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Test Conducted:

455-3 al i ANt al)s esting for biological evaluation
Clause Tnst Catugnryr TEST RESULT
4.1 General — sensitization (Maximization method) PASS
‘ ISEE RESULT PAGE)
4.3 Endotoxing PASS
(SEE BRESULT PAGE)
(SEE RESLILT PAGE)
4.5 Protain, Total leachable
A,
4.6 Laballing NE

REMARK: MNA = Not Applicable NG = Not conducted as per client’s request
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Test Result Page:

Attachment 1: Test for irritation (Animal skin irritation test)

SUMMARY

The animal skin iritation test of the test article, Mitrile Glove, was conducted to assess the potential
af the material to produce iritation. Thig study was conducted based on the requiremeants of the
Infernational Organization for Standardization IS0 10993-10: 2010: Biological Evaluation of Medical
Devices - Part 10: Tests for irritation and skin sensitization. 150 10993-12; 2012: Biological
evaluation of medical devices Part 12 Sample preparation and reference materials.

The test article was extracted in 0.9% sodim chloride injection (SC) and cottan seed oil (CS0).
Each extract and corresponding reagent control was contacted on animal skin directly. Observations
for erythema and edema were conducted at 24, 48 and 72 hours after contact.

Under the conditions of this study, there was no evidence of significant irritation from the test aricle
to rabbits, The response category for the extracts of the test article was negligible.

MATERIALS

The test article provided by the sponsor was identified and handlaed as follkaws:

Test Article: Hitrile Glove

Starilization Status: Mar-sterile

Storage Conditions; Room temperature

Extraction Vehicle: 0.9% sodium chioride injection (SC)
Cotton seed oil (C50)

Test Article Preparation: According the requirement of the sponsar, he test
articles were sterilized by ethylene oxide two weeks
before the treatment.

Bazed on the 150 10993-12:2012, the ratio of 6cm®:1 mi
(Surface area of the tesl sample o volume of exiraction
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Reagent Contraol;

Condition of axiracis:
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vehicle), 90cm® of the test articles ware coverad with
15ml of extraction vehicle under aseptic conditions for

preparing the 5C and CS0 test extract at 37 °C for 72h

respectively, The extracts were used after extraction.
The extraction vehicles {without test article) were
similarly prepared 1o sarva as (he reagent contral,
All the extract of the test and controls were claar,

In addition, aceording 1501099310 requirement, 10% Sodium Dodecyl Sulfale as a positive control
was used praviously for ancther study (2018.12.24~2018.12.28). Complete data iz traceabla in

labaratory reconds,

METHODS

Test System:
Species:

Strain:

Source:

Sex:

Body weight range:
A

Number of animals:

Husbandry,

Faood:

Housing:

Rabhbit
Mew Zealand White
SHANGHAI SOMNGLIAN LAE AMNIMAL-FIELD

tale

2.4 kg~ 2.5kg
Young adult
Six

Conditions conformed to "Laboratory animal-
Reguirements of anvirenment and houging facilities",
Diet was provided from Shanghai Pu Lu Teng Bislogical
Technology Co., Lid,

Healthy animals were acclimatized to the laboratory
conditions for 7 days before the treatment. and then

they were individually housed in stainless steel
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suspended cages identified by a card indicating the
Identification Mo of the test article and first treatmeant

date,
Environmental: The room temperature and humidity was monitored daily.

The room temperature range was from 20°C to 26°C. The

room humidity range was fram 50% to 707

Personnel : Associates involved were appropriately qualified and
trained.
Selaction: Only healthy, previously unused rabbils were selected.

¥perimental P
O the day before the test, the rabbits were closely clipped the fur on the backs of the animals, and
both sides of the spinal for application and observation of all test sites, approximately 10 cm x15 cm.
A 25 mmx=25 mm section of absorbent gauze patch was saturated with freshly prepared the extract,
and then was applied 1o the test sites. The extract of test article and the reagent control wers direcily

applied to the region as ilustrated below,
Cramal

¢

The SC or CSO extract of test article —-—j [ SC or CSO Contriol

SC or CSO control ] |:_._ The 8C or CSCxextract of test article

f.‘a.mla.l

The application sites were coverad with & gauze palch and then the application sites were wrapped
with a semi-occlusive bandage for 24 h. At the end of the contact time, the dressings were removed.
A natural lighting was used to visualize the skin reactions, The skin reactions for erythema and cedema
were described and scored at 1. 24, 48 and 72 hours.

The tissue reaction for enythama and oedema were graded according to the classification system givan

below for each site and at each time observed, and the results were recorged.
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Primary
Reaction Irritation
Score
‘Erythema and eschar formation . 5 : wea i i
Mo erythama 0
Wery slight erythama (barely perceptible) 1
Well-defined erythema 2
Moderate erythema 3
Severe erythema (beet-redness) to eschar formation preventing grading of erythema 4
Dedema formation
Mo cegama 0
Wery slight oedema (barely perceptible) 1
Well-defined cedema (edges of area well-define by definite raising) 2
Moderate oedema (raised approximately 1 mm)
Severa oedema {raised more than 1mm and extending bayond exposura area) 4

Only the 24, 48 and 72hours cheervalions were used for calculation. For each animal, the score both
arythema and oedema at each time point were added together separately for each test article and the

negative control, The primary irritation score for an animal was calculated by dividing the sum of all the

scores by 6 (2 test sites x 3 time points). All the pimary iritation scores of individual animals werna

added and divided by the number of animals, and than the primary irritation scores for each test article
were oblained. A similar calculation was made with the negative control. The primary irrifation index
was obtained by subfracting the score of the negative control from the test article score and the

response categories were given as below,

hMean score
Oto 0.4
0.5t0 1.9
2to4.9
SioB

Hesponse category

Megligible

SHight
Moderate
Severa
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RESULTS

All animals appeared clinically normal throughout the study. All sites of the lest extract and the
reagent control appeared narmal following removal the pﬂlnhas lha scare of the test extract and the
reagent control all were 0.

The Pﬂmar'_n.r Irritation Index (FIl) of the test article was all 0.0.

CONCLUSION :
Under the conditions of this study, there was no evidence of significant irritation from the test article to
rabbits. The response category for the axtracts of the 1est article was negligible. '
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PHOTOGRAPH OF THE TEST ARTICLE
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The following test was performed by 5G5S other internal laboratory

BS EN 455-3-2015 Medical gloves for single use—Part 3: Requirements and testing for biolagical
evaluation

 Numberoftestsample o |:|SPieces . 0 o LD, 3
Finishas of gloves : | Powderad- fra& gl:wea, nlhar lhan surgenn & gloves
Defects observed before testing ;| Mo defects
' Test Result : | Pass
Clausea Test llems Besult Mate
4.4 Powder-free gloves Pass #1
Motes 1 Test according to EN IS0 21171:2006, the average mass of powder

per glove was 0.06mg.

Remark:

1. Since the data and / or information above division line of front page is provided by the applicant,
the relevant results or conclusions of this report are only made for these data and / or
information, SGS iz not responsible for the authenticity, integrity and results of the data and
information and ¢ or the validity of the conclusion. Testing resulis only apply to the sample as
received.

2. The declaration of confarmity is anly based on tha aclual valua of labaratory activity,
measurement uncertainty of the results not take into account.
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Samph Phl:ttl:l

SGS authenticale the phole on original report anly

““*End of Repart"*
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