LABORATORIES

Viral Penetration ASTM Method F 1671 Final Report
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Test Article:  Powder Free Nitrile Patient Examination Glove
Lot #: 030713-12-1-03
Laboratory Number: 701481
Study Received Date: 12 Jul 2013

Test Procedure(s): Standard Test Protocol (STP) Number: STP0062 Rev 12

Summary: This test method was performed to evaluate the barrier performance of protective materials
which are intended to protect against blood borne pathogen hazards. Test articles were conditioned for a
minimum of 24 hours at 21 + 5°C and 30-80% relative humidity (RH), and then tested for viral penetration
using a ®X174 bacteriophage suspension. At the conclusion of the test, the observed side of the test
article was rinsed with a sterile medium and assayed for the presence of ®X174 bacteriophage. The viral
penetration method complies with ASTM F1671. All test method acceptance criteria were met.

Number of Test Articles Tested: 3
Number of Test Articles Passed: 3
Test Article Side Tested: OQutside
Test Article Preparation:  Cut from Palm at Random
Exposure Procedure: B (Retaining Screen: Woven Polyester Mesh, with >50% Open Area)
Compatibility Ratio: 1.0

Environmental Plate Results:

Acceptable

Results:

1-3 25x10° 46x10° 1" None Seen
NegativeControl ~ 29x10°  31x10° R None'Seen - Acceptable
Positive Control 25x10° 46x10° TNTC® Yes Acceptable

 BlankControl N/A N/A <% None Seen  Acceptable

“ A value of <1 plaque forming unit (PFU)/mL is reported for assay plates showing no plaques.
®TNTC = PFU were too numerous to count.
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LABORATORIES

Zkouska pruniku virt metodou podle normy ASTM F 1671

Zavére€na zprava
Testovany vyrobek: Bezpraskové nitrilové rukavice k vy$etfovani pacientl

Vyrobni $arze: 030713-12-1-03

701481

12. Cervence 2013

Standardni protokol o zkousce (STP) &islo: STP0062 Rev 12

Cislo laboratofe:
Datum obdrzZeni studie:
Zkusebni postup:

Shrnuti: Tato zkusebni metoda byla provedena k vyhodnoceni bariérovych G¢ink( ochrannych
materiall, které jsou uréeny k ochrané proti krvi pfenasenym nebezpe¢nym patogenim. Testované
vyrobky byly uchovany po dobu minimalné 24 hodin pfi 21 + 5°C a pfi relativni vihkosti 30-80% (RH) a
nasledné byly testovany na prinik virl s vyuZitim suspenze bakteriofagu ®X174. Na konci testu byla
sledovana strana testovaného vyrobku oplachnuta sterilnim médiem a byla testovana na pfitomnost
bakteriofagu ®X174. Tato metoda mé&feni priniku viri odpovida normé ASTM F1671. Veskera kritéria
pfijatelnosti uvedena pro tuto metodu byla spinéna.

Pocet testovanych vyrobku: 3
Pocet testovanych vyrobk, které uspély: 3
Testovana strana vyrobku: Vngjsi
Priprava vzorku ke zkousce: Nahodny vyfez k oblasti dlané
Postup expozice: B (Zadrzna clona: tkana polyesterova sitka, >50% oteviené plochy)
Pomér kompatibility: 1.0
Vysledky testu environmentalniho Prijatelné
plsobeni na misce:

| Vysledky:

| Cislo Koncentrace Koncentrace po | Titr pFi Vizualni pranik | Vysledek
testovaného pred zkouskou | zkousce stanoveni zkousky
vyrobku (PFU/mL) (PFUImL) (PFU/mL)
1-3 2.5 x108 4.6x108 <12 Nepozorovan Uspésny
Negativni 2.9x108 3.1 x108 <18 Nepozorovan Prijatelny
kontrolni vzorek
Pozitivni 2.5x108 4.6x108 TNTCP Ano Prijatelny
kontrolni vzorek
Slepy kontrolni | N/A N/A <18 Nepozorovan Pfijatelny
vzorek

2 Hodnota <1 pro (PFU)/mL /( plague forming unit) je uvedena pro testovaci misky, ve kterych
nebyl plak nalezen

bTNTC = piili§ vysoky pocet PFU, ktery nebylo mozné spocitat

Podpis necitelny

Technicka kontrola

Podpis necitelny

Vedouci studie

26. ¢ervence 2013

Maura Houdeshel, B.S. Datum dokonéeni studie
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CERTIFICATE OF TRANSLATION
| hereby certify that | have translated the attached document from Czech to English
to the best of my knowledge and ability.

Barbora Tognerova, English language certified translator-interpreter, authorized by
the Regional Court (Krajsky soud) in Ceské Budéjovice 25 November, 1992 under
the Ref. No. Spr. 2061/92, T-186.

The translation is recorded in the Book of Translations under the No.

Date:

Jako soudni tlumognik z jazyka anglického, jmenovany Krajskym soudem v Ceskych
Budé&jovicich dne 25. listopadu 1992 pod €. jedn. Spr. 2061/92, T-186, osvédcuji, ze
tento dokument je doslovnym pfekladem anglického textu v pfipojeném
dokumentu. _

Pieklad je zaznamenan v tlumo¢nickém deniku pod pof. Cislem AZ 72

Dne: o i 4 AT ITA
o Barbora Tos$nerova







