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AENOR, como organismo notificado (nº 0099) para el Reglamento (UE) 2016/425, ha emitido este certificado a favor de 
In compliance with Regulation (EU) 2016/425, the notified body AENOR (nº 0099) has issued this certificate to  

 

Qingdao Orphila Medical Technology Co., Limited 
 

Domicilio social / Registered office  Room 501, Futai Square No.18 266000 Hongkong Middle Road, Qingdao, 
Shandong (China) 

   
para el producto / for the product  Dispositivos de protección respiratoria. Medias máscaras filtrantes de 

protección contra partículas. / Respiratory protection devices. Half filter 
masks to protect against particles. 

   
conforme con el Reglamento 

in compliance with Regulation 
 Reglamento UE 2016/425 de Equipos de Protección Individual  

(Regulation EU 2016/425 on Personal Protective Equipment) 
   

Norma armonizada / Harmonized standard  EN 149:2001+A1:2009 
 
Más información en el anexo / See annex for more information. 

   
Centro de producción / Production site  No. 252 Weihe Road, 266000 Huangdao District, Qingdao, Shandong, 

(China) 
   

Esquema de evaluación 
Assessment scheme 

 Anexo V (Examen UE de Tipo — Módulo B) del Reglamento (UE) 
2016/425. 
 
Annex V (EU Type-examination — Module B) of Regulation (EU) 2016/425. 

   
Fecha de emisión / First issued on 

Fecha de expiración / Validity date 
 2020-08-04 

2025-08-04 
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Norma armonizada / Harmonized standard  EN 149:2001+A1:2009 
   
 

Marca 
Comercial / 
Trade Mark 

Referencia / 
Reference 

Clasificación / 
Classification 

Descripción / Description 

ORPHILA 
OM-
P3299BA FFP3 NR 

MEDIA MASCARILLA FILTRANTE, CON VÁLVULA DE 
EXHALACIÓN, DE CUATRO CAPAS DE FILTRADO, DOS LAZOS 
AJUSTABLES DE SUJECIÓN A CABEZA, DE TIPO MOLDEADO. 
DISEÑADA PARA PROTEGER CONTRA PARTÍCULAS SÓLIDAS 
O LÍQUIDAS SUSPENDIDAS EN EL AIRE. NO REUTILIZABLE / 
FILTERING HALF MASK, WITH EXHALATION VALVE, FOUR 
FILTERING LAYERS, TWO EARLOOPS, MOLDED STYLE. 
DESIGNED TO PROTECT AGAINST AIRBORNE SOLID OR 
LIQUID PARTICLES. NON-REUSABLE 
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Material List:

Item: OM-KN95-FFP2, OM-P2295, OM-P3299, OM-P31100, OM-CPA-FFP2-1860, OM-CPA-FFP3-
8210, OM-P31100A, OM-P2295A, OM-P3299A, OM-P2295B, OM-P3299B, OM-P2295BA, 
OM-P3299BA, OM-P2295D, OM-P3299D, OM-P2195, OM-P3399A, OM-N99-FFP3, OM-
N99D-FFP3

Material No. Material Color Location

A001 Metal - Silver metal wire

A002 Plastic - White plastic strip

A003 Plastic - White plastic breath valve

A004 Plastic - Yellow plastic breath valve

A005 Foam - White foam

A006 Plastic + Textile - White elastic cord

A007 Fabric - White outside leak proof non-woven 
fabric 

A008 Fabric - White inner non-woven fabric 

A009 Fabric - White direct contact layer

A010 Fabric - White high density filter layer

A011 Fabric - White high density filter layer A

A012 Fabric - White high density filter layer B

6F, No.2 Bldg., No.175 Zhuzhou Rd., Qingdao 266101, Shandong, P.R. China 
Tel.: +86- 532- 8870 6655 86- 532- 8870 6669 www.chn.tuv.com
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Abbreviation: < = less than
RL = Reporting Limit
mg/kg = milligram per kilogram
1% = 10000 mg/kg

1.Total Lead and Cadmium

Test Method: Acid digestion, analyzed by ICP-OES

Test result:

Test
No. Material No. Test Parameter Unit RL Regulatory

Requirement Test Result Conclusion

T001 A001
Lead mg/kg 10 500 22

Cadmium mg/kg 10 100 < RL
PASS

T002 A002 + A003 
+ A004

Lead mg/kg 10 500 < RL

Cadmium mg/kg 10 100 < RL
PASS

T003 A005 + A006
Lead mg/kg 10 500 < RL

Cadmium mg/kg 10 100 < RL
PASS

T004 A007 + A008 
+ A009

Lead mg/kg 10 500 < RL

Cadmium mg/kg 10 100 < RL
PASS

T005 A010 + A011 
+ A012

Lead mg/kg 10 500 < RL

Cadmium mg/kg 10 100 < RL
PASS

6F, No.2 Bldg., No.175 Zhuzhou Rd., Qingdao 266101, Shandong, P.R. China 
Tel.: +86- 532- 8870 6655 86- 532- 8870 6669 www.chn.tuv.com
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Remark:
* Regulations on Cadmium

Maximum Permissible Limit

Country Legislation Plastic
materials

Paint
(wet state)

 Paint on the 
painted
articles

Paint
(high zinc 
content)

Metal parts of 
jewellery and 

imitation
jewellery articles 

and hair 
assessories

EC REACH regulation 
(EC) No. 1907/2006 
Annex XVII Entry 23 
and its amendments

100mg/kg 100mg/kg 1000mg/kg 1000mg/kg 100mg/kg

Maximum Permissible Limit

Country Legislation Paint, plastic, plating/ coating of surface 
treatment

Switzerland Switzerland Chemikalien-
Risikoreduktions-Verordnung-
ChemRRV,  814.81, 18 May 

2005

100mg/kg

* Regulations on Lead:

Maximum Permissible Limit

Country Legislation Substances or mixtures intended to use as 
paint

EU Paragraph 1-6 of Entry 63 of 
Annex XVII, REACH Regulation 

(EC) No. 1907/2006

For Jewellery, imitation jewellery, hair 
accessories, bracelets, necklaces , rings, piercing 
jewellery, wrist watches, wrist-wear, brooches and 

cufflinks and parts used for jewellery-making
0.05%

(by weight of the individual part)

6F, No.2 Bldg., No.175 Zhuzhou Rd., Qingdao 266101, Shandong, P.R. China 
Tel.: +86- 532- 8870 6655 86- 532- 8870 6669 www.chn.tuv.com
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Abbreviation: < = less than
RL = Reporting Limit
% = percentage
NA = Not Applicable

2.Organotin compounds content 

Test Method: Organic solvent extraction, GCMS 
Ref. to ISO/TS 16179:2012

Test No. T001 T002
Material No. A006 A007 + A008 

+ A009
Test Parameter Unit RL Regulatory

Requirement
Result Result

TBT(Tributyltin) by 
weight of tin

% 0.01 -- < RL < RL

TPT(Triphenyltin) by 
weight of tin

% 0.01 -- < RL < RL

TOT(Trioctyltin) by 
weight of tin

% 0.01 -- < RL < RL

TCyT(Tricyclohexyltin)
by weight of tin

% 0.01 -- < RL < RL

TPrT(Tripropyltin) by 
weight of tin

% 0.01 -- < RL < RL

Sum of Tin of tri-
substituted organotins

% NA 0.1 <RL <RL

DBT(Dibutyltin) by 
weight of tin

% 0.01 0.1 < RL < RL

DOT(Dioctyltin) by 
weight of tin

% 0.01 0.1 < RL < RL

Conclusion -- -- PASS PASS

6F, No.2 Bldg., No.175 Zhuzhou Rd., Qingdao 266101, Shandong, P.R. China 
Tel.: +86- 532- 8870 6655 86- 532- 8870 6669 www.chn.tuv.com

Products

Test Report No.: 178141074a 001



Page 6 of 20

Remark:

* Single components with an amount of <0.01% were not considered in the calculation of the sum. In 
the case of all five tri-substituted orgaotins were not detected, the result is stated < RL

** The assessment for tri-substituted organotins is based on the sum of TBT, TPT, TOT, TCyT and 
TPrT by weight of tin only.

*** According to REACH Regulation (EC) No. 1907/2006 Annex XVII Entry 20 and amendment 
Commission Regulation (EU) No. 276/2010 (formerly known as 2009/425/EC), organostannic 
compounds shall not be used or be placed on the market.

Type of organostannic compounds Maximum
Permissible Limit

Implementation date

Tri-substituted organostannic compounds, e.g. 
tributyltin (TBT) compounds and triphenyltin (TPT) 
compounds

0.1 % by weight 
of tin

1 July 2010

Dibutyltin (DBT) compounds in mixtures and articles 
for supply to the general public

0.1 % by weight 
of tin

1 January 2012

The below products will not be applicable until 
1 January 2015:
- one-component and two-component room 
temperature vulcanisation sealants (RTV-1
and RTV-2 sealants) and adhesives,
- paints and coatings containing DBT 
compounds as catalysts when applied on 
articles,
- soft polyvinyl chloride (PVC) profiles whether 
by themselves or coextruded with hard PVC,
- fabrics coated with PVC containing DBT 
compounds as stabilisers when intended for 
outdoor applications, 
- outdoor rainwater pipes, gutters and fittings, 
as well as covering material for roofing and 
facades

Dioctyltin (DOT) compounds
- textile articles intended to come into contact with the 
skin,
- gloves,
- footwear or part of footwear intended to come into 
contact with the skin, 
- wall and floor coverings
- childcare articles, 
- female hygiene products, 
- nappies, 
- two-component room temperature vulcanisation 
moulding kits (RTV-2 moulding kits)

0.1 % by weight 
of tin

1 January 2012

6F, No.2 Bldg., No.175 Zhuzhou Rd., Qingdao 266101, Shandong, P.R. China 
Tel.: +86- 532- 8870 6655 86- 532- 8870 6669 www.chn.tuv.com
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Products

   

Test Report No.: 178141074a 001 

TÜV Rheinland / CCIC (Qingdao) Co., Ltd.  6F, No.2 Bldg., No.175 Zhuzhou Rd., Qingdao 266101, Shandong,  P.R. China 
Tel.:  +86- 532- 8870 6655    Fax: +86- 532- 8870 6669   Email: info@qd.chn.tuv.com        Web: www.chn.tuv.com

3. Polybrominated biphenyls (PBB) 

Test method : Ref. to IEC 62321-6:2015 

Test result: 
Test 
No. 

Material 
No. Test Parameter Unit Regulatory 

requirement Test Result Conclusion

T001 A006 Polybrominated biphenyls (PBBs) % 0.1 < RL PASS 

T002
A007 + 
A008 + 

A09 
Polybrominated biphenyls (PBBs) % 0.1 < RL PASS 

Abbreviation: < = Less than 
RL = Reporting Limit
% = percentage

Remark: 

(*) The reporting limit for each individual PBBs are :

Reporting Limit (%) 

PBBs 

Bromobiphenyl 0.0005 
Dibromobiphenyl 0.0005 
Tribromobiphenyl 0.0005 
Tetrabromobiphenyl 0.0005 
Pentabromobiphenyl 0.0005 
Hexabromobiphenyl 0.0005 
Heptabromobiphenly 0.0005 
Octabromobiphenyl 0.0005 
Nonabromobiphenyl 0.0005 
Decabromobiphenyl 0.0005 
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Products

   

Test Report No.: 178141074a 001 

TÜV Rheinland / CCIC (Qingdao) Co., Ltd.  6F, No.2 Bldg., No.175 Zhuzhou Rd., Qingdao 266101, Shandong,  P.R. China 
Tel.:  +86- 532- 8870 6655    Fax: +86- 532- 8870 6669   Email: info@qd.chn.tuv.com        Web: www.chn.tuv.com

4. Phthalates content 

Test Method : Ref. to CPSC-CH-C1001-09.4 

Test Result: 

Test No. T001 T002 

Material No.:
A002 + 
A003 + 
A004 

A005 

Test Parameter CAS No. Unit RL Regulatory 
Requirement Result Result 

Diethylhexyl phthalate (DEHP) 117-81-7 % 0.005 0.1 < RL < RL 
Dibutyl phthalate (DBP) 84-74-2 % 0.005 0.1 < RL < RL 
Benzylbutyl phthalate (BBP) 85-68-7 % 0.005 0.1 < RL < RL 
Diisobutyl phthalate (DIBP)  84-69-5 % 0.005 0.1 < RL < RL 
Sum (DEHP+DBP+BBP+DIBP) -- % 0.005 0.1 < RL < RL 
Conclusion: REACH regulation (EC) No. 1907/2006 and its 
amendment regulations on Annex XVII entries 51 - Pass Pass 

Abbreviation: < = Less than 
RL = Reporting Limit
% = percentage

Remark: 
• Requirement of REACH regulation (EC) No. 1907/2006 and its amendment regulations on Annex XVII 

entries 51: 

Parameter Unit Maximum Permissible Limit 
Plasticised materials in toys and childcare articles, or other articles# place on the market; 
Diethylhexyl phthalate (DEHP) 
Dibutyl phthalate (DBP) 
Benzylbutyl phthalate (BBP) 
Diisobutyl phthalate (DIBP) 

% 0.1 (individually or sum of the four 
phthalates) 
Effective after 7 July 2020.  

Denote: 
# Examples of articles that are excluded from the restriction 
1) Articles exclusively for industrial / agricultural use / use in open air, provided that no plasticised material comes 

into contact with human mucous membranes or into prolonged contact with human skin (i.e. Continuous contact 
of more than 10 minutes duration or intermittent contact over a period of 30 minutes, per day.) 

2) Aircraft and motor vehicles (Directive 2007/46/EC) placed on the market before 7 January 2024, or articles for 
use exclusively in the maintenance or repair of them 

3) Measuring devices for laboratory use; 
4) Food contact material and articles within the scope of Regulation (EC) No 1935/2004 or Commission Regulation 

(EU) No 10/2011 
5) Medical devices (Directive 90/385/EEC, 93/42/EEC or 98/79/EC) 
6) Electrical and electronic equipment within the scope of Directive 2011/65/EU 
Immediate packaging of medicinal products (Regulation (EC) No 726/2004, Directive 2001/82/EC or Directive 
2001/83/EC)
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Abbreviation: < = less than                                            RL = Reporting Limit
mg/kg = milligram per kilogram                  NA = Not Applicable
% = percentage 0.1% = 1000mg/kg

5.Nonylphenol, Nonylphenolethoxylates

Test Method: NP:
For Plastics- Organic solvent extraction, GCMS 
# For Textiles- Organic solvent extraction, LC-MS 

NPEO:
Organic solvent extraction, LC-MS

Test Result:

Test
No. Material No. Test Parameter Unit RL Test Result

T001 A006
Nonylphenol (NP) mg/kg 5 < RL

Nonylphenolethoxylates
(NPEO)

mg/kg 20 < RL

T002 A007 + A008 + 
A009

Nonylphenol (NP) mg/kg 5 < RL
Nonylphenolethoxylates

(NPEO)
mg/kg 20 < RL

T003 A010 + A011 + 
A012

Nonylphenol (NP) mg/kg 5 < RL
Nonylphenolethoxylates

(NPEO)
mg/kg 20 < RL

Remark:
* The requirement is following REACH regulation (EC) No. 1907/2006 and amendment no. 

552/2009 Annex XVII Entry 46:

Nonylphenol and nonylphenol ethoxylates shall not be placed on the market, or used, as 
substances or in mixtures in concentrations equal to or greater than 0,1 % by weight for the 
following purposes:
(1) Industrial and institutional cleaning;
(2) Domestic cleaning;
(3) Textiles and leather processing;
(4) Emulsifier in agricultural teat dips;
(5) Metal working;
(6) Manufacturing of pulp and paper;
(7) Cosmetic products;
(8) Other personal care products;
(9) Co-formulants in pesticides and biocides.

** The requirement is following REACH regulation (EC) No. 1907/2006 and amendment no. 
552/2009 and (EU) 2016/26 Annex XVII Entry 46a:

Nonylphenol ethoxylates shall not be placed on the market after 3 February 2021 in textile 
articles which can reasonably be expected to be washed in water during their normal lifecycle, 
in concentrations equal to or greater than 0,01 % by weight of that textile article or of each part 
of the textile article.

6F, No.2 Bldg., No.175 Zhuzhou Rd., Qingdao 266101, Shandong, P.R. China 
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6.Perfluorooctanoic acid (PFOA) and its salts^

Test Method: In house method, LC-MS-MS / GC-PCIMS analysis

Test Result:

Test No. Material No Test Parameter CAS no. Unit RL Regulatory
Requirement

Test
Result

T001 A006 + A007

Potassiumperfluorooctano
ate  (K-PFOA)*
Perfluorooctane
carboxylate (PFOA)*
Silverperfluorooctanoate 
(Ag-PFOA)*
Sodiumperfluorooctanoate
 (Na-PFOA)*
Ammonium
pentadecafluorooctanoate
  (APFO)*

2395-00-8

335-67-1

335-93-3

335-95-5

3825-26-1

ppb

ppb

ppb

ppb

ppb

10 25 < RL

Test No. Material No Test Parameter CAS no. Unit RL Regulatory
Requirement

Test
Result

T002 A008 + A009

Potassiumperfluorooctano
ate  (K-PFOA)*
Perfluorooctane
carboxylate (PFOA)*
Silverperfluorooctanoate 
(Ag-PFOA)*
Sodiumperfluorooctanoate
 (Na-PFOA)*
Ammonium
pentadecafluorooctanoate
  (APFO)*

2395-00-8

335-67-1

335-93-3

335-95-5

3825-26-1

ppb

ppb

ppb

ppb

ppb

10 25 < RL

Test No. Material No Test Parameter CAS no. Unit RL Regulatory
Requirement

Test
Result

T003 A010

Potassiumperfluorooctano
ate  (K-PFOA)*
Perfluorooctane
carboxylate (PFOA)*
Silverperfluorooctanoate 
(Ag-PFOA)*
Sodiumperfluorooctanoate
 (Na-PFOA)*
Ammonium
pentadecafluorooctanoate
  (APFO)*

2395-00-8

335-67-1

335-93-3

335-95-5

3825-26-1

ppb

ppb

ppb

ppb

ppb

10 25 < RL

6F, No.2 Bldg., No.175 Zhuzhou Rd., Qingdao 266101, Shandong, P.R. China 
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Abbreviation: < = less than
RL = Reporting Limit
ppb = Parts per billion

Test No. Material No Test Parameter CAS no. Unit RL Regulatory
Requirement

Test
Result

T004 A011 + A012

Potassiumperfluorooctano
ate  (K-PFOA)*
Perfluorooctane
carboxylate (PFOA)*
Silverperfluorooctanoate 
(Ag-PFOA)*
Sodiumperfluorooctanoate
 (Na-PFOA)*
Ammonium
pentadecafluorooctanoate
  (APFO)*

2395-00-8

335-67-1

335-93-3

335-95-5

3825-26-1

ppb

ppb

ppb

ppb

ppb

10 25 < RL

Remark:
* Tested with the equivalence of pentadecafluorooctanoate

** According to REACH regulation (EC) No. 1907/2006 Annex XVII Entry 68 and amendment 
Commission Regulation (EU) No. 2017/1000.  PFOA and its salts shall not be used in a 
concentration equal to or above 25 ppb or one or a combination of PFOA-related substances shall 
not be used in a concentration equal to or above 1000ppb in the production of, or placed on the 
market in another substance, as a constituent; a mixture; an article.

*** Single component with an amount below reporting limit was not considered by the calculation of 
the sum. In the case of all above substances were not detected, the result is stated < RL

6F, No.2 Bldg., No.175 Zhuzhou Rd., Qingdao 266101, Shandong, P.R. China 
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7. Screening of substances of very high concern (SVHC) subject to authorisation, according to 
(EU) No 143/2011, (EU) No 125/2012, (EU) No 348/2013, (EU) No 895/2014 , (EU) No. 2017/999 and 
(EU) No. 2020/171 and candidate list by European Chemical Agency (ECHA), according to the EU 
Court of Justice rules on SVHCs in articles.

Product Classification
With reference to Corrigendum to Regulation (EC) no.1907/2006 and ECHA, this product is classified as:
[ X ] Article
[    ] Article with an integral substance/ mixture
[    ] Combinations of an article (functioning as a container or a carrier material) and 

a substance/ mixture 
[    ] Substance/ mixture
Conclusion:

Conclusion

Product
Location

Acc. to authorisation list (EU) No
143/2011, (EU) No 125/2012, (EU)
No 348/2013 , (EU) No 895/2014, 
(EU) No. 2017/999 and (EU) No. 
2020/171 (Annex XIV of EC No 
1907/2006) and candidate list by
ECHA, and the EU Court of 
Justice rules on SVHCs in 
articles,
 the detected SVHC concentration in
components level is

Obligation of 
Importer (*) (For 

article) Detected
Substance

(if any)

A001 <0.1% Not necessary /

A002 + A003 + A004 <0.1% Not necessary /

A005 <0.1% Not necessary /

A006 + A007 + A008 + 
A009 + A010 + A011 + 

A012

<0.1% Not necessary /

(For article)
(*) To communicate information down the supply chain according to article. 33 of REACH. OR
1.    Notification to ECHA, if the quantities of SVHC in the produced/imported articles are above 1 ton in 
total per year per company.
2.    Provide sufficient information to ensure safe use of the article and, as a minimum, include the name of 
the substance, to their customers and on request to consumers within 45 days of the receipt of this 
request.

6F, No.2 Bldg., No.175 Zhuzhou Rd., Qingdao 266101, Shandong, P.R. China 
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Test No.: T001 T002 T003
Material No.: A001 A002 + A003 + A004 A005

Result (%) < RL < RL < RL

Test No.: T004

Material No.: A006 + A007 + A008 + A009 
+ A010 + A011 + A012

Result (%) < RL

Test Results

Screening of substances of very high concern (SVHC) subject to authorisation, 
according to (EU) No 143/2011, (EU) No 125/2012, (EU) No 348/2013, (EU) No 895/2014, 
(EU) No. 2017/999 and (EU) No. 2020/171  (Annex XIV of EC No 1907/2006) and 
candidate list by European Chemical Agency (ECHA), according to the EU Court of 
Justice rules on SVHCs in articles.
Test Method: 1) Test portion is digested with acid and assisted with microwave, the 

elements are analysed by ICP-OES. 
2) Test portion is extracted by organic solvent, semi-quantitative analysis by 
GC-MS / UV-Vis.
3) Test portion is extracted by organic solvent, the extraction solution is 
analyzed by Headspace-GC/MS / LC-DAD-MS / LC-MS/MS.

Abbreviation: < = Less than
RL =Reporting Limit
% =Percentage

Remark:
(*1) The reporting limit for each individual SVHC subject to authorisation according to (EU) No 143/2011, (EU) No 
125/2012, (EU) No 348/2013, (EU) No 895/2014, (EU) No. 2017/999 and (EU) No. 2020/171 (Annex XIV of EC No 
1907/2006):

Substance CAS No. Reporting
Limit

1 4,4'- Diaminodiphenylmethane (MDA) 101-77-9 0.01%
2 Benzyl butyl phthalate (BBP) 85-68-7 0.01%
3 Bis (2-ethylhexyl)phthalate (DEHP) 117-81-7 0.01%
4 Dibutyl phthalate (DBP) 84-74-2 0.01%

5
Hexabromocyclododecane (HBCDD) and all major diastereoisomers identified: 
Alpha-hexabromocyclododecane
Beta-hexabromocyclododecane
Gamma-hexabromocyclododecane

25637-99-4 /
3194-55-6 /

134237-50-6 /
134237-51-7 /
134237-52-8

0.01%

6 5-tert-butyl-2,4,6-trinitro-m-xylene (Musk xylene) 81-15-2 0.01%
7 2,4-Dinitrotoluene (2,4-DNT) 121-14-2 0.01%
8 Diisobutyl phthalate (DIBP) 84-69-5 0.01%
9 Tris(2-chloroethyl)phosphate 115-96-8 0.01%

10 Diarsenic pentaoxide (*3) 1303-28-2 0.01%
11 Diarsenic trioxide (*3) 1327-53-3 0.01%
12 Lead chromate (*3)(*4) 7758-97-6 0.01%

13 Lead chromate molybdate sulphate red
(C.I. Pigment Red 104) (*3)(*4) 12656-85-8 0.01%

14 Lead sulfochromate yellow 
(C.I. Pigment Yellow 34) (*3) 1344-37-2 0.01%

15 Trichloroethylene 79-01-6 0.01%
16 Chromium trioxide (*4) 1333-82-0 0.01%

6F, No.2 Bldg., No.175 Zhuzhou Rd., Qingdao 266101, Shandong, P.R. China 
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17
Acids generated from chromium trioxide and their oligomers:
Names of the acids and their oligomers: Chromic acid, Dichromic acid, 
Oligomers of chromic acid and dichromic acid. (*4)

7738-94-5 /
13530-68-2 0.01%

18 Sodium dichromate (*3) 7789-12-0 / 10588-01-9 0.01%
19 Potassium dichromate (*4) 7778-50-9 0.01%
20 Ammonium dichromate (*4) 7789-09-5 0.01%
21 Potassium chromate (*4) 7789-00-6 0.01%
22 Sodium chromate (*4) 7775-11-3 0.01%
23 Formaldehyde, oligomeric reaction products with aniline (technical MDA) (*11) 25214-70-4 0.01%
24 1,2-Dichloroethane 107-06-2 0.01%
25 Bis(2-methoxyethyl) ether 111-96-6 0.01%
26 Arsenic acid (*3) 7778-39-4 0.01%
27 2,2'-dichloro-4,4'-methylenedianiline (MOCA) 101-14-4 0.01%
28 Dichromium tris(chromate) (*4) 24613-89-6 0.01%
29 Strontium chromate (*4) 7789-06-2 0.01%
30 Potassium hydroxyoctaoxodizincatedichromate (*4) 11103-86-9 0.01%
31 Pentazinc chromate octahydroxide (*4) 49663-84-5 0.01%
32 1-bromopropane (n-propyl bromide) 106-94-5 0.01%
33 Diisopentylphthalate 605-50-5 0.01%
34 1,2-Benzenedicarboxylic acid, di-C6-8-branched alkyl esters, C7-rich (DIHP) 71888-89-6 0.01%

35 1,2-Benzenedicarboxylic acid, di-C7-11-branched and linear alkyl esters 
(DHNUP) 68515-42-4 0.01%

36 1,2-Benzenedicarboxylic acid, dipentylester, branched and linear 84777-06-0 0.01%
37 Bis(2-methoxyethyl) phthalate 117-82-8 0.01%
38 Dipentyl phthalate (DPP) 131-18-0 0.01%
39 N-pentyl-isopentylphthalate 776297-69-9 0.01%
40 Anthracene oil (*7) 90640-80-5 0.01%
41 Pitch, coal tar, high temperature (*7) 65996-93-2 0.01%

42
4-(1,1,3,3-tetramethylbutyl)phenol, ethoxylated (OPEO)
[covering well-defined substances and UVCB substances, polymers and 
homologues]

- 0.01%

43
4-Nonylphenol, branched and linear
[substances with a linear and/or branched alkyl chain with a carbon number of 9 
covalently bound in position 4 to phenol, covering also UVCB- and well-defined 
substances which include any of the individual isomers or a combination thereof]

- 0.01%

44 1,2-Benzenedicarboxylic acid, dihexyl ester, branched and linear 68515-50-4 0.01%

45 Dihexyl phthalate 84-75-3 0.01%

46
1,2-benzenedicarboxylic acid, di-C6-10-alkyl esters; 1,2-benzenedicarboxylic 

(EC No. 201-559-5)
68515-51-5 / 68648-93-1 0.01%

47 Trixylyl phosphate 25155-23-1 0.01%

48 Sodium perborate,perboric acid, sodium salt (*3) (*6) - 0.01%

49 Sodium peroxometaborate (*3) (*6) 7632-04-4 0.01%

50
5-sec-butyl-2-(2,4-dimethylcyclohex-3-en-1-yl)-5-methyl-1,3-dioxane [1], 5-sec-
butyl-2-(4,6-dimethylcyclohex-3-en-1-yl)-5-methyl-1,3-dioxane [2] [covering any 
of the individual stereoisomers of [1] and [2] or any combination thereof]

- 0.01%

51 2-(2H-benzotriazol-2-yl)-4,6-ditertpentylphenol (UV-328) 25973-55-1 0.01%

52 2,4-di-tert-butyl-6-(5-chlorobenzotriazol-2-yl)phenol (UV-327) 3864-99-1 0.01%
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53 2-(2H-benzotriazol-2-yl)-4-(tert-butyl)-6-(sec-butyl)phenol (UV-350) 36437-37-3 0.01%

54 2-benzotriazol-2-yl-4,6-di-tert-butylphenol (UV-320) 3846-71-7 0.01%

(*2) The reporting limit for each individual SVHC in Candidate List by ECHA:

Substance CAS No. Reporting
Limit

55 Anthracene 120-12-7 0.01%

56 Bis(tributyltin) oxide (TBTO) (*3) (*5) 56-35-9 0.01%

57 Triethyl arsenate (*3) 15606-95-8 0.01%

58 Lead hydrogen arsenate (*3) 7784-40-9 0.01%

59 Cobalt dichloride (*3) 7646-79-9 0.01%

60 Acrylamide 79-06-1 0.01%

61 Anthracene oil, anthracene paste, distn. lights (*7) 91995-17-4 0.01%(*8)

62 Anthracene oil, anthracene paste, anthracene fraction (*7) 91995-15-2

63 Anthracene oil, anthracene-low (*7) 90640-82-7

64 Anthracene oil, anthracene paste (*7) 90640-81-6

65 Boric acid (*3) (*6) 10043-35-3 / 11113-50-1 0.01%

66 Disodium tetraborate, anhydrous (*3) (*6) 1303-96-4 / 1330-43-4 / 12179-
04-3 0.01%

67 Tetraboron disodium heptaoxide, hydrate (*3) (*6) 12267-73-1 0.01%

68 2-Methoxyethanol 109-86-4 0.01%

69 2-Ethoxyethanol 110-80-5 0.01%

70 Cobalt(II) sulphate (*3) 10124-43-3 0.01%

71 Cobalt(II) dinitrate (*3) 10141-05-6 0.01%

72 Cobalt(II) carbonate (*3) 513-79-1 0.01%

73 Cobalt(II) diacetate (*3) 71-48-7 0.01%

74 Alkanes C10-C13, chloro (Short Chain Chlorinated Paraffins) (SCCP) 85535-84-8 0.01%

75 2-Ethoxyethyl acetate 111-15-9 0.01%

76 Hydrazine 302-01-2 / 7803-57-8 0.01%

77 1-Methyl-2-pyrrolidone (NMP) 872-50-4 0.01%

78 1,2,3-Trichloropropane 96-18-4 0.01%

79 Aluminosilicate Refractory Ceramic Fibres (RCF) (*9) - 0.01%

80 Zirconia Aluminosilicate Refractory Ceramic Fibres (Zr-RCF) (*9) - 0.01%

81 2-Methoxyaniline,o-Anisidine 90-04-0 0.01%

82 4-(1,1,3,3-tetramethylbutyl)phenol 140-66-9 0.01%

83 Calcium arsenate (*3) 7778-44-1 0.01%

84 Trilead diarsenate (*3) 3687-31-8

85 N,N-dimethylacetamide (DMAC) 127-19-5
0.01%

86 Phenolphthalein 77-09-8 0.01%

87 Lead dipicrate (*3) 6477-64-1 0.01%

88 Lead diazide, Lead azide (*3) 13424-46-9 0.01%

89 Lead styphnate (*3) 15245-44-0 0.01%
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90 1,2-bis(2-methoxyethoxy)ethane (TEGDME,triglyme) 112-49-2 0.01%

91 1,2-dimethoxyethane,ethylene glycol dimethyl ether (EGDME) 110-71-4 0.01%

92 Diboron trioxide (*3) (*6) 1303-86-2 0.01%

93 Formamide 75-12-7 0.01%

94 Lead(II) bis(methanesulfonate) (*3) 17570-76-2 0.01%

95 1,3,5-Tris(oxiran-2-ylmethyl)-1,3,5-triazinane-2,4,6-trione (TGIC) 2451-62-9 0.01%

96 1,3,5-tris[(2S and 2R)-2,3-epoxypropyl]-1,3,5-triazine-2,4,6-(1H,3H,5H)-trione 
TGIC) 59653-74-6 0.01%

97 4,4'-bis(dimethylamino)benzophenone (Michler's ketone), MK 90-94-8 0.05%

98 N,N,N',N'-tetramethyl-4,4'-methylenedianiline (Michler's base), RMK 101-61-1 0.01%

99
[4-[[4-anilino-1-naphthyl][4-(dimethylamino)phenyl]methylene] cyclohexa-2,5-
dien-1-ylidene] dimethylammonium chloride 
(C.I. Basic Blue 26 0.1% of Michler's ketone (EC No. 202-027-5) or 
Michler's base (EC No. 202-959-2)] (*10)

2580-56-5 0.01%

100
[4-[4,4'-bis(dimethylamino) benzhydrylidene]cyclohexa-2,5-dien-1-ylidene]
dimethylammonium chloride
(C.I. Basic Violet 3 0.1% of Michler's ketone (EC No. 202-027-5) or 
Michler's base (EC No. 202-959-2)] (*10)

548-62-9

101 ketone (EC No. 202-027-5) or Michler's base (EC No. 202-959-2)] (*10) 561-41-1

102
Bis[4-(dimethylamino)phenyl]-4 (phenylamino)naphthalene-1-methanol (C.I. 

base (EC No. 202-959-2)]  (*10)
6786-83-0

103 Bis(pentabromophenyl) ether (decabromodiphenyl ether) (DecaBDE) 1163-19-5 0.01%
104 Pentacosafluorotridecanoic acid 72629-94-8 0.01%
105 Tricosafluorododecanoic acid 307-55-1 0.01%
106 Henicosafluoroundecanoic acid 2058-94-8 0.01%
107 Heptacosafluorotetradecanoic acid 376-06-7 0.01%
108 Diazene-1,2-dicarboxamide (C,C'-azodi(formamide)) (ADCA) (*12) 123-77-3 0.05%

109

Cyclohexane-1,2-dicarboxylic anhydride [1],
cis-cyclohexane-1,2-dicarboxylic anhydride [2],
trans-cyclohexane-1,2-dicarboxylic anhydride [3]
[The individual cis- [2] and trans- [3] isomer substances and all possible 
combinations of the cis- and trans-isomers [1] are covered by this entry]

85-42-7 /
13149-00-3 /
14166-21-3

0.01%

110

Hexahydromethylphthalic anhydride (MHHPA) [1],
Hexahydro-4-methylphthalic anhydride [2],
Hexahydro-1-methylphthalic anhydride [3],
Hexahydro-3-methylphthalic anhydride [4]
[The individual isomers [2], [3] and [4] (including their cis- and trans- stereo 
isomeric forms) and all possible combinations of the isomers [1] are covered by 
this entry]

25550-51-0 /
19438-60-9 /
48122-14-1 /
57110-29-9

0.01%

111 N,N-dimethylformamide 68-12-2 0.01%
112 1,2-Diethoxyethane 629-14-1 0.01%
113 Diethyl sulphate 64-67-5 0.01%
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114 Methoxyacetic acid (MAA) 625-45-6 0.01%
115 Dimethyl sulphate 77-78-1 0.01%
116 N-methylacetamide 79-16-3 0.01%
117 Furan 110-00-9 0.01%
118 Methyloxirane (Propylene oxide) 75-56-9 0.01%
119 3-ethyl-2-methyl-2-(3-methylbutyl)-1,3-oxazolidine 143860-04-2 0.01%
120 Dibutyltin dichloride (DBTC) (*3) 683-18-1 0.01%
121 Dinoseb (6-sec-butyl-2,4-dinitrophenol) 88-85-7 0.01%
122 4,4'-methylenedi-o-toluidine 838-88-0 0.01%
123 4,4'-oxydianiline and its salts 101-80-4 0.01%
124 4-Aminoazobenzene 60-09-3 0.01%
125 4-methyl-m-phenylenediamine (toluene-2,4-diamine) 95-80-7 0.01%
126 6-methoxy-m-toluidine (p-cresidine) 120-71-8 0.01%
127 Biphenyl-4-ylamine 92-67-1 0.01%
128 o-aminoazotoluene 97-56-3 0.01%
129 o-Toluidine 95-53-4 0.01%
130 Acetic acid, lead salt, basic (*3) 51404-69-4 0.01%
131 Trilead bis(carbonate) dihydroxide (*3) 1319-46-6 0.01%
132 Lead oxide sulfate (*3) 12036-76-9 0.01%
133 [Phthalato(2-)]dioxotrilead (*3) 69011-06-9 0.01%

134 Dioxobis(stearato)trilead (*3) 12578-12-0 0.01%

135 Fatty acids, C16-18, lead salts (*3) 91031-62-8 0.01%

136 Lead bis(tetrafluoroborate) (*3) 13814-96-5 0.01%
137 Lead cyanamidate (*3) 20837-86-9 0.01%
138 Lead dinitrate (*3) 10099-74-8 0.01%
139 Lead monoxide (lead oxide) (*3) 1317-36-8 0.01%
140 Orange lead (lead tetroxide) (*3) 1314-41-6 0.01%
141 Lead titanium trioxide (*3) 12060-00-3 0.01%
142 Lead titanium zirconium oxide (*3) 12626-81-2 0.01%
143 Pyrochlore, antimony lead yellow (*3) 8012-00-8 0.01%
144 Pentalead tetraoxide sulphate (*3) 12065-90-6 0.01%

145

Silicic acid (H2Si2O5), barium salt (1:1), lead-doped 
[with lead (Pb) content above the applicable generic concentration limit for 
'toxicity for reproduction' Repr. 1A (CLP) or category 1 (DSD),the substance is a 
member of the group entry of lead compounds, with index number 082-001-00-6
 in Regulation (EC) No 1272/2008]  (*3)

68784-75-8 0.01%

146 Silicic acid, lead salt (*3) 11120-22-2 0.01%
147 Sulfurous acid, lead salt, dibasic (*3) 62229-08-7 0.01%

148 Tetraethyllead (*3) 78-00-2 0.01%

149 Tetralead trioxide sulphate (*3) 12202-17-4 0.01%

150 Trilead dioxide phosphonate (*3) 12141-20-7 0.01%
151 Ammonium pentadecafluorooctanoate (APFO) (*13) 3825-26-1 0.01%
152 Pentadecafluorooctanoic acid (PFOA) 335-67-1 0.01%
153 Cadmium (*3) 7440-43-9 0.01%
154 Cadmium oxide (*3) 1306-19-0 0.01%

155

4-Nonylphenol, branched and linear, ethoxylated (NPEO)
[substances with a linear and/or branched alkyl chain with a carbon number of 9 
covalently bound in position 4 to phenol, ethoxylated covering UVCB- and well-
defined substances, polymers and homologues, which include any of the 
individual isomers and/or combinations thereof]

- 0.01%

156 Imidazolidine-2-thione; (2-imidazoline-2-thiol) 96-45-7 0.01%
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157
Disodium 3,3'-[[1,1'-biphenyl]-4,4'-diylbis(azo)]bis(4-aminonaphthalene-1-
sulphonate)
(C.I. Direct Red 28)

573-58-0 0.01%

158
Disodium 4-amino-3-[[4'-[(2,4-diaminophenyl)azo][1,1'-biphenyl]-4-yl]azo]-5-
hydroxy-6-(phenylazo)naphthalene-2,7-disulphonate
(C.I. Direct Black 38)

1937-37-7 0.01%

159 Lead di(acetate) (*3) 301-04-2 0.01%

160 Cadmium sulphide (*3) 1306-23-6 0.01%

161 Cadmium chloride (*3) 10108-64-2 0.01%

162 Cadmium fluoride (*3) 7790-79-6 0.01%

163 Cadmium sulphate (*3) 10124-36-4 / 31119-53-6 0.01%

164 2-ethylhexyl 10-ethyl-4,4-dioctyl-7-oxo-8-oxa-3,5-dithia-4-stannatetradecanoate 
(DOTE) (*14) 15571-58-1 0.01%

165
Reaction mass of 2-ethylhexyl 10-ethyl-4,4-dioctyl-7-oxo-8-oxa-3,5-dithia-4-
stannatetradecanoate and 2-ethylhexyl 10-ethyl-4-[[2-[(2-ethylhexyl)oxy]-2-
oxoethyl]thio]-4-octyl-7-oxo-8-oxa-3,5-dithia-4-stannatetradecanoate (reaction 
mass of DOTE and MOTE) (*15)

- 0.01%

166 1,3-propanesultone 1120-71-4 0.01%
167 Nitrobenzene 98-95-3 0.01%

168 Perfluorononan-1-oic-acid and its sodium and ammonium salts
375-95-1

21049-39-8
4149-60-4

0.01%

169 Benzo[def]chrysene (Benzo[a]pyrene) 50-32-8 0.01%
170 4,4'-isopropylidenediphenol (bisphenol A) 80-05-7 0.01%

171 Nonadecafluorodecanoic acid (PFDA) and its sodium and ammonium salts
335-76-2

3830-45-3
3108-42-7

0.01%

172
4-heptylphenol, branched and linear [substances with a linear and/or branched 
alkyl chain with a carbon number of 7 covalently bound predominantly in 
position 4 to phenol, covering also UVCB- and well-defined substances which 
include any of the individual isomers or a combination thereof]

- 0.01%

173 p-(1,1-dimethylpropyl)phenol 80-46-6 0.01%
174 Perfluorohexane-1-sulfonic acid and its salts (PFHxS) - 0.01%
175 Chrysene 218-01-9 0.01%
176 Benzo[a]anthracene 56-55-3 0.01%
177 Cadmium nitrate(*3) 10325-94-7 0.01%
178 Cadmium hydroxide(*3) 21041-95-2 0.01%
179 Cadmium carbonate(*3) 513-78-0 0.01%

180
1,6,7,8,9,14,15,16,17,17,18,18- Dodecachloropentacyclo
[12.2.1.16,9.02,13.05,10]octadeca-7,15-diene ("Dechlorane Plus"TM) [covering 
any of its individual anti- and syn-isomers or any combination thereof]

- 0.01%

181
Reaction products of 1,3,4-thiadiazolidine-2,5-dithione, formaldehyde and 4-

branched and linear]
- 0.01%

182 Benzene-1,2,4-tricarboxylic acid 1,2 anhydride (trimellitic anhydride, TMA) 552-30-7 0.01%
183 Dicyclohexyl phthalate (DCHP) 84-61-7 0.01%
184 Terphenyl, hydrogenated 61788-32-7 0.01%
185 Octamethylcyclotetrasiloxane (D4) 556-67-2 0.01%
186 Decamethylcyclopentasiloxane (D5) 541-02-6 0.01%
187 Dodecamethylcyclohexasiloxane (D6) 540-97-6 0.01%
188 Ethylenediamine (EDA) 107-15-3 0.01%
189 Lead 7439-92-1 0.01%
190 Disodium octaborate (*3) 12008-41-2 0.01%
191 Benzo[ghi]perylene 191-24-2 0.01%
192 2,2-bis(4'-hydroxyphenyl)-4-methylpentane 6807-17-6 0.01%
193 Benzo[k]fluoranthene 207-08-9 0.01%
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Remark:
(*3) The substances are tested and calculated in terms of its respective elements and to the worst-case 

scenario.And the elements may come from the compounds other than SVHCs.
(*4) The substances are tested and calculated in terms of Cr (VI).
(*5) The substance is tested and calculated in terms of Tributyl tin.
(*6) The substances are confirmed and tested in terms of borate. Boric acid, Disodium tetraborate, 

anhydrous, Tetraboron disodium heptaoxide, hydrate and Diboron trioxide, Sodium perborate,perboric 
acid, sodium salt,  Sodium peroxometaborate are detected as sum of boric acid. And the borate may 
come from the compounds other than SVHCs.

(*7) The substances are UVCB (substance of unknown or variable composition, complex reaction products 
or biological materials), which are identified by its main constituents.

(*8) Individual concentrations to the constituent of UVCB with an amount of < 0.01% were not considered 
by the calculation of the sum.

(*9) The test results are based on microscopic and chemical evaluation.
(*10) The substances are quantified in terms of Michler's ketone and Michler's base by LC-MS, as Michler's 

ketone or Michler's base was found exceeds 0.01%.
(*11) The content oligomer is determined by Py-GC/MS.
(*12) The content of diazene-1,2-dicarboxamide is analyzed in terms of its breakdown product.
(*13) The substance is tested in terms of pentadecafluorooctanoate.
(*14) The substance is tested and calculated in terms of Dioctyl tin.
(*15) The substance is tested and calculated in terms of Monooctyl tin and Dioctyl tin.

194 Fluoranthene 206-44-0 0.01%
195 Phenanthrene 85-01-8 0.01%
196 Pyrene 129-00-0 0.01%
197 1,7,7-trimethyl-3-(phenylmethylene)bicyclo[2.2.1]heptan- 2-one 15087-24-8 0.01%
198 2-methoxyethyl acetate 110-49-6 0.01%

199 4-nonylphenol, branched and linear (4-NP) - 0.01%

200 2,3,3,3-tetrafluoro-2-(heptafluoropropoxy)propionic acid, its salts and its acyl 
halides (covering any of their individual isomers and combinations thereof) - 0.01%

201 4-tert-butylphenol 98-54-4 0.01%
202 Diisohexyl phthalate (DiHexP) 71850-09-4 0.01%
203 2-benzyl-2-dimethylamino-4'-morpholinobutyrophenone 119313-12-1 0.01%
204 2-methyl-1-(4-methylthiophenyl)-2-morpholinopropan-1-one 71868-10-5 0.01%
205 Perfluorobutane sulfonic acid (PFBS) and its salts - 0.01%
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- END -

Sample Photos
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User Instructions

3. Caution during use
    Always be sure that the complete product is:
    - Suitable for the application
    - Fitted correctly
    - Worn during all periods of exposure
    - Replaced when necessary
    It is recommended that fit testing be conducted before assigning a respirator to an individual. If you   
    cannot achieve a proper fit then do not enter contaminated area.
    Leave the contaminated area immediately and contact supervisor if dizziness, irritation or other 
    distress occurs.
    Do not alter, repair, wash, and abuse or misuse the respirator.
    Do not use with beards or other facial hair or conditions that prevent a good seal between the face 
    and the sealing edge of the respirator.
    The respirator can help protect the wearer’s lungs against certain airborne contaminants; however, it   
    will not prevent entry through other routes such as the skin or eyes, which would require additional 
    personal protective equipment (PPE).
    Replace the respirator when it becomes dirty, damaged, or difficult to breathe through.
    Maximum Operating Temperature: +50 degrees Celsius.
    All respirators should be used in accordance with local regulations.

2. Fitting Instructions
   Must be followed each time the respirator is worn.
   Before fitting device, ensure hands are clean.
   I.   Cup the respirator in your hand, with the nosepiece at your fingertips, allowing the headbands to        
        hang freely below your hand.(Image 1)
   II.  Position the respirator under your chin with the nosepiece up. Pull the top strap over your head  
        resting it high at the top back of your head.(Image 2)
   III. Pull the bottom strap over your head and position it around the neck below the ears. (Image 3)
   IV. Head harness must not be twisted. (Image 4)
   V.  Place your fingertips from both hands at the top of the metal nosepiece. Using two hands, mold the  
        nose area to the shape of your nose by pushing inward while moving your fingertips down both   
        sides of the nosepiece Pinching the nosepiece using one hand may result in improper fit and less 
        effective respirator performance. Use two hands. (Image 5)
   VI. Perform a User Seal Check prior to each wearing. To check the respirator-to-face seal, place both 
        hands completely over the respirator and exhale sharply. Be careful not to disturb the position of  
        the respirator. If air leaks around nose, readjust the nosepiece as described in step V.If air leaks at  
        the respirator edges, work the straps back along the sides of your head. (Image 6)
        If you CANNOT achieve a proper seal, DO NOT enter the contaminated area.

Figure 1

1. Visual inspection before use
   Inspect respirator if it’s in the original packaging, which is protected against mechanical damage   
   and contamination before use.
   Check the end of shelf time and use the respirators before the “use by” date specified on packaging.
   Inspect respirator before each use to ensure that it is in good operating condition. Examine all the   
   respirator parts for signs of damage including the two headbands, attachment points, and nose clip.  
   The respirator should be disposed of immediately upon observation of damaged or missing parts. 
   Filtering facepieces are to be inspected prior to each use to assure there are no holes in the   
   breathing zone and no damage has occurred. Immediately replace respirator if damaged.



Shelf Life and Storage
    3 years from the date of manufacture.
    Production date on box in MM/YYYY format.
    Store respirators in the original packaging, away from contaminated areas, dust, sunlight, extreme 
    temperatures, excessive moisture, and damaging chemicals.
    Store respirators against mechanical damage.
    Store in temperatures between -4°F(-20°C) and +86°F(+30°C) and not exceeding 80% RH.

4. After Use
    Dispose of used product in accordance with applicable regulations.

5. Use Limitations
    This respirator does not supply oxygen. Do not use in atmospheres containing less than 19.5% oxygen.
    Do not use when concentrations of contaminants are immediately dangerous to life and health.
    The respirator is designed for occupational/professional use by adults who are properly trained in its 
    use and limitations. The respirator is not designed to be used by children.
    Individuals with a compromised respiratory system, such as asthma or emphysema, should consult a 
    physician and complete a medical evaluation prior to use.

6. Time Use Limitation
     One shift/disposable/one-time use only
    Replace the respirator when it becomes dirty, damaged, or difficult to breathe through.
    As for any filter, service time will be limited by considerations of hygiene and increased breathing 
    resistance due to filter loading.
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Packaging of OM-P3299BA

5  PCS

Comfortable

Nonirritant

Hypoallergenic

5  PCS

Comfortable

Nonirritant

Hypoallergenic



7. Declaration of Conformity

EU DECLARATION OF CONFORMITY
We Manufacturer: Qingdao Orphila Medical Technology Co., Limited

Address: Rm0501, Futai Square No.18 Hongkong Middle Road, Qingdao, Shandong, China, 266000

Satisfies the requirement of the Council Directives:
2016/425/EU
Essential health and safety requirements Guaranteed 
and conforms with the norms: EN 149: 2001+A1: 2009

Declare that the product detailed below:
Valved Particle Filtering Half Mask
Model: OM-P3299BA
Batch No.: 202007001a

Name： Ma fangda

Function： General manager

Signature:

Module B
NOTIFIED BODY: AENOR INTERNACIONAL
NUMBER: 0099
EU TYPE EXAMINATION CERTIFICATE ISSUED: 2020-08-04

Manufacturing plant surveillance through Module D:
NOTIFIED BODY: AENOR INTERNACIONAL
NUMBER: 0099
CONFORMITY TO TYPE BASED ON QUALITY ASSURANCE OF THE PRODUCTION PROCESS
CERTIFICATE ISSUED:  XXYYZZ

Signed for and on behalf of：Qingdao Orphila Medical Technology Co., Limited
Place and date of issue: Rm0501, Futai Square No.18 Hongkong Middle Road, Qingdao, Shandong,



8. Biocompatibility Test Report (Skin sensitization &  Irritation test)

























9. Skin Irritation Test
























