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8. listopadu 2018

Ve spolec¢nosti Halyard se snaZzime neustale vylepSovat kvalitu zdravotnickych produktl a sluZzeb nabizenych
na trhu. Usilujeme o to, abychom dodavali $pickové klinické vyrobky zarucujici mimoradnou kvalitu sluzeb
pro lepsi pohodu téch, jichZ se kazdy den dotykame. 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 STERLING* Nitrile. V USA vyZaduje Ufad pro kontrolu potravin a
|éCiv (Food and Drug Administration, FDA) u lékafskych vySetfovacich rukavic, jeZ se maji pouzivat

s chemoterapeutiky, pfedlozeni a schvdleni oznameni pfed uvedenim vyrobku na trh a dale vyzaduje, aby
takové rukavice byly opatfeny oznacenim jednotlivych 1€k, pro néz byly testovany, a to véetné specifikace
doby prlniku. Oznaceni oballl vysetfovacich rukavic Halyard prodavanych v USA splfiuje tento poZadavek
tykajici se oznacovani.

| kdyz testy na dalSi chemoterapeutika a chemické latky nejsou vyzadovany, 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 EN374-1 (v relevantnich pfipadech), ASTM D6978 (chemoterapeutika) a ASTM F739
(chemické latky). Tyto informace jsou uréeny pro vasi informaci a jejich cilem neni nijak rozsifovat urcené
pouZiti nadich vyrobkd nad ramec toho, co bylo schvaleno Ufadem pro kontrolu potravin a Ié¢iv nebo co
odpovida poZzadavkim certifikace CE a evropskych norem vztahujicich se k bezpecnosti a fungovani.

S pripadnymi dotazy se muzZete obratit na vaseho kvalifikovaného obchodniho zastupce spolec¢nosti
Halyard, ktery vdm poskytne dalsi informace.

Rukavice Halyard byly testovany akreditovanymi nezavislymi laboratofemi: Akron Rubber & Development Lab (USA), Centexbel
(Belgie)
* Registrované ochranné zndmky nebo ochranné znamky spole¢nosti O&M Halyard nebo iejich pfidruzenych spole¢nosti
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Informace o testech chemoterapeutik — testy priniku dle normy ASTM D6978

Testovana chemoterapeutika Doba prun_lku (v m |.nutach)
Sterling* Nitrile
Oxid arsenity (1 mg/ml) >240
Azacytidin (25 mg/ml) >240
Bendamustin (5 mg/ml) >240
Bortezomib (1 mg/ml) >240
Bleomycin sulfat (15 mg/ml) >240
Busulfan (6 mg/ml) >240
Carboplatin (10 mg/ml) >240
Carfilzomib (10 mg/ml) >240
Carmustin (3.3 mg/ml) Nepouzivat
Cetuximab (Erbitux) (2 mg/ml) >240
Cyklofosfamid(20 mg/ml) >240
Cytarabin HCL (100 mg/ml) >240
Dakarbazin (10 mg/ml) >240
Decitabin (5 mg/ml) >240
Docetaxel (10 mg/ml) >240
Doxorubicin HCL (2 mg/ml) >240
Ellence (2 mg/ml) >240
Eribulin mesylat (0.5 mg/ml) >240
Etoposid (20 mg/ml) >240
Fludarabin (25 mg/ml) >240
Fluorouracil (50 mg/ml) >240
Fulvestrant (50 mg/ml) >240
Gemcitabin (38 mg/ml) >240
Idarubicin (1 mg/ml) >240
Ifosfamid (50 mg/ml) >240
Irinotecan (20 mg/ml) >240
Mechlorethamin HCL (1 mg/ml) >240
Melfalan (5 mg/ml) >240
Methotrexat (25 mg/ml) >240
Mitomycin (0.5 mg/ml) >240
Oxaliplatin (2 mg/ml) >240
Paraplatin (10 mg/ml) >240
Pemetrexed (25 mg/ml) >240
Pertuzumab (30 mg/ml) >240
Rituximab (10 mg/ml) >240
Temsirolimus (25 mg/ml) >240
ThioTEPA (10 mg/ml) Nepouzivat
Topotecan HCL (1 mg/ml) >240
Trastuzumab (21 mg/ml) >240

Rukavice Halyard byly testovany akreditovanymi nezavislymi laboratofemi: Akron Rubber & Development Lab (USA), Centexbel
(Belgie)
* Registrované ochranné zndmky nebo ochranné znamky spole¢nosti O&M Halyard nebo iejich pfidruzenych spole¢nosti
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Testovana chemoterapeutika Doba prun_lku (v rm.nutach)
Sterling* Nitrile
Trisenox (1 mg/ml) >240
Vinblastin (1 mg/ml) >240
Vinkristin sulfat (1 mg/ml) >240
Vinorelbin (10 mg/ml) >240
Kyselina zoledronova (0,8 mg/ml) >240

Informace o testech chemickych latek - ASTM F739/EN374-1(v relevantnich pfipadech)

Doba prtiniku (v minutach)

Testované chemické latky Rve’gistraém' Sterling* Nitrile
Cislo CAS
Tampdny pro odstrafiovani lepici pasky 37,3
Bouinova fixacni tekutina s alkoholem 42,0
Eosin s alkoholem 8,0
Bélidlo 7681-9 > 480
Bouinova fixacni tekutina > 480
Fixacni tekutina B-Plus > 480
Fixacni tekutina CarNoy 0
Cidex 14denni > 480
Cidex OPA 86,7
Odvdépriovac | > 480
EM Fixative > 480
Barvivo Eosin 42,0
Ethidium bromid (1%) >480
Ethylalkohol (95%) 64-17-5 8,0
Formalin (testovdno na formaldehyd) 20,0
Formalin (testovano na reagencni alkohol) 16,0
Formalin, 10% bufferovany (testovdno na 50-00-0 > 480
formaldehyd)
Formalin, 10% bufferovany (testovdno na 50-00-0 > 480
metanol)
Roztok Giemsova barviva 19,3
Haematoxylin (Harris(v roztok) 180,0
Kyselina chlorovodikova, 30% > 480
Kyselina chlorovodikovd, 35,5% 7647-01-0 91,0
Peroxid vodiku, 3% 7722-84-1 > 480
Izopropylalkohol, 70% 67-63-0 30,9
Metanol 67-56-1 8,0
Metylmetakrylat (kostni cement) 80-62-6 0
MonselQv roztok 1310-45-8 > 480
OxyCide koncentrat 40,0
OxyCide pfipraveny k pouZiti > 480
Rukavice Halyard byly testovany akreditovanymi nezavislymi laboratofemi: Akron Rubber & Development Lab (USA), Centexbel
(Belgie)

* Registrované ochranné zndmky nebo ochranné znamky spole¢nosti O&M Halyard nebo iejich pfidruzenych spole¢nosti
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] o Registraéni Doba priniku (v minutéch)

Testované chemické latky Eielo CAS Sterling* Nitrile
Kryci prouzek Permaslip Mounting Medium & 0
Liquid
Rychly odvapnovac kosti > 480
Reagencni alkohol 64-17-5 10.7
Resert XL HLD 13.3
Hydroxid sodny (40%) 1310-73-2 > 480
Kyselina sirova (50%) 7664-93-9 > 480
Kyselina trichloroctova (10%) 76-03-9 > 480
Xylen (99%) 1330-20-7 0
Aceton 67-64-1 <5
Ethylacetat 141-78-6 <5
n-Heptan 142-85-5 > 480
Kyselina sirova (96%) 7664-93-9 <5
Kyselina dusi¢na (65%) 7697-37-2 <5
Kyselina octova (99%) 64-19-7 <5
Hydroxid amonny (25%) 1336-21-6 7
Peroxid vodiku (30%) 7722-84-1 24
Formaldehyd (37%) 50-00-0 > 480

Rukavice Halyard byly testovany akreditovanymi nezavislymi laboratofemi: Akron Rubber & Development Lab (USA), Centexbel
(Belgie)
* Registrované ochranné zndmky nebo ochranné znamky spole¢nosti O&M Halyard nebo iejich pfidruzenych spole¢nosti
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November 08, 2018

At 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 STERLING* 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 EN374-1 (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
European Norms.

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), Centexbel (Belgium)
*Registered Trademarks or Trademarks of O&M Halyard or its affiliates
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Chemotherapy Testing Information - Permeation testing per ASTM D6978

Breakthrough time
Chemotherapy Drugs Tested (minutes) Sterling* Nitrile
Aresenic Trioxide (1 mg/ml) >240
Azacitidine (25 mg/ml) >240
Bendamustine (5 mg/ml) >240
Bortezomib (1 mg/ml) >240
Bleomycin sulfate (15 mg/ml) >240
Busulfan (6 mg/ml) >240
Carboplatin (10 mg/ml) >240
Carfilzomib (10 mg/ml) >240
Carmustine (3.3 mg/ml) do not use
Cetuximab (Erbitux) (2 mg/ml) >240
Cyclophosphamide(20 mg/ml) >240
Cytarabine HCL (100 mg/ml) >240
Dacarbazine (10 mg/ml) >240
Decitabine (5 mg/ml) >240
Docetaxel (10 mg/ml) >240
Doxorubicin HCL (2 mg/ml) >240
Ellence (2 mg/ml) >240
Eribulin Mesylate (0.5 mg/ml) >240
Etoposide (20 mg/ml) >240
Fludarabine (25 mg/ml) >240
Fluorouracil (50 mg/ml) >240
Fulvestrant (50 mg/ml) >240
Gemcitabine (38 mg/ml) >240
Idarubicin (1 mg/ml) >240
Ifosfamide (50 mg/ml) >240
Irinotecan (20 mg/ml) >240
Mechlorethamine HCL (1 mg/ml) >240
Melphalan (5 mg/ml) >240
Methotrexate (25 mg/ml) >240
Mitomycin (0.5 mg/ml) >240
Oxaliplatin (2 mg/ml) >240
Paraplatin (10 mg/ml) >240
Pemetrexed (25 mg/ml) >240
Pertuzumab (30 mg/ml) >240
Rituximab (10 mg/ml) >240
Temsirolimus (25 mg/ml) >240
ThioTEPA (10 mg/ml) do not use
Topotecan HCL (1 mg/ml) >240
Trastuzumab (21 mg/ml) >240

Halyard gloves are tested by accredited independent laboratories: Akron Rubber & Development Lab (US), Centexbel (Belgium)
*Registered Trademarks or Trademarks of O&M Halyard or its affiliates
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Breakthrough time
Chemotherapy Drugs Tested (minutes) Sterling* Nitrile
Trisenox (1 mg/ml) >240
Vinblastine (1 mg/ml) >240
Vincrinstine Sulfate (1 mg/ml) >240
Vinorelbine (10 mg/ml) >240
Zoledronic Acid (0.8 mg/ml) >240

Chemical Testing Information- ASTM F739/EN374-1(where applicable)

. Breakthrough time

Chemicals Tested CAS# (minutes) Sterling* Nitrile
Adhesive Tape Remover Pads 37.3
Alcoholic Bouin’s Fixative 42.0
Alcoholic Eosin 8.0
Bleach 7681-9 > 480
Bouin’s Fixative > 480
B-Plus Fixative > 480
CarNoy’s Fluid 0
Cidex 14-Day > 480
Cidex OPA 86.7
Decalcifier | > 480
EM Fixative > 480
Eosin Stain 42.0
Ethidium Bromide (1%) >480
Ethyl Alcohol (95%) 64-17-5 8.0
Formalin Alcohol (tested for Formaldehyde) 20.0
Formalin Alcohol (tested for Reagent Alcohol) 16.0
Formalin, 10% Buffered (tested for 50-00-0 > 480
Formaldehyde)
Formalin, 10% Buffered (tested for Methanol) 50-00-0 > 480
Giemsa Stain Solution 19.3
Haematoxylin Stain (Harris Solution) 180.0
Hydrochloric Acid, 30% > 480
Hydrochloric Acid, 35.5% 7647-01-0 91.0
Hydrogen Peroxide, 3% 7722-84-1 > 480
Isopropyl Alcohol, 70% 67-63-0 30.9
Methanol 67-56-1 8.0
Methyl Methacrylate (Bone Cement) 80-62-6 0
Monsel’s Solution 1310-45-8 > 480
OxyCide Concentrate 40.0
OxyCide Ready to Use > 480

Halyard gloves are tested by accredited independent laboratories: Akron Rubber & Development Lab (US), Centexbel (Belgium)

*Registered Trademarks or Trademarks of O&M Halyard or its affiliates
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. Breakthrough time

Chemicals Tested CASH (minutes) SterI?ng* Nitrile
Permaslip Mounting Medium & Liquid Cover Slip 0
Rapid Bone Decalcifier > 480
Reagent Alcohol 64-17-5 10.7
Resert XL HLD 13.3
Sodium Hydroxide (40%) 1310-73-2 > 480
Sulfuric Acid (50%) 7664-93-9 > 480
Trichloroacetic Acid, (10%) 76-03-9 > 480
Xylene, (99%) 1330-20-7 0
Acetone 67-64-1 <5
Ethyl Acetate 141-78-6 <5
n-Heptane 142-85-5 > 480
Sulphuric Acid (96%) 7664-93-9 <5
Nitric acid (65%) 7697-37-2 <5
Acetic acid (99%) 64-19-7 <5
Ammonium Hydroxide (25%) 1336-21-6 7
Hydrogen Peroxide (30%) 7722-84-1 24
Formaldehyde (37%) 50-00-0 > 480

Halyard gloves are tested by accredited independent laboratories: Akron Rubber & Development Lab (US), Centexbel (Belgium)

*Registered Trademarks or Trademarks of O&M Halyard or its affiliates
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