. 5, 2020 ‘/—-_:-;7‘):“ I4
Diate of Audhit Date of Registravion Maraging Dirsctor / Divactor

Medicert Westerores: (vin Ve Slcem Baigelandinne Lid el
Tersane Mah. Cemal Gorsel Cod. Ne:11/3 Halige Ham. Apt Korgipaka / lznmir
Tel 0232 327 33 44  www madicerLoom e infoPmedicert Lom.ir
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SENSITIZATION TEST REPORT

150-10993-10

KOCAEL] UNIVERSITY UMUTTEPE YERLESKESL

JUNE 24, 2020
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KOCAELI UNIVERSITY
Experimentul Medical Research and Application Unit (DETAB)

Sensitization Test Report
(ISO-10993-10)

Pirvduict Name

Requesied Test

Applled Test Standard
Refereace No

Approved By
Prof. Dr. Tijen UTEKAN

Z%’ raof DETAB

Addreas: Kocacli University, Umuttepe: Vedegkesi 41001
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"A) TEST MATERIAL
Name ! Reference and Lot Numbers Surgpcal Mask / Lot Ma: SD20200310
Shipment Type Cargo
Date of Receipt (dd/mmiyr) 2870572020
Productien Date {yr) Nod indicated on the package or product
Expiration Dol Not indicated on the package or prodnct
Queniity (Namber) 15
| Produer Thseription Blue, 3 layers, with elagtic saring. non-merilized
filtering mazk. All parts were tested.
Description at time of Receipt Retned to the Owner |
Witness Sample B Archieved
Mot received ]

2 ae . SW T T _“!lu 1

Figare 1: Images of the prochact

2
Slgmatares of Researchers im Charge of the Test

Imstirutions] Hegistry No: %75 Institntinnal Registry Ne: 2021  Iostitathenal Regiiry No; 2456
Signatare -~ Signatare Signature
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(DETAB), Korall Universiry. The ootont of the ropart mary nol be mproduced or uied for cottmerciil or advrtising purposss, 11
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A) Sobjects
Species: Gainez: Pig
~Straiu; Cavio Poreellve
-Samphe Sizs: Tesr: 10 and Comrol: 5
=Age; 4 Months
~Sex: Male
-Hensheg: Comventiomal
-Room Temperatures 20424 °C
-Roum Hawbity: %&30-T0
-Room Darlc/Light Cycle: 12 booes light/12 howea derk
~Water Consumved (Daily): 100 gr weight/1 0 ml wmter
-Feed Consumeed {Dhaiiy)e 100 gr weight/10 g feed
-Feod: Givinea Fig Feed
~Welght ot the hegimnday of testing: Table 1

Table 1: Weight 24 hoars prior (o L2sting

Tert Growp _ Contral Group
Subjort ID Welght (g) Subjeet I Weight (g)

1 363 1 307

2 0% 2z 31

3 301 E ETe)

4 0z |4 39 =

5 J0d 5 a5

5 31

T 41 B

i 152

? H1

16 357

3
Signahures of Researthers b Charge of the Teat

Insittwilomsl Regleiry No: 975 Institutional Registry No: 2021  Insiktatiens] Reglsiry No: 2486
Signaire Signarire
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B} Seasitization Test (ISC 1099310}

The sensitization test reported here was applied according to the *ISO 10993 -10:2009 Biological
Evaluation of Medical Devices- Pact 10: Tests for Imitation and Skin Sensitizetion, IS0 10993-2:2006
Animsl Welfere Requirtivents and 150-10993.12:2013 Sample Preparation and Referencs Materials™
standards.

Adm and Scope: This aszay is used for testing the skin sensitization {a deteyed hypersensitivity reaction}
potential af the meterial being tesied. For this purposs, the guines pig meximization test method was used,
The material was zsted o bealthy young subjects that weighted at least 300 g,

Tophal Topical
Aden b braiian I S S—
[Bde Sy LeT e L R 14 BT endage
Ttieibim st
Wbparvpion g .ve 43 kTS
ik AR b

Figare 1) Senxitizatiom Test Plan

1 3-T1
F A 1- Cramial Eod

2 —

\ B'__'?z 2+ Intradermal 1n]ection Sites '
3. Topleal Administration Skies
|

0’*\.____342 & Caudal End

—

Fignre 3: Sequence of administation sites in the Sensrtizaton Tesi
L ]

4
Signatures of Researchers in Charge of the Test

Institmtional Registry No: 375 Imsthwtional Regivy No: 2021 Lastitwional Roghitxy Mo: 2486
Shmatore Sigmamre Sigaature N
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Proparitien of Tesl Materisl:

The test musterinl was selocted and prepaned, and the svimcts were prepared In accendimes with the TS0

10993-12:24013 staaudwrds.
Test Groap: For the t=s5t administration, cxtracts wexe prepared {Table 2),
Coatil Graap: Seline was vsed a3 » pegative contro).

Table 1: Extract Preparstivn

[nh‘aﬂ:mml]nju:ﬂnnmiyﬂ'}:lmmdﬂlmﬂln}munm[ﬂ 1 ml} were administered at stics indicatcd by 2

on Figure 3 and a1 rstied as indlesed in Table 3.

' Table 3 Friraderrnal Administretion

Test group Controt group

») Freund's Adiuvam Complete (FCA)} + Saline | a) Freund’s Adjuvant Complete (FCA) + Saline
soludion mixture propercd 2t 1:1 ratio | soiuticn mixiure preparcd o 1:] ratio

h) Test eantract by Sakine

) Freupd's Adjuvant Complete (FCA) + Teat | e} Negative Contral + Freond's Adjuvant
exirac salution mixtore prepared &t 1] eatio Compiele (FCA) salution cabxture prepared sl 21

ratio

o
Sigmatores of Researchevs s Charge of the Teast

Institutional Reghetry Np: #7585 Imstitutiopa] Registry Ne: 2021  Instlindsnal No: 2
Signatore r Signature Signatmre
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Day 7 Tepical Administration (T1) - Topdcal Induetion Phase: 24 hows prior 1o testing, the test areas
on the animals” beck were shaved (2 vt x 4 ¢m; Figre 3). The test extract wes administered (0.3 mil)
topically at site 3 (Figure 3) close to the cranial cod #t the int=rscapular region, The extract ol the smownt
of 03 n:lmaml‘mdnnlﬂ]urpqmﬂmx4nm},wlﬂ¢hwmﬂnnhmdngulunlhete:n:itcﬁn*#
hours. 43 bours after the topical admirdsvation, the elastic band was removed and the exposed skin was
gently washal with warm water. 24 mod 48 bours after the badage was removed, skin sensitization was
evalusted according 40 the Megnusson ve Khigioem rating scate {Table 4).

Day 21 Topical Administration (T2) — Clhnlenge Fhase: 24 haury prior to testing, the test areas on the
animals® hack were shaved (2 om x 4 ¢m; Figare 3). The test ¢xiract was adminisicred (0.3 ml) topicalty st

ail:e3{Ping]clnutnlh:mudalmd.Mexmuihuamumtnfﬂjmlwuqmliudnnnﬁlﬁ;lpﬂ
{2mx4m}nﬂ¢wﬁmhﬂn@dmﬂ:¢mﬁhﬁr24m.ﬂmmﬂtﬁ:mﬁ:ﬂ
administration, the elastic band way removed and the exposed skin was gently washed with warm water
24 and 48 hows ofter the bandage wmy remaved, skin scositization was evalusted according to the
Magtsson ve Kligman rating scale (Table 4).

Table 4; Semsitization Scaring

Mo visible changes
Discrete pod patchy erythema
Modermte and sdjecent arythems
Severs erythema and swelking

W N - =
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Signstures of Researchers in TChange of the Test
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Table 5: Cateporizton of Gulses Plg Macanization Test Scores

Semsitization ratio % Category Class
it : Abaent
>0-% i Weak
9-28 Tt Mikd
29-64 m Modsiat
65-B0 v Strong
81-100 ¥ Exiensive
Sensitization Ratio Formuala: Positive Score/Total Number of Antmals x 100

M RESULTS
Talre & Posl-admindstration Evaluation
1. Soores 7 days uﬂn'tnpml administration

24. hours 3 d 5 # T [ | 9 10
Tast [ 1] (1] d 1] (1] (1] 1] 1] 0
Negative ] 1] o a 1] - - - - =
Gorfrof
48, hours 1 2 3 4 [ L] T g ] 10
Taat ¢ |0 a o 0 b b 2 0 0
Negative o 1] 1] i ) a - E £ . n
Contrad .

2. Scores 24 days after topical aduinistraten

24. hours 1 z 3 4 3 8 T ] ] i1o ]
 Toet o |0 D 0 0 D D ] ] 0
Negative v o o 0 ] E Fie : SR
Control ,

48 hours 1 2 3 4 5 3 7 ] # 10
Tast ¢ ¢ |0 |o 6 ¢ o
Negative £ |0 10 & ] = = = - .
Corirol |
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Sigoatures of Researchars in Charge of tha Test
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Tabile T: Evalustion of Test Res:tix

‘Samples Sensitization Ratio %
Text Sample 0.00
Negative Control [0.00

E) CONCLIIBION AND EVALUATION

Acoording to the tem scorcs (Tublc 6), the sensitizetion ratio % of the 2st sample was 0,00 ad the
sensitization rato % of the negative control was 0.00 {Table 7). ln conchusion, the test material (MY
TICARET VE MEDIKAL A5, Swgical Mask / Lat No: SD20200510) was casgorized as mo
sensitization (Absent - Table 5) according to the outcomes of the procedunss conducted in accordance
with IS0 10993-10. Ne sensitization of fhe test sample was dutocted and the namphe has passed the
sensitization test.

B
Sigraimres of Researchers tn Charge of the Test

Institutional Registry No: 975 Institutional Registry No: 2021  Institutional Registyy Na: 2486
Signatord™ Signatare Signature
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SKIN IRRITATION TEST REPORT

50-10993-10

JUNE 24, 2020

KOCAEL] UNIVERSITY UMUTTEPE YERLESKES]
41001 IZMITAKOCAELI




Experimentsl Medicat Research and Application Unit (DETAB)

Skin Irritation Test Report |
(150-10993-10)

(ReportNo. | 202032

Report Dute Tune 24, 2020

Pemand Dwner MY TICARET VE MEDIKAL A 5

Company/Insftuiies

Address of Demand Owaer | Omerli Mah. General Siknil Korath Cad No:13 Armenesthoy/
Mﬂuﬂt.ﬂg. Istanbul Titrkiye

Predust Nama Surgical Mask

Reguested Test Skin Irditaticn Test

Applied Test Standard 1S0-10993-10

Refervmte Mo,

Appled Test Rabbit Skin Irritation Tes

Test Start Date | June 11, 2020

Text End Date Junre: 14, 2020

Approved By
Prof. Dr. Tijen UTKAN

=

Address: Kocaeli [niversity, Umuttepe Yerleghesi, 41001

- e ————

1
“This report congisty of & [sight) pagrs and onc capry i presarvod o e Experimentsl Medical Kowetorch asd Application Lini
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A) TEST MATERIAL

Name / Lot Number Surgical Mask / Lot Number: SDENG00310
Shipenest Type Cargo D
Dube of Receipt {difmmiyr) 2R05/2020 B
Productien Date (y1) - N incticatad on tie package or product
Explration Date Nol mdicated on the package or product
Qoantity (Nomber) 15 |
Froduet Description Blue, 3 lnyers, with elastic string, ooa-stezilized
fileering mask. Al parts were tested.
Dentripiion at time of Receipt Returned to the Owner [ |
Witness Sample B0 Archicved
Not receved L]

e~ S8 e O M

L EoRt Mok et b
—
l'g"\%‘
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o ] :
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Figare 1: Image of the product

2
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B} Sabjects
Speeiea: Rabbit

-Stralm: New Zealand Rabbii

-Samphe Size: 3

~Age: 4 Mooths

-Sex! Fenale

-Howstuy: Conventiomal

-Room Temperstwte: 20-24 *C

-Reem Humidity: ed)-60

~-Room Dari/Light Cycte: 12 bovrs bight{2 hows dack
-Water Commmmaed (Daily): 100-600 ml
-Feed Consnmed (Daily): 100-300 g

=Feed: MBD eabiit feed

-Weight at the beginning of fextimy: Table 1

Table I; Baseline Weights

Subject ID Welght () '1
1 2825
F 2920
3 2833
C} IRRITATION TEST

Thw irritation test reparted here was applied sccording to the “IS0) 10993 .10:2014 Biclogical Evaluation
of Medical Devices- Part 10: Tents for bitation and Skin Sesnsitization, IS0 10993-2:2006 Animat
Welfare Requirements and 1S0-10993-12:201 38ample Preparation and Reference Materials® stapdards.

.
Signatures of Researehers in Charge of the Test
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Adm: The rabbi skin UTitation 1ot method 1 used 10 285¢35 the imitam potentinl of the test muerial. The |
irritation best was conducted with healthy young Mew Zealand rabhits with a minimum weight of 2 kp. In |
sccordince with the standards indicesesd in [SO 10993-10, the effects of w four bour-long application on the |
skin in teems of erythema and swelling was evalused, The irritation test applications and procedures are

illustraed in Figures 2 and 3.

Figure 2: Trrilating Test Plao

1 - 1- Cranial

3 2- Tost Area-l
ety 3~ Negntive Control Site
B I | =¥ 4~ Shaved Dorsal Region (rabbit bealthy controd)

3] I ﬂi, -6 $. Positive Cantrot Site

b

& Tast Ares-11

1 7= Candal

Figmre 3: Rabbit Skin Imitation Test Reglons
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T hocr (Tables 2 3nd 3,
Table 2: Skin Irritation Seoring

IE s JHiaN

| Erythemn and Eschar Formation

Mo Erythema
Very Slight Erythema (barely perceivable)
Well-defined Erythema
Muoderate Erythema
Severs Erythema (beet-redness} and eschar formation
Edems Formation
No Edema
Very Slight Edema (barely perceivable)
Well-defived Edems (Edges of area well-defined by definite miting)
Modersiz Edeme (mised spproximately | mn/0.1 em}
Severe Edema (raised more than | mmv(0. 1cm extending beyond exposure
ares)

Table 3; Evalustion categories of primary or curnulative irritation

Scope: The lest areas of the subjects were shaved (55 em x 18 cm} 24 bowrs prior 1o testfing. The materialy
including extract, negative and positive control solotioms were spplied a1 7 teat areas, | nepative control aite
med 1 positive control site {Figure 3), respectively. These areas weps then bandagsd The bandage was
temtoved 4 bours following the applivation and the shin was washed penily with warm water. The skin
reaction ofrervation and scoring was done after the 1* hour (nof ronsidersd i evalumion), 24% 482 mod

S T I T

1

A Y e~

ol b oo

£~40

TErE——

0-04 | @
05-108
Moderale

! 5-8
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[ Freparation of the test aterial:
"The w5t rnaterial was selected and extract was prepared in sceeviding wilh the [50 10993-12 standunds.
Teat Growp: Extract wes prepared for the topikal skin irritation spplication {Table 4)

Peattive Cowtrol Groap: Sodium Dodecy] Sulfate (SDS, SIGMA LAT11) that 1s kirown to beve an
irritant cffect was prepared with 445 Saline.

Negutive Control Greap: USP Refercoce Standart High Demsity Polvethline (Jot no:ROM?2ST) that is

kencrwty pot 40 hawe Bn irdtand effeet was used.

Table 4: Extract Preparatinn

Application: 0.5 ml tesi material was applied on ench anca, whick was then covered with a filter peper
and bandaped for 4 hours. After this 4 hour-long period, the bandage was removed, the skin wes genily
washed with wann weter and was observed umil e end of the evaluation period. In addition, sy
poasible effects on the skin was stndied ontshde the application sites. Detmiled observations were mads

| with neiced ey wid mivrosungical microscope (Laica [C90 E). The edetna sjre was measured with &

digntal caliber.

&
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D) RESULTS

Table 5: Evaluation of the akin after the test appiicarion

Obsearvation (hour)
Animal | Groups Area" Ervthema Edoma
i 1.hr [24 hw (48 hr [72 he [1.hr [24 br [48. 0o [T2 10
Teut Sample 2 o |06 ] o o 0 O o
: & |0 (¢ 0 6 |0 0 o
Postive Contrd | 6 |0 | 1 i 1 o |0 6 2
Nogative 3
e o |0 0 D o |o o o
TedSample |2 (0 |0 0 g 6 |0 b i
2 & 0 |d 0 & 6 |0 0 9
Posihvs Control |5 |0 | # 3 2 ¢ |0 ] 2
Negalfos 3
— o |0 0 a ¢ |o 0 0
TestSample |2 (& |0 o ¢ |0 D 0
3 g |0 |0 0 0 & |b 0 ]
| Posttve Control | 5 & 1 2 2 ¢ |0 i 2
Nepsiive 3
g 9 o o 0 0 |a .n 0

Table §: Avarags Iritetion Tast Results

Sampies Irritation Results

Test Sample 0 B

Fositive Comm 0.64

Magative Comtrol 0 = =3

7
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surgical Mask Lot Na: 5020200310

' 0,94

Test postive Control  Negative Control

Figare 4: Averagt of test reaulty
E) CONCLUSION & EVALUATIONS
The skin reactions to ihe two applications of 1he extract of the test material as welt 25 coe pegative contml
and one pasitive control application ea the back of three Mew Zealand sabbit were evahuated at three
differant time poiots (24., 48., and 72. bours). The results gathered are presented in Figure 4, Tables 5 and
5. According to lhe average st irritation remlts, the results for the test sample i3 0.00, for the negative
sontrol it is 0.00, and for the pasitive coatrol it is (.94 (Figure 4; Table 5 and 6). Observations were made
alsc one hour after the four-bow bong topical application but they were not included im the results. The
sorrres gaihered for the negative control group were svalusted as ncglitle whertas the scores gathered for
the positive control groap were evaluated as mild imitant.
In comclusion, tased on the resulls af the irrittion tests conducted according o the 180 10953-10, the 1en1
material owned by MY TICARET VE MEDIKAL A S, Swgical Mask, Lot No: SD20200510 wa
categorized in the negligible grouwp with no erythema or edema (Table 3% Mo imitamt effect of the teat
sample was detactzd. The sample has passed the itritation 1est,
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i METHOD OF ARFLICATION

Exirattipn was performed aorording (o TG ER IS0 10593-17 standadd, The camples were placed i 3 watmebath atarate of 50 mpm BLATC
Far 24 howrs Im 2 10% serum-containang calloyMung madiom ol the dre specHied in i stadard, The Ssumtean s tran terminated and
| the extrect obbalned wis osed wiibin 24 hours.

LANA TSIS MTHO D
Ll s Bt o

Coll: worg gupactnd 1o bacpmg conflugrt by sowing & well plaves.

Subpaquently, the 37°C 5% COJ sample was qupered o nggathe, positiee contrab and dimphe ecteacts for 24 Rours. After Incubabiae, eell
wire icroscnpia by pciminded ande valustsd secording be T EM IS 108935 srandard.

Elumerd it bee v mtsoen:

In the study, it was apphed acoonding to the “T5 EMISD 105035 f KTT Cytotaalcity Experiment* sandard The $6-well pbrg was tounted 2s
A0 { wiell amd Ehe cLited cells wene Incubated for 24 hours W prewide 00 comflueney. Sulseqeenmly, the cells were expesad e 111 -
dibitiom of the sample gxdract Tar d hawr,

Bt thyg gngd of the process, 1 mg ! Mk 7T was added ta the wells and the piates woare Ircubeted for 3 aore ot 3% £ S8 OO0, Thie Bi2er
was barminared by the sddtion of Bopropyd akookod o the wells and thab viablity wiluas wikre exlcubited by measuring the colorchangs in
the plales (570-5530 m| spectrophotormerer.

4, TEST RESULTS

Crualbartve Evahunlben:

The quahtative @waladon was made Jccordng ) Tabls 1 (TS EM 150 10903-5 stardard.

L m——

"H‘L“ Test Material Reaction Situations of Cuftures
B T Glpeatae noalpminaAgranus, celldisrJptionn,
1 Riegative Contral Q nocdecrmase I Gl Heration
2 Pasitive Lonitro] 4 Kearkyalicelllayers have been destroyed
3 Sample B DicreteintRoplasragianuey, no cal
dastruction, ne decreaye ool prolifeatkon

— T 8k 1 dg e B i s Tasdul. 44 41 WHE
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Heport Bumber RS fipx of Fepot
Ouantitathve Evshastion:
4T EN |50 10993-5 / ¥TT Cytokaesciyy Teal)
Tably & &TT Tear résults
[ OILUTION RATIOS ]
TEST NUMBER 100% 7% | S0k | 25
LAGATN 0,963 1111 1245 | 1,345
| 2. AGAIN 0,314 1,130 | 1,216 | 1,337
3. AGAIN 0,946 1114 | 1,224 | 1,359
AVERAGE D941 1,11 | 1,721 | 1,237
FOSITIVE CONTROL 100% T5% SO% | 25%
1. AGATH {104 0,206 | 0,321 | D426
2. AGAIN 106 0,208 | 0,314 | 0841
3. AGAIN 0,106 0201 | 0,325 | 0,405
AVERAGE 0,106 0205 | 0,220 | 0424
hegpative Conmtrol|%100) J L;.;:in | aAgEn | 3Again
%100 Ekstrakt C1we | i 1112 |
 AVERAGE y 1,11
Az | 2 M | as AB AT
e 0,858 0,590 | 4,999 | 099 | 1010 | 1002
HZ H3 H4 | H5 | He HY
0,931 0,992 | €0.994 | 04999 | 108D | 1009
AVERAGE 1,003
Viab.%=100 ¥ Q0450004500
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=7 Y e S T N

OD4504 : % 100 optical density of the sarmple axtract

QP4&0E ; Averags value of optlcal dansity of blank
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Test SampleVipbox: X 3
PozitlvelomtmiViab.% 4 11
Hegativa ControlViab.b : R111

FEVIEWS :
£.The tast was carried aut in aoeardanes with the standand "TS EN 150 10393-5 Biologicalevaluation of

| medicaldevices-Part 5: estrmcerporealoytobaxicitytesta”,

z.The etfect af the extracts on the cells for qualitatlve evahiation was examined micrpsoopically

andevaluated ythegqualitativemarphalogicalgrading of thecytotodcity of theextractsgiven in tha standard "Table
1. Accordingly, the negattve comtral showed ne toxke effect on the celks (Q), and the pasitive combiel shawed

towicity as high as expected (4] Since thecytotoxkeaffect of thesampleastract swas not todcwhenexamined, [t
wasevaluated a5 {0} Accordingiothestandard used, as Indlcated in 1able 1, the presence of a larger ratmg valua of
(2} 5 considered & oytotorceffect.

2.The "TS EN 150 100935 [ XTT Cytotowiclty Expatiment” wasused as the quantitative evaluation mathod and the
abrained results [Table 2} were evaluated Slatistically. Resukts from the negative and positive conlrals used

and test validity oiteria are mel.

In this experiment, the effects of 31 dilutions of sampe extract on cells were examined; The compl=te dilucon of |
extractiromthesample (17 1) andviz bility was %,

According to the standard wsed, this value 1s lessthan 70%, indicatingthatthere is nocytotoxlceffect on
thesamplkeextracts since there is a cytotoxicity mdlcans

mas bhmanle nafas an A Y - A a2 amanam
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Dagres Raactlon Sitvations of Cultures |
’ | Discrateimtraaplasme granules, no coll dastiuctian, r decreese in cell |
o tor pre|ferstion
|
' Thera are moea than 20% af cells Thal are not rednd, paodly aoharant,
1 | Very litie andd contain few or no inlracelular granules, ar morpholagicallyattered, |
rarely destroved cels, only Slight growth nhdbiton can ba obsered
a | Light Round cell number {5 kess 1han 50%, nodinirapksiongranules,
. abservatia call mhibition |5 not more than 60°%G
2 i  Middie | The rumber of cells iounded of gestroyed ie nol mere fhan 70%, the
cedl loyvers are npt complatety degreded, the observable oall inhibiton
I8 e haa 5%
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EUROLAB ® (T{IRCERT TEKNIK KONTROL YE BEEGELENDIRME A.S.]

# is prohibled to change any and all wersions af this docurnent In any manner whatsoever. In case of 2 conflict
betwean the electronic veesion [e.2. FOF fila) and tha orlginal paper varsion provided by ELIROLAD®, tha latter
will prevail.

TURCERT Taknlk Kontrol we Belgelendirme A5. disclalm llabikty for any direct, indirect, consequentisl or

Incidental damages that may result from the use of the information ar data, o from the inability to use the
informatian or data contained in this document.

T contents of this report may only he transmitted o third parties in its antirety and provided with the
copyright notice,prohibitian to change, electronic versions' valldity notice and disclaimer.

Environment

Tha requiremants and sandards apply bo equipment inbevdad for use in

At [domestic) Environnnsng
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Inalusirfal environment
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Requirements and test methods

This European Stendard specifies construction, desipn, perormance requlrements and test methods for medical face
macke intandad to limlt the transmission of infective agerts from staff o patients durite surglcal procedures and orher
medical settings with similar requirements. A medical Faea mack with an approprigte microbial barmier can alsa be sffective
In redueing the emission of Infecthve agents from the nose and mauth of an asymptomatic carder or a patient with chinlcal
symploms.

Ganeral
All tests shall be carried put on finished products or samples ot frorn finlshed products, IF applicable in their stedile state,

Method far In-vitro datermination of bacterial filtration ethciency (BFE)

Principle

A specitan of the mask materal b clamped between a siv-stage cascade impactor and an 2aresel chamber_An aerosol of
Staphylocooms aureus |8 intreduced Into the 3erasol chamber and draven through the mask maverlal and the impactor
under vacuum. The bactera! filtration effldiency of the mack 15 given by the number of cobory ferming units passing
through the medical Face mask material axpressed a5 a parcantage of tha number of colony forming units present n the
challenge aetosol,

Rzagents and materials

General
Describe commercially available salutlons of tryptic sov agar and tryptic +0 broth, Dther vasiants may be suitabla.

T ] r
Formulafliter:
Enrymiatic dipest of casein 15¢
Enzymatic digest of soybean meat °E
Sodium chioride SR
Agar 1ig
Final pH 7.310.2at25°C
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T L broth

Formulafliter:

Enrymatic digest of casein 17¢g

Ermzymnatic digest of soybaan meal 3g

sodiut chlorde 5K

Dextroze 258

Finaf pH T3+02at25°C
Peptons Water

Formulafliter:

Peptone lg

Sadium chikoride 3R

Flhal pH FPit0zat s C

Prepa of bacierial |

Haphylotuoous aurews shall be inoculated fnto 30 ml iyptic soy broth in an EFlerimeyer flask and incubatad with mikd
shaking at 3 temperature of (37 & 2) “C for {24 £ 2) h, The cultura shall then be diluted o peptone water to give a
concgntration of approximately § » 105 cfufm),

The bactenlal challenge shall be malntained at (2 200 £ 5000 tfu ger test. The hacterlal thallenge shall be determined on
The batls of experlence and previous positve contred plates (see B.6.3) and the dilutian of the chaMenge suspension
adjusted accordingly. The mean partlcle size in the backerkal chalkenge shall be malntakned ak (3,0 £ 0.3) pm {ses B.6.9).

Procedurs
Assernble the apparatus in zecordance with the flow chart shown in Figure B.1.
Deliver the bactarial challenge to the nebulizer using the peristaltic or syringe pump.

Perfort & positive control rum withowt 3 test specimen. Inftiste the bacterlal chatlerge by turming on the vacuum pamp
and adjust the flow rate through the cascade Impactar to 28,3 |/min. Deliver the bacteral chalierge for 1 min_ Mainteln
the xirflow through the Impactar for 2 min, Then remgve the plates from the impactor. Ensure thateach plale is numbsered
ber indicate its positiah in the impactor.

Flace fresh pdates in the knpactar, fix a test spacimen ih phace and repeat tha above procedure.
Repeat thit procedure for each test spestimen,
After the st tast specimen has been ested, perform a further pasitiva contrl ron,

Perform 2 negative contral run by passing alr, withaut additian of the bacierial challenge, through the cascade Impator
for 2 min,

incubate all the plates at {37 £ 2) °C for [48 = 4] h.

Figm. 171
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For each specimen and contrgl run, count the number of celonles on eech plate and add up the counts 1o gies the total
number of cfu collacbed by the impactor using tha “positive hole® conversion tablel} in actordance with the instructions
of the ¢atcade impactor manufacturar. For the two positive contral runs, take the mean of the two tatals. From the
positlve control plates calculate the meen particle size af the bactenal challehge aercsal uslng the “positlve hole™
conwersion table in accordance with the Instructions of the crscade impactor manufacturer

Calculation of bactaris! i ation aficlancy

For epch test spaciman <alculate the bacterial filtration efficiency B, as a percentage, using the fallewing formaula:
B=(C-Ti/Cx 100

Where;

1z the mean of the total plake counts for the two positive control runs;

T is the total plete count for the fest specimen,

Mathod for detarmipsrtion o Breathabiity [diffarsndtisl prassora)
Princlple

A devlge which measures the differential pressure reguired [o draw air throngh a measured surface area at a constant air
floww rake | sad G0 measuna tha air exchange pressore of the medical face mask material, a3 shown @ FIgune 1. Watsr-
filled manpmeters (M1 and M2} are used to measure the differential pressurs. A flow meter |5 used for measuement of
the aleflow, An electric vacuum pump draws air through the apparatus and 3 needle valve is used to adjust the airfiow
rate.

Kay

1 grmis % rrcauam etar b
2 B maber B vahea

2 rmiscariabes by T w3CUUMm pumg
& Hier mebarspl

Figure 1 — Apparsus for Aol uing alr rasl e
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Procedun

The test specimen is placed across the 2,5 ocm diameter oflfice (total area 4,2 omd) and clamped into place 55 as W0
rmHrdmkse 3ir leaks and Lhat the tested area af the spaciren will bea in lie and saomss the Bow of air.

The pimp is started and the flow of air adjustad to 2 ['min,

The rmancmetars M1 and M2 are read and recorded.

The procedure described in steps 1 through 3 [s carrled out on 5 lor approgrlate number of) diiferent areas of the mask
and the readlngs averaged.

Caleulation of differential prassure

For esch test specimen calcwlate the differential pressure AP g5 folkows:
AP = {Xml— Xm2]/4,0

Whers;

Xl ks pressdre InPa, manometer M1, mean of 5 test areas, low pressure slde of the material:
xmi iz pressure InPa, manometer M2, mean of 5 test areas, high pressure slde of tha materlal:
4.9 5 the cm2 area of the tast matenal;

AP is the differentizl prescure per cm2 of test matarkal expreszed in P,

Splagh rasistancs

When tested In acoordance with (50 22609 the rasistance of the medical Face mask o penetration of splashes of Iquld
shall canlorm be the minimum veiue given for Type IR InTahle 1.

Mitrobial deanliness [Blobuwrden)

When tested acoording to €M (50 11737-1 the bloburden of the medical mnash shall be 5 30 cfufg tested {see Table 1).
Tu determine the mask's boburden according to £ 150 11737-1, follow the procadure belme:

The numnber of masks that shall e tested is minimam S (free), but can be greater il necessary o allow for an AGL of 4 5.

Weigh each mask pricr testing. The Full mask ks aseptlcally removed from the packaging and placed In 3 sterile S00 ml
bottle comtalning 300 mil of extrection liguid {1 g/ Peptone, 5 g/ Na(l & 2 gf| polysorbabe surfactant 20 {e.g. Twesn 20,
Mdkest TW 20]).

The bottle is Bid down on an oriital shaker and shaken for 5 min at 250 rpm. Adber this extraction step, 100 ml of the
extraction quld |5 filcered through a Q.45 u fliter and [aid dawn on a T3A plabe for the wetal viable aeroblc microbial count.
Anadher 100 ml aliquot of the same extraction liquid is filtered In Eha same way atd the Rier plated on Sabouraud
Dexerase agar (30A) with chloramphenlosl for Fungi enumeration. The plates are inpubated for 3 days at 30 °C and 7 days
at {20 — 25) *C for T5A and 504 plates respectivaly,

The total hiokurden is axpressed by additken Of the TSA and S04 counts,
Ir1 thea report, mdicate the total binhwden per mask and based on the mask weigh, the total binburden per grarn vestad,

".- L .
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Laboratory Seivices

TEST / INSPECTION REPORY

EUROLAB LABDRATORY SERVICES
TORCERT TERNIE HONTRGL VE BALGELEMninME A5

TEST REQUIREMENTS
Test TypeF Typell Type iR
Bacterial fitrathon - N

_ efficiency (BFEL %) | 295 >98 =94

| Differential pressure
{Pajem3) < 0N <40 ) = i}

whiash ’ﬂ‘?:;“';* Fifgssure Not required Nat required >16,0
8

Microkial cleanhnass

= 3} = 30 <30
{ehufg)

P, 2 3 g

e

Meskaz Mh, Gancaeman Cd, Ko 71/ 4 GUNGOREN JISTANBLL
Tal: 0212 7o 2010 Feee G2 2 0l X1 10
Wak:: woawr lalewahvar com  E-maik infio il lebeesstunsr, com

T Type | medical face masks shoul only ke used for patlents and other persons to reduce the risk of spread
of infectlons particularly in spidemic or pandemic situations. Type | masks are not intended Far use by
healtheare professionals in an operating room orin other medical sattings with similar requiraments.

Page?/9




(é EUROLAB’

Leboratory Sarvicea

TEST f INSPECTION REPORT

EUROLAE LABORATORY SERVICES
TMSET TEENDL ARSTROL VE IRLAILEND SV A%

TEST RESULTS
EN 14683 Inspactian
SAMPLE ; SURGICAL MASK
I
Test Type Result Evahuation
9% 86
T9.01 |
Bacterlal filkration efflzlency 1 2 3 '
ag.02 0g.o7 PASS
{BFE}, (%} 295 Z98 298 |
93,03
90,04 |
Differertial pressure ‘
e <40 | <0 | <0 n PASS |
Splash resistance pressure A NJA 2160 | 18 Type IR
(kPa} | _
Mltrobial deanliness {cfig/g) 20 21 PASS
Frae Area

multyﬁw A

)

Markez Mh, Gancosman G, Mo 111 A GONEGOREN | 13TAMBUL
Tal 0217 702 2010 Few D2FT BO8 21 10
Wal: wway lsboramearcom  E-mait nfoiflaboratmer.com
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, EUROMB@ TEST J INSPECTION REPORY

Lahorabory Servicas EURDLAB LABORATORY SERVICES
TURCEAT TEXHIK XONTROL vE RELGE minmE & 5.

MAZX IMAGES UNDER TEST

*..Erﬂ ufmi##

\\ Page 919

]'| Merkez Mh, Gengosman S0, Mo 14 A GONGSREN ¢ [STANBLUL
Ted 0F12 T2 20 10  Fao G212 Bd 21 10
Wab: wens Ieboratnvar.com  E-mail; sfodblaboratuvarncom
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TORK AR
;
P EKOTEKS LABORATLVAR ve GOZETIM &
F HIZMETLERI A5
g Ewvenyum Firwckoy Bulvan Wo: 2% 5d 555 fecilar
-y laanbul’ TIIRKIYR
-
B i TEST REFORT AR-IRLT
TP N DENEY R4 PIIRET ——
0 35 L6
I
EKOTEKS ¢
06-20
Cusiomer Nasme: MY TICARET VE MEDIKAL A S
Addrece: Omoesli Bahallesi General St Kormln Caddesi Mo:33 ARMAVUTEY
ISTANHBLIL
Buyer wame! -
Cprtact Persod; ZMELEK ©0Z BOLAT
Drder No: -
Articte No! -
Mo and Idamiihy of Besr e Ome 3ample of white clesiic card.
The &'z of revelpd of dend Mase 1006, 2020
Ke-swbpinedire-conffrmagion -
Jdale!
Dare of tesi: 10_0&. 2020 L 7005 K24
sk -
Sampling: The results given in this report beloog to lhe recoived samphe by vetdor.
Eadllga: -
Cete Label; Mot gpecified.

MNureber af pames of the reporl;. 3

The Twrklih Acersdfation Apeacy [TLRNAK} i sipnatary 0 fie mubdlateral opresmeniz of the Eurapean
co-opdratoh Jor the Acoreditatban (EA) and of the Tnivrratienat Laboratery Acerediiapian {TLAC) for the
Mutvo! recomaition of tasf reporiy,

EEOTERS LANOKATE VAR v GOZETIM FIEMETLERS A5 acoredited by TORKAK wader repinfrarion
Nusseiborr fABG525.T] for F960 17025201 T a4 terd fabaraiory.

TAez fed andor minsimradenl reralis, the awcertaintivs (If applicabis] with coaftdence prebaolilldy mmd fes
metrody are giverr o the folfaiing peres wiiich ore paii of tix repart

el LDhaite Custemer Aepresentative Heod of Texing Ladiuraiory
| 045 2 Gzlem ULUS Bevim A, BATAK

This repart shall oot be reproduced other than in full sxcept with the penmisrion of the lnborwtony,
Testimg reparis wethoan slgtiture and ¢af aré ol Lalld

Fape 143




EKOTEKS LABDRATUVAR ve GOZETIM

HIZMETLERI A.5.
ARDFRI-T
20010616
ing
06-20
REQUIRED TESTS | RESULT | COMMENTS
FHYSH AL PROPERTIES TESTS
Dretermitiation «f i aleial _L - |

Har beglirhsnend wes given,

FEMARE Crigmal oyl ¢ epd B 3 eacbtht and alf schalcsd poomds goe apt fie 5 youes omder coherwace specified K requesind,
mxstursmen worainty will be coporied. Dl uniess viherses specified, mradurternl Wi B | eodifded while g ommpluan e
with mpecifizalion o Enil values The reporked oscercty is bared ooos slndard uncedidof mulGplisd By & cavesge Defof K=2. proveiing @
kevel of confidence of approoumaety 55 % Teawys movked =) mosbis repoct ore not included in b accredsisbion scheduln.

This report shall pot be repraduced other then i full excapt wAath the permission of e labomery,
Tr::!r'.ng el ui!kﬂ.mf.f.ig:mfm‘e and rpal are miod valied
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EKOTEKS LABORATUVAR ve GOZETIM

HiZMETLERI A5,
ABR-Q5E3-T
M R
ing
06-20
TEST RESULTS
DETERMINATION OF MATERIAL: CKOTERS 40
TI-1A. Spectrnphoiomewt Tesd blachine,
RESULT REOUIREMENT

Polyutaihati =
Mole: The test cesult wes identified as Pobyurcthane wiing by FT-LR spestrometer mecbod which is basdd on i irtinpare

with the refereoce material, The sichilaty of the st smple 1o refercnce s %473 wes upd

Moz Lelex does oot conlams,
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MY Hadinol
INSTRUCTIONS FOR USE

MUMI 3&FLY SURGICAL MASK

(FACLAL MASK FOR MEDICAL TISE}

Intended Use;

3-ply surgical masks (facial mask for medical use) is imrerded to be worm by medical
perzonne] dudng sutpeal o other rnedical procedures to proteet both the pabicot and the
operating personnel and any other persom that want and need (o be protected, from ransfor
of microerganisms, body fluid, panticulate iatedal transfer and any olher microbes.

fReduces expuwinte o hloosd and body Amds, Mimmizes contaminaion to exhaled
microorganisms. This product is inbended for use in infection control practices.

Technical Specifications:
Mon-itrilating, Fluid Resistant, Theee Ply construstion,

3 plests of Folds to allow the user to expand the mask so it covers the ares from the nose to the
chin. Magk 15 secured with ao car loop to be placed behund the ears.

The surgical mask’s (facial mask for medical nse) 3-ply lavers ag foollows:

v The outer layér repels waler, Bloaod, and ather body fluids,
» The middke laver tilters centain pathogens.
« Thejaner lgver absorbs moisture and sweat from exhaled air,

Donning The Mask:

~  Befors putting on the tnagk, wash your hands foor st least 20 scconds with soap and
water, or rub your haods together thoroughly with alcohol-based hand samtizer.

= Check for defects in the face mask, such as tears or broken loops.
- Pusition the colored side of the mask oatward.

= Il pregent, make sure the metallic smp 15 ar the top of the mask and positioned agamst
thve bndge of your nose,

- Ear loops: Hold the mask by both eat loops and plage one Toop over cach car,

- Mold the bendable metallic upper strip 1o the shape of your nose by pinching andd
pressing dowm om il wath your fingers.

= Pull the bottom of the Taask over your mouth and chin



(&

ATHed®al | Be sure the mask fits snugly.

Dot toeh the mask ooce 10 position.

- If the mask gets soiled or damp, replece it with 2 new one,

i De pot;

= touch the mask once it's accured oo your face, as it might bave pathogens on it
= dangle the mask om one ear

= hang the mask around your neck

= reuse single-use masks,

If yow have to touch the face mask while you're wearing L, wash your hands lirst. Be sure to
alser wash your hands afterward, or vae hand zanitizer,

Doffing The Mask:

- Before you take off the mask, wash your hands well or use hand sanitizer.

= Avoid touching the imagk iteelf, as i could be contaminated, Hold it by the loops, nes,
or hands only.

- Carefully remove the mask from your face once you: unhook both car loops.
- Holding the mask loops diseard the mask by placing 11 i1 & coversd frash ban.

- After removing the mask, wash your hands thoroughly or use hand sanitizer,

STORACGE

Capable of being stored tontinuously in ambicnt tomperature of 10 10 35 deg © and relative
humidity of 15 o 55%. Capable of operating continuously in ambient temperatuce of 10 1o 35
deg C and relative humidity of 15 v 55%.

It ia recommended that 3-ply surgical masks (facial mask for medical use} should be stored in
their ariginal cottainers and should be: stored wway from direct sunlight, heat sources and
liqueds, including chemicals. The area should be clean and should protect the masks from
eopbamITEAton. MNover store 1f i a purse or pocket,






