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Product Specifica�on – KF-B P01 (R) 
 

 Type IIR (≥98% BFE, Splash resistant) 

 Lightweight; 3,5 grams 

 3-ply with plea�ng 

 Earloops with spandex 

 Adjustable nose-part with flexible clip 

 Color: blue outwards facing 

 175*95 [mm], for adults 

 

Packing Informa�on  
Dispenser pack 
 
Shipping box 

 
50 pieces / dispenser pack 
 
2 500 pieces / shipping box (50 dispenser packs) 
 

Package type Material Dimensions [mm] Weight [gram] 

Dispenser pack LDPE Carton with 
inner PE plastic bag 

190*100*80 216 ± 10 

Shipping box Corrugated 
cardboard with inner 
PE plastic bag 

525*395*420 11 970 ± 500 

1. BLUE SURGICAL/MEDICAL FACE MASK WITH EAR-
LOOPS AND NOSE CLIP, EN 14683 TYPE IIR
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Regula�on & Technical Informa�on 
 

Manufacturer & Origin: Guangdong KINGFA SCI.&TECH. Co., Ltd., China 

Class characteris�cs: Class I (not sterile or measuring via Annex IX Rule X) 

The product is cer�fied to meet the Essen�al requirements and relevant provisions of EC Direc�ve: 
Medical Devices Direc�ve 93/42/EEC 
 

 

 

Product Structure and Composi�on 
This product consists of PP nonwoven fabric, PP melt-blown fabric, nose clip, and ear loops. 

 

Standard(s)/Direc�ve(s):   

The following Standards are applied to the product and its packaging as well as the produc�ons 
facility. The language and instruc�ons for the product is in English. 

  

Product standard EN 14683: 2019+AC: 2019 (Type IIR) 

Biological evaluation EN ISO 10993-1: 2009/AC:2010 

Biological evaluation EN ISO 10993-5: 2009 

Biological evaluation EN ISO 10993-10: 2010 

Product standard, risk evaluation EN ISO 14971: 2012 

Medical devices, symbols EN ISO 15223-1: 2016 

Medical devices, information supply EN 1041: 2008 

Medical devices, quality management EN ISO 13485: 2016 

Quality management EN ISO 9001: 2015 

 

Product Performance    

Bacterial filtration efficiency (BFE): ≥ 98% 

Differential pressure (Delta-P): < 60Pa/cm2 

Splash resistance pressure (kPa): ≥ 16 kPa (120 mmHg) 

Microbial cleanliness: ≤ 30 cfu/g 
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Precau�ons 
 
This product is a non-sterile type mask. 

This product's validity period is 2 years. Please use within validity period. 

Do not use the product if you are allergic to it. 

The product is disposable and cannot be reused or recycled. A�er use, it shall be immediately 
destroyed or thrown into a special treatment box. 

Please check the integrity of the package before use. Do not use the product if the package is 
damaged. 

Incorrect wearing of this product may cause breathing difficul�es. 

Used masks are considered highly contaminated, it is essen�al that: 

   a) The body of the mask is not touched by the fingers/hands of the wearer; 

   b) Hands are disinfected (full hand disinfec�on) a�er mask removal; 

   c) A mask is worn covering the nose and mouth of the wearer, at no �me a mask is hanging 
around the neck of the wearer. 

 
 
 

Storage and transporta�on condi�ons 
The packaged medical mask shall be stored in a room with normal temperature and rela�ve 
humidity of no more than 80%, no corrosive gas, good ven�la�on, and fire, rat and insect preven�on 
facili�es. During transporta�on, keep away from moisture, light and heat. 
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Instruc�ons for use 
 

1. Open the sealed package and take out the mask. 

2. A�ach the mask to the face and nose horizontally, with the nose dip poin�ng upwards. 

3. Place the finger�ps of both hands on the nose clip, from the middle posi�on, with the 
fingers to press inward, and gradually move to the sides to make the nose clip of the mask 
fit the shape of the nose. 

 
4. Pull the ear loops, while wearing the mask, on the ears. 

5. Spread the pleated creases and extend the mask. 

 

 

 

Intended use 
The disposable medical mask is intended to be used for clinical medical personnel to wear it during 
invasive environment, covering the user’s mouth, nose and jaw, providing a physical barrier to 
prevent the direct penetra�on of pathogens, microorganisms, body fluid, par�cles, etc. 

 

 

Barcode – Dispenser pack 
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2. PARTICLE FILTERING HALF MASK, FFP3 NR, EN 
149:2001 + A1:2009

Product Specifica�on – KF-G F03V  
 

 Type FFP3 NR (Non re-usable) 

 Adjustable headband straps 

 Cup shaped with mask cushion 

 Exhala�on valve 

 Adjustable nose-part with flexible clip 

 Color: white 

 150*130 [mm], for adults 

 

 

Packing Informa�on  
Carton 
 
Shipping box 

 
10 pieces / carton box 
 
300 pieces / shipping box (30 cartons boxes) 
 

Package type Material Dimensions [mm] Weight [gram] 

Carton box LDPE Carton with 
inner PE plastic 
bags, 10 

200*125*170 291 ± 10 

Shipping box Corrugated 
cardboard with inner 
PE plastic bag 

650*415*530 10 304 ± 300 
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Regula�on & Technical Informa�on 
 

Manufacturer & Origin: Guangdong KINGFA SCI.&TECH. Co., Ltd., China 

The product is cer�fied to meet the essen�al requirements and relevant provisions of: 
Regula�on (EU) 2016/425 on personal protec�ve equipment. The product bears the marking 
CE2163 according to the No�fied Body (NB) ‘Universal Cer�fica�on and Surveillance Service Trade 
Ltd. Co., No�fied Body 2163’.  
 
 

 

 
Product Structure and Composi�on 
This product’s main components consist of needle punched nonwoven fabric (82%) and PP melt-
blown fabric (18%) The product also consists of, nose clip, headband straps, mask cushion, and 
exhala�on valve. 

 

Standard(s)/Direc�ve(s): 

The following Standards are applied to the product and produc�on facility. The language and 
instruc�ons for the product is in English. 

   

Product standard EN 149: 2001+A1: 2009  

Medical devices, quality management EN ISO 13485: 2016 

Quality management EN ISO 9001: 2015 

 

Product Performance  

The product meets the product performance as s�pulated by ‘FFP3 NR’ requirements according to 

EN 149:2001 + A1:2009. 
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Warnings 
 
Before using the masks, first verify that it is suitable for the intended use. The wearer must be 
adequately trained prior to use and ensuring the masks are proper fit. 

 
The mask is disposable and cannot be reused. 
 

Using the masks with facial hair will cause leakage problem, if the facial hair is not covered, it is 
unlikely to achieve a seal. 
 
Discard and replace the mask if it becomes damaged or have higher breathing resistance. 
 

Don’t use the mask in heavily polluted environment, oxygen-deficient environment, fire 
environment and underwater work. 
 
Pa�ents with heart disease or other disease should discard it if wearing is uncomfortable. 
 

Masks marked NR shall not be used for more than one shi�. 
 

This product does not supply oxygen. Use only in adequately ven�lated areas containing sufficient 
oxygen to support life. Do not use this respirator when oxygen concentra�on is less than 19,5%. 
 
Do not use in explosive atmospheres. 
 

It is strictly prohibited to use a�er the package is damaged 

 
 
 
 
Storage and Transporta�on Condi�ons 
Keep masks in the package away from direct sunlight or contaminants un�l use. Ambient 
temperature between -30°C to +40°C, and rela�ve humidity <80%, no corrosive gas, good 
ven�la�on. During the transporta�on, keep away from moisture, light and heat. The mask should 
not be removed from its package un�l it is required for use, and should be discarded a�er use. 
The product’s shelf life is 2 years 
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User Instruc�ons 

1. To protect your health and to prevent serious injury or death, it is important to read all the 
instruc�ons provided with the enclosed product. Please read all warnings printed on the 
packaging box. 

2. The mask needs to be inspected prior to each use to assure there are no holes in the 
breathing zone other than punctures around and staples and no damage has occurred. 

 

 

 

 

 

 

 
 
 
 

 

 

 
Limita�on 
Do not use the mask to enter or stay in a contaminated area under the following circumstances: 

a) Atmosphere contains less than 19.5% oxygen. 
b) If you smell or taste contaminant. 
c) For protec�on against gases or vapors. 
d) Contaminants or their concentra�ons are unknown or immediately dangerous to life or 

health. 
e) For sandblas�ng, spray-paint opera�ons and asbestos treatment. 
f) In explosive atmospheres. 

 

Barcode – Dispenser pack 
 

 

 
 
 

Ellips Innova�on AB 
Org no. 556809-0459 

Address: Box 47003 
100 74 Stockholm, Sweden 

Hold the par�cle 
half mask in 
posi�on over the 
nose and mouth. 

Pull the upper 
headband over 
the head 
posi�oning it just 
above the ears. 
Pull lower 
headband over 
the head and fit 
around the back 
of the neck. Tie 
the headband on 
the fixed posi�on 
of head harness 
adjus�ng bu�on. 

Ensure the nose 
clip is securely 
molded around 
the nose, res�ng 
the ends against 
the cheek to 
obtain a good 
seal. 

To check for proper 
fit, cup both hands 
over the mask and 
exhale vigorously. If 
air leaks around the 
nose, �ghten the 
nose clip, if air leaks 
around the edge, 
reposi�on the head 
harness for be�er 
fit. Repeat 
adjustments un�l 
the mask is sealed 
properly. 
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3. PARTICLE FILTERING HALF MASK, FFP3 NR, EN 
149:2001 + A1:2009

Product Specifica�on – KF-A F11 (RF-TD-3)  
 

 Type FFP3 NR (Non re-usable) 

 Adjustable headband straps 

 Adjustable nose-part with flexible clip 

 Lightweight; 7,7 grams 

 Color: white 

 230*120 [mm], for adults 

 

 

Packing Informa�on  
Carton 
 
Shipping box 

 
30 pieces / carton box 
 
1 080 pieces / shipping box (36 cartons boxes) 
 

Package type Material Dimensions [mm] Weight [gram] 

Carton box LDPE Carton with 
inner PE plastic 
bags, 10 

140*120*125 285 ± 10 

Shipping box Corrugated 
cardboard with inner 
PE plastic bag 

585*375*395 11 440 ± 500 
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Regula�on & Technical Informa�on 
 

Manufacturer & Origin: Guangdong KINGFA SCI.&TECH. Co., Ltd., China 

The product is cer�fied to meet the essen�al requirements and relevant provisions of: 
Regula�on (EU) 2016/425 on personal protec�ve equipment. The product bears the marking 
CE2163 according to the No�fied Body (NB) ‘Universal Cer�fica�on and Surveillance Service Trade 
Ltd. Co., No�fied Body 2163’.  
 
 

 

 
Product Structure and Composi�on 
This product’s main components consist of PP nonwoven fabric (56%), PP melt-blown fabric (31%), 
and hot air nonwoven fabric (13%). The product also consists of, nose clip and headband straps. 

 

Standard(s)/Direc�ve(s): 

The following Standards are applied to the product and produc�on facility. The language and 
instruc�ons for the product is in English. 

   

Product standard EN 149: 2001+A1: 2009  

Medical devices, quality management EN ISO 13485: 2016 

Quality management EN ISO 9001: 2015 

 

Product Performance  

The product meets the product performance as s�pulated by ‘FFP3 NR’ requirements according to 

EN 149:2001 + A1:2009. 
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Warnings 
 
This mask marked “NR”, shall not be used for more than one shi�. 

Never subs�tute, modify, add, or omit parts in the configura�on as specified by the manufacturer. 

This mask helps protect against certain par�culate contaminants but does not completely 
eliminate exposure to the risk of contrac�ng disease or infec�on. 

Do not use the par�cle half mask with facial hair or any other condi�ons that may prevent a good 
face-seal, the requirements of leakage will not be achieved. 

Discard the mask and replace the mask if: 
a) The mask is removed whilst in the contaminated areas. 
b) Clogging of the mask causes breathing difficul�es. 
c) The mask becomes damaged. 

 

 
 
Contraindica�on 
People allergic to nonwoven are prohibited to use. Not recommended for use in anoxic and 
explosive atmospheres. 
 
 
Storage and Transporta�on Condi�ons 
Keep masks in the package away from direct sunlight or contaminants un�l use. Ambient 
temperature between -30°C to +40°C, and rela�ve humidity <80%, no corrosive gas, good 
ven�la�on. During the transporta�on, keep away from moisture, light and heat. The mask should 
not be removed from its package un�l it is required for use, and should be discarded a�er use. 
The product’s shelf life is 2 years 
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User Instruc�ons 

1. To protect your health and to prevent serious injury or death, it is important to read all the 
instruc�ons provided with the enclosed product. Please read all warnings printed on the 
packaging box. 

2. The mask needs to be inspected prior to each use to assure there are no holes in the 
breathing zone other than punctures around and staples and no damage has occurred. 

 

 

 

 

 

 

 
 
 
 

 

 

 
 

Limita�on 
Do not use the mask to enter or stay in a contaminated area under the following circumstances: 

a) Atmosphere contains less than 19.5% oxygen. 
b) If you smell or taste contaminant. 
c) For protec�on against gases or vapors. 
d) Contaminants or their concentra�ons are unknown or immediately dangerous to life or 

health. 
e) For sandblas�ng, spray-paint opera�ons and asbestos treatment. 
f) In explosive atmospheres. 

 

Barcode – Dispenser pack 
 

 
 
 

Ellips Innova�on AB 
Org no. 556809-0459 

Address: Box 47003 
100 74 Stockholm, Sweden 

Hold the par�cle 
half mask in 
posi�on over the 
nose and mouth.  

Pull the upper 
headband over 
the head 
posi�oning it just 
above the ears. 
Pull lower 
headband over 
the head and fit 
around the back 
of the neck. Tie 
the headband on 
the fixed posi�on 
of head harness 
adjus�ng bu�on 

Ensure the nose 
clip is securely 
molded around 
the nose, res�ng 
the ends against 
the cheek to 
obtain a good 
seal. 

To check for proper 
fit, cup both hands 
over the mask and 
exhale vigorously. If 
air leaks around the 
nose, �ghten the 
nose clip, if air leaks 
around the edge, 
reposi�on the head 
harness for be�er 
fit. Repeat 
adjustments un�l 
the mask is sealed 
properly 
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4. PARTICLE FILTERING HALF MASK, FFP2 NR, EN 
149:2001 + A1:2009

Product Specifica�on – KF-A F10(SC)  
 

 Type FFP2 NR (Non re-usable) 

 Earloops with clip extender 

 Lightweight; 6,8 grams 

 Adjustable nose-part with flexible clip 

 Color: white 

 230*120 [mm], for adults 

 

 

 

Packing Informa�on  
Carton 
 
Shipping box 

 
30 pieces / carton box 
 
1 080 pieces / shipping box (36 cartons boxes) 
 

Package type Material Dimensions [mm] Weight [gram] 

Carton box LDPE Carton with 
inner PE plastic 
bags, 3*10 

140*120*121 255 ± 10 

Shipping box Corrugated 
cardboard with inner 
PE plastic bag 

585*375*385 9 180 ± 500 
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Regula�on & Technical Informa�on 
 

Manufacturer & Origin: Guangdong KINGFA SCI.&TECH. Co., Ltd., China 

The product is cer�fied to meet the essen�al requirements and relevant provisions of: 
Regula�on (EU) 2016/425 on personal protec�ve equipment. The product bears the marking 
CE0598 according to the No�fied Body (NB) ‘SGS FIMKO OY, No�fied Body 0598’.  
 
 

 

 
Product Structure and Composi�on 
This product’s main components consist of PP nonwoven fabric (52%), PP melt-blown fabric (24%), 
and spunlaced nonwoven (24%). The product also consists of, nose clip, ear loops and clip extender. 

 

Standard(s)/Direc�ve(s): 

The following Standards are applied to the product and produc�on facility. The language and 
instruc�ons for the product is in English. 

   

Product standard EN 149: 2001+A1: 2009  

Medical devices, quality management EN ISO 13485: 2016 

Quality management EN ISO 9001: 2015 

 

Product Performance  

The product meets the product performance as s�pulated by ‘FFP2 NR’ requirements according to 

EN 149:2001 + A1:2009. 
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Warnings 
 
This mask marked “NR”, shall not be used for more than one shi�. 

Never subs�tute, modify, add, or omit parts in the configura�on as specified by the manufacturer. 

This mask helps protect against certain par�culate contaminants but does not completely 
eliminate exposure to the risk of contrac�ng disease or infec�on. 

Do not use the par�cle half mask with facial hair or any other condi�ons that may prevent a good 
face-seal, the requirements of leakage will not be achieved. 

Discard the mask and replace the mask if: 
a) The mask is removed whilst in the contaminated areas 
b) Clogging of the mask causes breathing difficul�es 
c) The mask becomes damaged 

 

 
 
Contraindica�on 
People allergic to nonwoven are prohibited to use. Not recommended for use in anoxic and 
explosive atmospheres. 
 
 
Storage and Transporta�on Condi�ons 
Keep masks in the package away from direct sunlight or contaminants un�l use. Ambient 
temperature between -30°C to +40°C, and rela�ve humidity <80%, no corrosive gas, good 
ven�la�on. During the transporta�on, keep away from moisture, light and heat. The mask should 
not be removed from its package un�l it is required for use, and should be discarded a�er use. 
The product’s shelf life is 2 years 
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User Instruc�ons 

1. To protect your health and to prevent serious injury or death, it is important to read all the 
instruc�ons provided with the enclosed product. Please read all warnings printed on the 
packaging box. 

2. The mask needs to be inspected prior to each use to assure there are no holes in the 
breathing zone other than punctures around and staples and no damage has occurred. 

 

 

 

 

 

 

 

 
 
 
 

 

 

 
Limita�on 
Do not use the mask to enter or stay in a contaminated area under the following circumstances: 

a) Atmosphere contains less than 19.5% oxygen. 
b) If you smell or taste contaminant. 
c) For protec�on against gases or vapors. 
d) Contaminants or their concentra�ons are unknown or immediately dangerous to life or 

health. 
e) For sandblas�ng, spray-paint opera�ons and asbestos treatment. 
f) In explosive atmospheres. 

 

Barcode – Dispenser pack 
 

 

 
 
 

Ellips Innova�on AB 
Org no. 556809-0459 

Address: Box 47003 
100 74 Stockholm, Sweden 

Press the 
respirator firmly 
against your face 
with the nose clip 
on the bridge of 
your nose 

A�ach the hook 
to the ear loop of 
the other side. 
Posi�on ear loops 
and hook behind 
the back of the 
head to ensure a 
good seal of the 
mask to the face 

Extend the mask 
to cover mouth 
and chin. Using 
both hands’ 
finger�ps, mold 
the nose clip to fit 
the shape of your 
nose 

Cup both hands 
over the mask 
and exhale 
vigorously. If air 
leaks from the 
bridge of your 
nose, please 
remold nose clip 
following step 3; 
if air escapes at 
the sides of mask, 
adjust ear loops 
un�l it fits 
properly. 
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