
Surgical kid's mask can be used for hygenic 
applications. Suitable for useby kids.
Made of non- woven fabric. 
Air permeable structure allows easy breathing. 
Produced with food contact paints. 
Does not contain allergic materials. 
3-ply structure. Non irritating.

PURPOSE OF USE

3-ply Surgical Kid's Mask With Earloop
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Annex - Device Listings 
 

 
 

 
 

Listing Number Code Device Name - Proprietary Names 

D409537

 

QKR Face mask (except N95 respirator) for general public/healthcare 

personnel per IIE guidance -  Mumu Surgical Mask  







TECHNICAL FILE 
Mumu 3-Ply Surgical Masks 

(Facial Mask for Medical Use) 

0. DEFINITION :

Mumu 3-ply surgical mask (facial mask for medical use), can be fit according to each face

measures and shapes, flexible and can be used without disturbing the soft structure. Air

permeable and lets breathing easily. Non-irritating. Provides protection against bacteria.

1. QUALITY SYSTEM OF MY TICARET VE MEDIKAL :

MY TICARET VE MEDIKAL has been manufacturing its products with the quality

systems as given below;

- EN ISO 13485:2016 Quality Assurance System-Medical Devices

- EN ISO 9001:2015+AC Quality Assurance System

2. PRODUCT IDENTIFICATION AND RECOMMENDED USE :

The product is made by non wowen fabric. The product’s composition is polypropylene and
does not includes latex. The product is breathable and has no special personal on environmental 
hazards. The product is made automatically in hygienic conditions. The product prevents the 
potential reactions between all kind of liquids and particles, microorganisms. 

Height of earloop 
Length of Nose-piece 
Length of earloop 
Pleat depth 
Length 
Width 

Dimension 

Body Size 
Length 175 mm 

Width 95 mm 

Height of Earloop 70 mm 

Lenght of Earloop 160 mm 

Pleat Depth 10 mm 

Length of Nose-piece 90 mm 

MM.NS.LM.01Ref No: 

Ref No: MM.NS.LM.29



TECHNICAL FILE 
Mumu 3-Ply Surgical Masks 

(Facial Mask for Medical Use) 

 Dimension 
 (Infant) 

Body Size 
 Length 145 mm 

Width  95 mm 

Height of Earloop 70 mm 

Lenght of Earloop 160 mm 

Pleat Depth 10 mm 

Length of Nose-piece 60 mm 

3. SUBSTANCE/MIXTURE OF RAW MATERIAL :  

Characteristic  Specification 

 Materials 

 Mask Body 

Outer Material Spunbond 25 -30 gr 

Filter Layer 
 Meltblown 25 gr 

Inner Material 
Spunbond 20-25 gr 

3.1.Material Safety Data Sheet (MSDS) 

3.1.1. Composition: 
Idendification of the type of nonwoven product. 
Thermobonded Nonwoven by calendering process 
Polypropylene CAS No: 25085-53-4 spunbond–meltblown modification 
Web surface treatment - Concentration above 1°/0 ............................................... *No. 
Binder ..................................................................................................................... *No 
Additives .................................................................................................................. Yes. 
May contain color pigments if the product is in color. White color may contain Ti02. 
Other major components ......................................................................................... *No 
Chemicals (in relevant concentration) that are in list of dangerous substances ...... *.No 

3.1.2. Hazards identification 
Under normal conditions of use and handling, this product is not expected to create any health or 
safety hazards. 
Accidental thermal decomposition or melting state can present hazards. 

3.1.3. First-aid measures 
Undernormal condition ; 
Inhalation .....................................................................  No specific measure to be taken 
Skin contact .................................................................. No specific measure to be taken 
Eyes contact .................................................................  No specific measure to be taken 
Ingestion .................................................................... No specific measure to be taken 

3.1.4. Fire fighting measures 
1. Suitable extinguishing media;

Water spray, dry chemical or CO2 extinguisher. No special procedures are expected to be
necessary for this product. Normal fire fighting procedures should be followed to avoid inhalation 
of smoke and gases 

2. Extinguishingmedia not to be used ..................................  None 



TECHNICAL FILE 
Mumu 3-Ply Surgical Masks 

(Facial Mask for Medical Use) 
3. Special exposure hazards ...................................................  For flammable and toxic fumes as 

well as skin contact with molten materials see Ş 10 
4. Special protective clothing for fire-fighter .......................  None. It is recommended that fire- 

fighters should wear full protective clothing including self contained breathing apparatus. 

3.1.5. Accidental release measures 
Personal Precautions:Avoid dust formation. Forms slippery surface. 

3.1.6. Handling and storage 
Keep in a dry and closed area with the original packing. The packages have to be handled so that 
they can not break and to be arranged as to prevent them from falling. The goods shall be handled 
with good industrial hygiene and safety practice. 

3.1.7. Exposure controls / personal protection 
No specific measures. Handle in accordance with good industrial hygiene and safety practice. Use 
of safety glasses and face mask is recommended if dust is formed during application. 

3.1.8. Physical and chemical properties 
Aspect ..................................................................................... Solid, in rolls or sheets 
Appearance (the colour of the product as supplied) .............   Normally white if not a specific color 
is mentioned. 
Odour .................................................................................... Practically odorless 
Ph .......................................................................................... Not applicable 
Boiling point/boiling range ................................................... Not applicable 
Melting point/melting range.................................................. (Polypropylene 165°C (330°F) ) 
Decomposition temperature .................................................. > 260°C (500°F) 
Flash point ............................................................................. Not applicable 
Flammability ......................................................................... Not easily flammable 
Explosive properties.............................................................. Not applicable 
Oxidizing properties .............................................................. Not applicable 
Vapourpressure ...................................................................... Not applicable 
Static electricity ..................................................................... The product can develop and/or 
accumulate static electricity, (i.e. by rubbingor friction) 
Solubility ................................................................................ Mater insoluble - fat insoluble 
Partition coefficient………………………………………….Not applicable 

3.1.9. Stability and reactivity 
The product is stable at room temperatures and does not decompose or self react when handled 
and stored under prescribed conditions. Toxic fumes can be generated under thermal 
decomposition. 

3.1.10. Toxicological information 
No toxic reaction known under normal conditions. Particularly, no case of coetaneous 
sensitisation or of mutagenic / carcinogenic activity is known. Underdecomposition conditions, 
toxic fumes and contaminated water. 

3.1.11. Ecological information 
For transportation, storage and normal use no toxicological effect known. The fabric will not 



TECHNICAL FILE 
Mumu 3-Ply Surgical Masks 

(Facial Mask for Medical Use) 
degrade biologically in short term. 

3.1.12. Disposal considerations 
As non hazardous solid waste, depending on local registration, nonwovens can be disposed of 
through recycling, landfill. 

3.1.13. Transport information 
Not classified as dangerous for transport. 

3.1.14. Regulatory information 
Not classified as dangerous in compliance with Turkey and European regulation regarding 
classifying, packaging and labeling of hazardous substances and products. 

3.2.Technical Data Sheet and Certficate 
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(Facial Mask for Medical Use) 



TECHNICAL FILE 
Mumu 3-Ply Surgical Masks 

(Facial Mask for Medical Use) 

4. PERFORMANCE REQUIREMENTS OF FINISHED PRODUCTS

We declare our products comply with EN 14683:2019+AC:2019 as TYPE IIR and that all test results
are the same for all the products (infant and adult). Because all of the products are made from the
same raw materials.

Parameters Units Method Results Test Results 

BFE (Filtration) % 
Internal method 
based on EN 
14683:2019+AC:2019 

≥98 
% 98,97 

(Eurolab-2020170631) 

Differencial 
pressure 
(Breathability) 

Pa/cm2 
Internal method 
based on EN 
14683:2019+AC: 2019 

<40 
21 

(Eurolab-2020170631) 

Microbial 
cleanliness / 
bioburden 

UFC/g ISO 11737-1:2018 ≤30 
21 

(Eurolab-2020170631) 
Splash resistance 
pressure 

kPa  ISO 22609  ≥16 18 

 (Eurolab-2020170631) 

 Biocompatibility ISO 10993-1 

Suitable for 
skin 
Cytotoxicity, 
Irritation, 
Sensitization 

Cytotoxicity: It is not 
cytotoxicity.  
(Oxigen-2020-C-1099) 
Irritation:The sample has 
passed the irritation test. 
(Kocaeli University-2020-32) 
Sensitization:The sample has 
passed the 
sensitization test. 
(Kocaeli University-2020-33) 

5. INSTRUCTIONS FOR USE

5.1.Intended Use: 

Surgical mask (facial mask for medical use) is intended to be worn by medical personnel 
during surgical or other medical procedures to protect both the patient and the operating 
personnel and any other person that want and need to be protected, from transfer of 
microorganisms, body fluid, particulate material transfer and any other microbes. 

Reduces exposure to blood and body fluids. Minimizes contamination to exhaled 
microorganisms. This product is intended for use in infection control practices. 

5.2. Technical Specifications: 
Non-irritating, Fluid Resistant, Three Ply construction.3 pleats of folds to allow the user to expand the 



TECHNICAL FILE 
Mumu 3-Ply Surgical Masks 

(Facial Mask for Medical Use) 
mask so it covers the area from the nose to the chin. Mask is secured with an ear loop to be placed behind 
the ears. 

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

  The outer layer repels water, blood, and other body fluids.

  The middle layer filters certain pathogens.

  The inner layer absorbs moisture and sweat from exhaled air.

5.3. Donning The Mask: 

- Before putting on the mask, wash your hands for at least 20 seconds with soap and water,
or rub your hands together thoroughly with alcohol-based hand sanitizer.

- Check for defects in the face mask, such as tears or broken loops.

- Position the colored side of the mask outward.

- If present, make sure the metallic strip is at the top of the mask and positioned against the
bridge of your nose.

- Ear loops: Hold the mask by both ear loops and place one loop over each ear.

- Mold the bendable metallic upper strip to the shape of your nose by pinching and pressing
down on it with your fingers.

- Pull the bottom of the mask over your mouth and chin.

- Be sure the mask fits snugly.

- Don’t touch the mask once in position.

- If the mask gets soiled or damp, replace it with a new one.

 !! Do not; 

- touch the mask once it’s secured on your face, as it might have pathogens on it
- dangle the mask from one ear
- hang the mask around your neck
- reuse single-use masks.

If you have to touch the face mask while you’re wearing it, wash your hands first. Be sure to also 
wash your hands afterward, or use hand sanitizer. 

5.4. Doffing The Mask: 
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Mumu 3-Ply Surgical Masks 

(Facial Mask for Medical Use) 

- Before you take off the mask, wash your hands well or use hand sanitizer.
- Avoid touching the mask itself, as it could be contaminated. Hold it by the loops, ties, or

bands only.
- Carefully remove the mask from your face once you: unhook both ear loops.
- Holding the mask loops discard the mask by placing it in a covered trash bin.
- After removing the mask, wash your hands thoroughly or use hand sanitizer.

6. FIRE FIGHTING MEASURES :

Suitable Fire Extinguishers and Methods: 

Water spray, foam, carbon dioxide or dry chemicals. A sudden intervention should be made to 
the fire exit without any possible danger. If the material is melted, do not apply direct water flow. 
Use fine water spray or foam. 

7. DISPOSAL CONSIDERATIONS :

Dispose of according to the Regulation on Control of Hazardous Wastes.

8. USE AREAS : 

Hospitals, medical companies, doctor offices, laboratories, food manufacturers, cleaning 
companies and work places where the hygneic areas are necessary. 

9. SHELF LIFE : 5 Years 

10. SYMBOLS : 

Production Date 
Shows the conformity to the 
European standards for the 
self-declared Class I products 

Manufacturer Keep Dry 

Expiration Date Keep out of sunlight 

Lot Number Non-Sterile 

Referance Number Do not use again 
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(Facial Mask for Medical Use) 

135 mm 

11. STORAGE : 

Capable of being stored continuously in ambient temperature of 10 to 30 deg C and relative 
humidity of 15 to 55%. Capable of operating continuously in ambient temperature of 10 to 30 
deg C and relative humidity of 15 to 55%. 

It is recommended that surgical face masks (facial mask for medical use )should be stored in 
their original containers and should be stored away from direct sunlight, heat sources and liquids, 
including chemicals. The area should be clean and should protect the masks from contamination. 
Never store it in a purse or pocket. 

12. SAFETY INFORMATION : 

 Pay attention to the warnings.

 It is not sterile.

 It is for single use only.

 Do not use if the package is damaged.

 Do not use the product after expiration date.

13. PACKAGING

Ref. No. Quantity per Box 

MM.NS.LM.01  50 pcs 

MM.NS.LM.29  50 pcs 

Quality Assurance Manager 

Vedat ÇETİN 

605 mm 

16
50

 m
m
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This report consists of8 (eight) pages and one copy is preserved at the Experimental Medical Research and Application Unit
(DETAB), Kocaeli Univenity. The content ofthe rcport may not be r€produced or us€d for commercial or advertising purposes. It
cannot be used as evidence in legal transactions outside public institutions.

I Repont Date I June 24,2020 
|

Address of Demend Owner

Applied Test Standrrd



A) TEST MATERIAL

Name / Lot Number Surgical Mask / Lot Number: SD20200310

Shipment Type Cargo

Dete of Receipt (dd/mn/yr) 28t05t2020

Production Date (yr) Not indicated on the package or product

Erpiration Date Not indicated on the package or product

Quantity (Number) 15

Product Description Blue, 3 layers, with elastic string, non-sterilized
filtering mask. All parts were tested.

Description at timc of Receipt Retumed to the Owner U
Witness Sample }] Archieved

Notreceived tr

Figure l: Image ofthe product

Institutiond Registry ko: 975

2

Signatures of Researchen in Charye of the Test

No: 2486
Signature

This report consists ofE (eight) pages and one copy is prcserved at the ExperimentEl Medical Research and Application Unit
@ETAB), Kocaeli University. The content ofthe report may not be reproduced or used for commercial or advertising purposes. It
cannot b€ used as evidence in legal transactions outside public institutions.

Institutional Registry No: 2021
Signatureqw
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B) Subjects
-Specics: Rabbit

-Strein: New Zealand Rabbit

-Semple Size: 3

-Age: 4 Months

-Ser: Female

-Housing: Conventional

-Room Temperaturc: 20-24 " C

-Room Humidity : o/o40 
- 60

-Room Dark/Light Cycle: 12 houn light/I2 hours dark

-Water Consumed (Daily): 100-600 ml

-Fced Conrumcd (Dnly): 100-300 g

-Feed: MBD rabbit feed

-Weight rt the begiuning of tcsting: Table I

Table 1: Baseline Weights

Subject ID Weieht(e)
I 2825
) 2920
3 2835

O IRRITATION TEST

The irritation test rcported here was applied according to the *ISO 10993 -10:2014 Biological Evaluation

of Medical Devices- Part 10: Tests for lrritation and Skin Sesnsitization, ISO 10993-2:2006 Animal

Welfare Requirements and ISO-1093-12:20l3Sample Preparation and Reference Materials" standards.

3

Signrturcs of Rcsearchen in Charge of the Test

Institutional Regist4rltlo: 975

flenrtureq-7( Signeture

\\

Institutional Registry No: 2021 Institutional Regis
Signature

This report consists of8 (eight) pages and one copy is pesewed at the Experimental Medical Research and Application Unit
(DETAB), Kocaeli University. The content oflhe report may not be reproduced or used for commercial or advertising purposes. It
cannot be used as evidenc€ in legal transactions outside public institutions.



Ain: The rabbit skin irritation test method is used to assess the irritant potential of the test material. The

irritation test was conducted with healthy young New Znalaad rabbits with a minimum weight of 2 kg. In

accordance with the standards indicated in ISO 10993-10, the effects ofa four hourJong application on the

skin in terms of erythema and swelling was evaluated. The irritation test applications and procedures are

illustrated in Figures 2 and 3.

Obs€rvation
and scoring
after I hour

Obser\ration
and Scoring

Observation
and StorinS

Obseavd'|or
and Sco.ing

Figure 2: Irritation Test Plan

I - Cranial

2- Test Areal

3- Negative Control Site

4- Shaved Donal Region (rabbit healthy control)

5- Positive Control Site

G Test Area-II

7- Caudal

Figure 3: Rabbit Skin Irritation Test Regions
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Institutional RegistryJ\o: 975
Signature ' n

Institutional Registry No: 2021 Institutional Rcgis
Signature Signaturc

Y11
(DETAB), Kocaeli University. The content ofthe report may not be repoduced or used for commercial or advertising purposes. lt
cannot be used as evidence in legal transactions outside public institutions.



Scope: The test areas of the subjects were shaved (15 cm x l0 cm) 24 hours prior to testing. The materials

including extract, negative and positive control solutions were applied at 2 test areas" I negative control site

and I positive control site (Figwe 3), respectively. These areas were then bandagd. The bandage was

removed 4 hours following the application and the skin was washed gently with warm water. The skin

r€action observation and scoring was done after the ld hour (not considered in evaluation), 24e, 48ft, and

72nd hour (Tables 2 and 3).

Table 2: Skin Initation Scoring

No Erythema
Very Slight Eryfiema (barely perceivable)

Well-defined Erythema

Moderate Erythema
Severe Erytherna @eet-redness) and eschar formation

Edcma Formrtion

No Edema

Very Slight Edema (barely perceivable)

Well-defined Edema (Edges of area welldefined by definite raising)

Moderate Edema (raised approximately I mm/0.1 cm)
Severe Edema (raised more than I mm/0.lcm extending beyond exposure

area)

Table 3: Evaluation categories of primary or cumulative irritation

0
I
2

J

4

0
I
2

J

4

Erythena end Eschar Formation
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Preparation of the test materid:

The test material was selected and extract was prepared in according with the ISO 10993-12 standards.

Test Group: Extract was prepared for the topikal skin irritation application (Table 4)

Positive control Group: Sodium Dodecyl Sulfate (sDS, SIGMA L3771) that is known to have an

irritant effect was prepared with %5 Saline.

Negative Control Group: USP Reference Standart High Density Potyethline (lot no:ROM367) that is

known not to have an iritant efect was used.

Table 4: Extract Prepamtion

Applicrtion: 0.5 ml test material was applied on each are4 which was then covered with a filter paper

and bandaged for 4 hours. After this 4 hourJong period, the bandage was removed, the skin was gently

washed with wann water and was observed until the end of the evaluation period. In addition, any

possible effects on the skin was studied outside the application sites. Detailed observations were made

with naked eye and microsurgical microscope (Leica IC90 E). The edema size was measured with a

digital caliber.

Sterilizcd in the
preparation phase
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D) RESULTS

Table 5: Evaluation ofthe sljn after the test application

Table 6: Average lnitation Test Resuhg

Anlmal
No

Group3 Area'
Observation (hour)

Erythema Edema

l. hl 21.hr 48. hr 72. hr Lhr 21.hr 48. hr 72.ht

1

Iest Sarnp/e 2 0 0 0 0 0 0 0

o 0 0 0 0 0 0

Posilive Control t 0 1 1 1 0 0 0 z

Negative

Control

?
0 0 0 0 0 0 0 0

2

Iest Samp/e z 0 0 0 0 0 0 0 0

6 U 0 0 0 0 0 0 0

Positive Control q 0 0 I 2 0 0 0 2

Negative

Contrcl

J
0 0 0 0 0 0 0

3

Iest Samp/e 2 U 0 0 0 0 0 0 0

6 0 0 0 0 0 0 0 0

Positive Control 0 I 2 2 0 0 0 2

Negative

Control

3
0 U 0 0 0 0

Samples lnitation Resutts

Test Sample 0

Positive Control 0.94

Negative Control 0
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o,94II
Positive Control

Surgical Mask Lot No: SD20200310

0,00

Test

r,20

0,80

0,40

0,00
0,00

Negative Control

Figure 4: Average oftest results

E) CONCLUSION & EVALUATTONS

The skin reactions to the two applications ofthe extract ofthe test material as well as one negative control

and one positive control application on the back of three New Zealand rabbit were evaluated at three

different time points (24., 48., and 72. houn). The results gathered are presented in Figure 4, Tables 5 and

6. According to the average test initation rcsults, the results for the test sample is 0.00, for the negative

control it is 0.00, and for the positive control it is 0.94 (Figure 4; Table 5 and 6). Observations were made

also one hour after the four-hour long topical application but they were not included in the results. The

scores gathered for the negative control group were evaluated as neglible whereas the scores gathered for

the positive control group were evaluated as mild initant.

In conclusion, based on the results of the irritation tests conducted according to the ISO 10993-10, the test

material owned by MY TICARET VE MEDIKAL A.$, Surgical Mash Lot No: SD20200310 was

categorized in the negligible group with no erythema or edema (Table 3). No irritant effect of the test

sample was detected. The sample has passed the irritation test.
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A) TEST MATERIAL

Name / Reference end Lot Numbers Surgical Mask / lnt No: SD20200310

Shipment Type Cargo

Date of Receipt (dd/nn/yr) 28t05/2020

Production Drte (yr) Not indicated on the package or product

Erpiration Date Not indicated on the package or product

Quantity (Number) t5

Product Description Blue, 3 layers, with elastic string, non-sterilized
filtering mask. All parts were tested.

Description rt tine of Receipt Retumed to the Owner U
Witness Sample X erchieved

Not received IJ

E

Figure 1: Images ofthe product
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A) Subjec'tr

-Species: Guinea Pig

-Strein: Cavia Porcellus

-Sample Size: Test: l0 and Control: 5

-Age: 4 Months

-Sex: Male

-Houring: Conventional

-Room Tempera tarc: 20-24 "C

-Room Humidity : o/o30 -7 0

-Room Derk/Light Clcle: 12 houn light/I2 hours dark

-Wrter Consumed @rily): 100 gr weight/I0 ml water

-Feed Consumed @aily):100 gr weight/I0 g feed

-Feed: Guinea Pig feed

-Weight et the beginning of testing: Table I

Teble 1: Weight 24 houn prior to testing
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B) Sensitization Test (ISO f093-10)

The sensitization test reported here was applied according to the'ISO 10993 -10:2009 Biological

Evaluation of Medical Devices- Part 10: Tests for Initation and Skin Sensitization. ISO 10993-2:2006

Animal Welfare Requirements and 150-10993-12:2013 Sample Preparation and Reference Materials"

standards.

Aim and Scope: This assay is used for testing the skin sensitization (a delayed hypersensitivity reaction)

potential of the material being tested. For this purpose, the guinea pig maximization test method was used.

The material was tested on healthy young subjects that weighted at least 300 gr.

Intradermal
Administration

Topkal
Adminisl.atid

&,|8 hr
bandate

Obs€wation at
24.Ye i|E. hrs

Topkal
Administratlon

& 24 hr bindate
Olrsclyation at
24.ve ,18. hrs

Results &
Reponint

Figure 2: Sensitization Test Plan

1- Cranial End

2- Intrrdermel Injection Sites

3- Topical Administration Sites

4- Caudel End

Figure 3: Sequence of administration sites in the Sensitization Test
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Prepantion of Test Matcrial:

The test material was selected and prepared, and the extracts were prepared in accordance with the ISO

| 0993 -12:2013 standards.

Test Group: For the test adminishation, extracts wer€ pr€pared (Table 2).

Control Group: Saline was used as a negative control.

Table 2: Extract Preparation

Intndcrmal Injection @ay 0): Intradermal injections (0.1 ml) were administered at sites indicated by 2

on Figure 3 and at ratios as indicated in Table 3.

Teble 3: Intradermal Administration

Sterilized in the
preparation phase

r) Freund's Adjuvant Complete (FCA) + Saline

solution mixture prepared at l:l ratio

b) Test extract

c) Freund's Adjuvant Complete (FCA) + Test

extract solution mixture prcpared at l: I ratio

a) Freund's Adjuvant Complete (FCA) + Saline

solution mixture prepared at l: I ratio

b) Saline

c) Negative Control + Freund's Adjuvant

Complete (FCA) solution mixture prepared at l: I

ratio
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Day 7 Topicd Adminirtrrtion (Il) - Topical Induction Phase: 24 houn prior to testing, the test areas

on the animals' back were shaved (2 cm x 4 cm; Figure 3). The test extract was administered (0.3 ml)

topically at site 3 (Figure 3) close to the cranial end at the interscapular region. The extract at the amount

of 0.3 ml was applied on a filter psper (2 cm x 4 cm), which was then bandaged on the test site for 48

houn. 48 hours after the topical adminishation, the elastic band was removed and the exposed skin was

gently washed with warm wateL 24 and 48 hours after the bandage was removed, skin sensitization was

evaluated according to the Magnusson ve Kligman rating scale (Taile a).

Dey 21 Topical Adminirtrrtion Q2) - Chalengc Phare: 24 hours p,rior to testing, the test areas on the

animals' back were shaved (2 cm x 4 cm; Figure 3). The test extract was administered (0.3 ml) topically at

site 3 (Figure 3) close to the caudal end. The extract at the amount of 0.3 ml was applied on a filter paper

(2 cm x 4 cm), which was then handaSd on the test site for 24 hours. 24 hotls after the topical

adminisration, the elastic band was removed and the exposed skin was gently washed with warm water

24 and 48 hours after the bandage was removed, skin sensitiation was evaluated according to the

Maglusson ve Klignan rating scale (Table 4).

No visible changes

Discrete and patchy erythema

Moderate and adjacent erythema

Severe erythema and swelling

0

I

2

Table 4: Sensitizrtion Scoring
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Table 5: Categorization of Guinea Pig Maximization Test Scores

Sensitization ratio o/o CategorA Class

0 Absent

>0-8 I Weak

9-28 II Mitd

29-64 III Moderate

65-80 rV Strong

8l-100 V Extensive

Sensitization Ratio Formula: Positive Score/Total Number of Animals x 100

D) RESULTS

Trble 6: Post-administration Evaluation

I. Scores 7 days after topical administration
24. hours 1 2 3 4 5 6 7 8 9 10

Tesf 0 0 0 0 0 0 0 0 0

Negative
Contrcl

0 0 0 0 0

.l8. hours 1 2 3 4 5 6 7 8 9 l0
Tesf 0 0 0 0 0 0 0 0 0

Negative
Cont ol

0 0 0 0

2. Scores 2l days after topical administration
24. hourg 1 2 3 4 5 6 7 8 I 10

fest 0 0 0 0 0 U 0 0 0

Negatlve
Contrcl

0 0 0 0 0
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Table 7: Evaluation of Test Results

Samplec Sensitization Rado %

Test Sample 0.00

Negative Control 0.00

E) CONCLUSION AI{D EVALUATION

According to the t€st scores (Table 6), the sensitization ratio % of the test sample was 0.00 and the

sensitization ratio o/o of the negative control was 0.00 (Table 7). In conclusion, the test material (MY

TICARET vE MEDIKAL A.g, surgical Mask / tor No: sD20200310) was categorized as no

sensitization (Absent - Table 5) according to the outcomes of the procedures conducted in accordance

with ISO 10993-10. No rensitizrtion of the test srmple wes detected and the srmplc hrs pused thc

sensitizrtion test
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