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Ve O&M spolecnosti Halyard se snazime neustdle vylepSovat kvalitu zdravotnickych produktt a sluzeb
nabizenych na trhu. Usilujeme o to, abychom dodavali Spickové klinické vyrobky zarucujici mimoradnou
kvalitu sluzeb pro lepsi pohodu téch, jichZ se kazdy den dotykdme. V souladu s touto vizi chceme
informovat nase zakazniky o dalSich testech na chemické latky a chemoterapeutika, jez byly provedeny na
nasich bezpudrovych vysetfovacich rukavicich SKYBREEZE*. VV USA vyZaduje UFad pro kontrolu potravin

a léciv (Food and Drug Administration, FDA) u lékarskych vysSetfovacich rukavic, jez se maji pouzivat

s chemoterapeutiky, predloZeni a schvaleni ozndmeni pfed uvedenim vyrobku na trh a dale vyzaduje, aby
takové rukavice byly opatfeny oznacenim jednotlivych Iék(, pro néz byly testovany, a to véetné specifikace
doby priniku. Oznaceni oballl vySetfovacich rukavic Halyard prodavanych v USA splfiuje tento poZadavek
tykajici se oznacovani.

| kdyZ testy na dal$i chemoterapeutika a chemické latky nejsou vyZzadovany, je spole¢nost Halyard
presvédcena, Ze ¢im informovanéjsi nasi zakaznici budou, tim Iépe budou schopni pochopit, jak spravné
pouzivat nase vyrobky. Testy nize uvedenych chemoterapeutik a chemickych latek byly provedeny

v souladu s normami EN 374-1 (v relevantnich pripadech EN 16523), ASTM D6978 (chemoterapeutika)

a ASTM F739 (chemické latky). Tyto informace jsou urceny pro vasi informaci a jejich cilem neni nijak
rozsifovat uréené poufziti naich vyrobk(i nad ramec toho, co bylo schvéleno Ufadem pro kontrolu potravin
a léciv nebo co odpovida pozadavkim certifikace CE a harmonizovanych evropskych norem vztahujicich se
k bezpecnosti a fungovani.

S pfipadnymi dotazy se mlZete obratit na vaseho kvalifikovaného obchodniho zastupce spolecnosti
Halyard, ktery vam poskytne dalsi informace.

Rukavice Halyard byly testovany akreditovanymi nezavislymi laboratoremi: Akron Rubber & Development Lab (USA), SGS, TUV
*Registrované ochranné znamky nebo ochranné zndmky spole¢nosti O&M Halyard nebo jejich pridruzenych spolecnostie 2023
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Informace o testech chemoterapeutik — testy praniku dle normy ASTM D6978-05

Testovana chemoterapeutika

Doba priiniku (v minutach)
Nitrilové rukavice SKYBREEZE"

Cisplatina (1,0 mg/ml)

Doba prliniku > 240 min.

Cyklofosfamid (20 mg/ml)

Doba prliniku > 240 min.

Dakarbazin (10 mg/ml)

Doba prliniku > 240 min.

Doxorubicin HCL (2 mg/ml)

Doba prliniku > 240 min.

Etoposid (20 mg/ml)

Doba prliniku > 240 min.

5-Fluorouracil (50 mg/ml)

Doba prliniku > 240 min.

Methotrexat (25 mg/ml)

Doba prliniku > 240 min.

Mitomycin C (0,5 mg/ml)

Doba prliniku > 240 min.

Paclitaxel (6 mg/ml)

Doba priniku > 240 min.

Vinkristin sulfat (1 mg/ml)

Doba priniku > 240 min.

Carmustin (3,3 mg/ml)

Nepouzivat

ThioTEPA (10 mg/ml)

Nepouiivat

Informace o testu na chemické latky - ASTM F739/EN 16523-1 (je-li relevantni)

Doba prtiniku
Testované chemické latky Registracni Testovaci (v minutach)
Cislo CAS metoda Nitril
Aceton 67-64-1 EN 374-3 <1
Akrylamid (40%) 79-06-1 ASTM F739 33,3
CaviCide ASTM F739 <10
Chlorhexidin glukonat (4%) 18472-51-0 ASTM F739 > 480
Cidex OPA ASTM F739 6,7
Kyselina citronova 77-92-9 EN 374-3 > 480
Ethylacetat 141-78-6 EN 374-3 <1
Ethanol (70%) 64-17-5 EN 16523-1 11
Formallln, 10% bufferovany 50-00-0 ASTM F739 > 480
(testovano na formaldehyd)
Gluteraldehyd 50% 111-30-80 ASTM F739 20
Hexan 110-54-3 EN 374-3 7
Kyselina chlorovodikova, 37% 7647-01-0 ASTM F739 > 40
Peroxid vodiku, 30% 7722-84-1 EN 16523-1 39
Izopropylalkohol, 70% 67-63-0 ASTM F739 8,0
Metanol 67-56-1 EN 374-3 <1
MetriCide 14denni ASTM F739 30
OxyCide koncentrat ASTM F739 6,7
Cistici prostfedek obsahujici kvartérni ASTM F739 > 480
amoniové slouceniny

Rukavice Halyard byly testovany akreditovanymi nezavislymi laboratoremi: Akron Rubber & Development Lab (USA), SGS, TUV
*Registrované ochranné znamky nebo ochranné zndmky spole¢nosti O&M Halyard nebo jejich pridruzenych spolecnostie 2023
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Doba priiniku (v
Testované chemickeé latky Registracni Testovaci minutach)

Cislo CAS metoda Nitril
Roztok jednoho enzymu ASTM F739 160
Hydroxid sodny (40%) 1310-73-2 EN 16523-1 > 480
Hydroxid sodny (50%) 1310-73-2 ASTM F739 > 480
Chlornan sodny (10-13%) 7681-52-9 ASTM F739 > 480
Kyselina sirova (50%) 7664-93-9 ASTM F739 > 480
Kyselina sirova (96%) 7664-93-9 EN 374-3 3
n-Heptan 142-85-5 EN 16523-1 13
Kyselina octova (99%) 64-19-7 ASTM F739 0
Hydroxid amonny (30%) 1336-21-6 ASTM F739 <6
Peroxid vodiku (30%) 7722-84-1 EN 16523-1 > 30
Formaldehyd (37%) 50-00-0 EN 16523-1 > 60
Kostni cement ASTM F739-20 Propustné — nepouzivat
N-propanol (= 99,5%) 71-23-8 ASTM F739-20 23,4

Rukavice Halyard byly testovany akreditovanymi nezavislymi laboratoremi: Akron Rubber & Development Lab (USA), SGS, TUV
*Registrované ochranné znamky nebo ochranné zndmky spole¢nosti O&M Halyard nebo jejich pridruzenych spolecnostie 2023
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Friday, October 06, 2023

At O&M Halyard, we seek to constantly improve upon the quality of healthcare products and services
available in the marketplace. We strive to deliver clinically-superior products with remarkable service to
improve the wellbeing of the people we touch every day. In accordance with this vision, we want to inform
our customers of additional chemical and chemotherapy drug testing performed on our SKYBREEZE* Nitrile
Powder-Free Exam Gloves. In the US, the Food and Drug Administration requires submission and clearance
of a premarket notification for medical exam gloves that are intended for use with chemotherapy drugs and
requires glove products to be labeled with drugs tested and breakthrough times. Package labeling for
Halyard exam gloves sold in the US meet this labeling requirement.

Although additional chemotherapy drug and chemical testing is not required, Halyard believes the more
informed our customers are, the better they will be able to understand the appropriate use of our
products. The following chemotherapy drugs and chemicals have been tested according to EN 374-1 ( EN
16523 where applicable), ASTM D6978 (chemotherapy drugs) and ASTM F739 (chemicals). This data is
provided for your information but is not intended to expand the intended use of the products beyond the
scope of what has been cleared by the FDA or covered by the safety and performance requirements of the
CE certification and the European harmonized standards.

If you have any questions, please do not hesitate to contact your Halyard qualified sales representative for
more information.

Halyard gloves are tested by accredited independent laboratories: Akron Rubber & Development Lab (US), SGS, TUV
*Registered Trademarks or Trademarks of O&M Halyard or its affiliates® 2023
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Chemotherapy Testing Information - Permeation testing per ASTM D6978-05

Chemotherapy Drugs Tested

Breakthrough time
(minutes) SKYBREEZE* Nitrile

Cisplatin (1.0 mg/ml)

No breakthrough up to 240 min

Cyclophosphamide(20 mg/ml)

No breakthrough up to 240 min

Dacarbazine (10 mg/ml)

No breakthrough up to 240 min

Doxorubicin HCL (2 mg/ml)

No breakthrough up to 240 min

Etoposide (20 mg/ml)

No breakthrough up to 240 min

5-Fluorouracil (50 mg/ml)

No breakthrough up to 240 min

Methotrexate (25 mg/ml)

No breakthrough up to 240 min

Mitcomycin C (0.5 mg/ml)

No breakthrough up to 240 min

Paclitaxel (6 mg/ml)

No breakthrough up to 240 min

Vincrinstine Sulfate (1 mg/ml)

No breakthrough up to 240 min

Carmustine (3.3 mg/ml)

Do not use

ThioTEPA (10 mg/ml)

Do not use

Chemical Testing Information- ASTM F739/EN 16523-1 (where applicable)

Breakthrough time
Chemicals Tested CAS # Test Method (minutes) SKYBREEZE*

Nitrile
Acetone 67-64-1 EN 374-3 <1
Acrylamide (40%) 79-06-1 ASTM F739 33.3
CaviCide ASTM F739 <10
Chlorhexidine digluconate (4%) 18472-51-0 ASTM F739 > 480
Cidex OPA ASTM F739 6.7
Citric acid 77-92-9 EN 374-3 >480
Ethyl Acetate 141-78-6 EN 374-3 <1
Ethanol (70%) 64-17-5 EN 16523-1 11
Formalin, 10% Buffered (tested for 50-00-0 ASTM E739 5 480
Formaldehyde)
Gluteraldehyde 50% 111-30-80 ASTM F739 20
Hexane 110-54-3 EN 374-3 7
Hydrochloric Acid, 37% 7647-01-0 ASTM F739 > 40
Hydrogen Peroxide, 30% 7722-84-1 EN 16523-1 39
Isopropyl Alcohol, 70% 67-63-0 ASTM F739 8.0
Methanol 67-56-1 EN 374-3 <1
MetriCide 14-Day ASTM F739 30
OxyCide Concentrate ASTM F739 6.7
Quaternary Cleaner ASTM F739 > 480

Halyard gloves are tested by accredited independent laboratories: Akron Rubber & Development Lab (US), SGS, TUV
*Registered Trademarks or Trademarks of O&M Halyard or its affiliates® 2023
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Breakthrough time
Chemicals Tested CAS # Test Method (minutes) SKYBREEZE*
Nitrile
Single Enzyme Solution ASTM F739 160
Sodium Hydroxide (40%) 1310-73-2 EN 16523-1 > 480
Sodium Hydroxide (50%) 1310-73-2 ASTM F739 > 480
Sodium Hypochlorite (10-13%) 7681-52-9 ASTM F739 > 480
Sulfuric Acid (50%) 7664-93-9 ASTM F739 > 480
Sulfuric Acid (96%) 7664-93-9 EN 374-3 3
n-Heptane 142-85-5 EN 16523-1 13
Acetic acid (99%) 64-19-7 ASTM F739 0
Ammonium Hydroxide (30%) 1336-21-6 ASTM F739 <6
Hydrogen Peroxide (30%) 7722-84-1 EN 16523-1 >30
Formaldehyde (37%) 50-00-0 EN 16523-1 > 60
Bone Cement ASTM F739-20 Permeated — Do not use
N-Propanol (> 99.5%) 71-23-8 ASTM F739-20 23.4

Halyard gloves are tested by accredited independent laboratories: Akron Rubber & Development Lab (US), SGS, TUV
*Registered Trademarks or Trademarks of O&M Halyard or its affiliates® 2023
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