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Kombinezon ochronny
wykonany jest z tkaniny
laminowanej o gramaturze 70
g/m?. Warstwa zewnetrzna
pokryta jest folig
polietylenowa, natomiast
warstwa wewnetrzna pokryta
jest wtoknem
polipropylenowym
posiadajacym odpornosé na
przenikanie czynnikéw
zakaznych

Kombinezon ochronny wykonany zostat z lekkiego, oddychajacego i niskopylacego materiatu.
Wyposazony w zamek btyskawiczny dla dodatkowego komfortu. Elastyczny pas, nogawki i

nadgarstki zapewniaja swobode ruchow.

Whasciwosci i wykonanie:

- lekki i bardzo wytrzymaty, obszerny krgj,

- przepuszczalny dla powietrza i pary wodnej,

- wszystkie szwy szczelne,

- gtadki i niezwilzany,

- antyelektrostatyczny,

- niepylacy,

- odporny na przebijanie, rozdzieranie, pyty widkna i natrysk chemikaliow,

- zdolnos¢ zatrzymywania pytéw pomiedzy 1,0 a 5,0 nanometra wynosi 99,9%
- zapewnia ochrone biologiczng

- gumka w talii zapewniajaca optymalne dopasowanie kombinezonu do ciata
- elastyczne petelki na kciuki,

- $ciggacze na rekawach, nogawkach i kapturze

- samoprzylepna ostona zamka blyskawicznego

- przyklejana ostona podbrodka

Spetnia nastepujgce wymagania:

o rekawy z elastyczng silikonowg tasémag zabezpieczajaca,

o wykonany z materiatu minimum 1 klasy palnosci,

» wykonany z barierowej wtokniny polipropylenowej, bez zawartosci lateksu, polietylenu
i celulozy do procedur wysokiego ryzyka,

» szwy, potgczenia trwate i rozdzielne ptaskie,

e zamek btyskawiczny kryty listwa,

e pakowany w indywidualne opakowanie

¢« oznakowany znakiem CE.

kombinezon ochronny typ 5 wg klasyfikacji zgodnie z normg EN 14605: 2005+A1:2009
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Testing report

Applicant:* Zhejiang Huafu Medical Equipment Co.,Ltd.

Contacts:* /

Address:* 688 Xinxing 1st Rd., Pinghu, Jiaxing, Zhejiang Province, 314200 China
Sample Description:* Portective clothing

Style No.:* 175

Application Date: 2020.03.23

Report Date: 2020.04.03

-The contents with “*" is provided by the client .

Test Conclusion: The sample has been tested and the tested items meet the requirements of BS EN
14126:2003/AC:2004

Authorized signature: \/l ng‘p‘wy\g,

The report can’ t be reproduced partly, except in full. And the results shown here refer only to the sample(s) tested unless

otherwise stated.
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EN 14126:2003/AC:2004

Clause Requirement + Test Result - Verdict
Remark

4 Reguirements

41 Materials requirements

4.1.1 General

If the care instructions indicate that the clothing can be cleaned and reprocessed
at least five times, protectiveclothing materials shall be submitted to five cleaning
and reprocessing cycles according to the manufacturer’s care instructions before

testing.

If the care instructions specify a lower number of cleaning/reprocessing cycles, P
then materials shall be submitted to the number of cleaning/reprocessing cycles

indicated.

Unless otherwise stated in the relevant test procedure, the specimens shall be P
conditioned for at least 24 h inan atmosphere of (20 + 2) °C and (65 +5) %
relative humidity before testing. Tests shall be carried out in thesame

atmosphere or within 5 min of removingthe sample from the conditioning

atmosphere.

4.1.2 Mechanical and flammability requirements

The materials shall be tested and classified in accordance with the test methods
and performance classification system specified in the relevant clauses of prEN
14325.

4.1.3 Chemical requirements If protection against chemicals is claimed, the materials P
shall be tested and classified in accordance with thetest methods and
performance classification system specified in the relevant clauses of prEN 14325.

414 Performance requirements against penetration by infective agents
4.1.4.1 | Resistance to penetration by contaminated liquids under hydrostatic pressure Class 2
When tested in accordance with ISO/FDIS 16603 and 1.75 kpa

ISO/FDIS 16604 the material shall be classified according to the levels of
performance given in Table 1, as obtained in the bacteriophage test (ISO/FDIS
16604).

Table 1 —Classification of resistance to penetration

by contaminated liquids under hydrostatic

pressure (ISO/FDIS 16604)
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Class Hydrostatic pressure at which the

material passes the test
20 kPa

14 kPa
7 kPa
3,5 kPa
1,75 kPa
0 kPa?

=N IW RO

¢ this means that the material is only exposed to the
hydrostatic pressure of the liquid in the test cell

4.1.4.2 | Resistance to penetration by infective agents due to P

mechanical contact with substances
containing contaminated liquids.
When tested in accordance with Annex A the material shall be classified P

according to the levels of performance given in Table 2.
Table 2 —Classification of resistance to penetration

by infective agents due to mechanical contact
with substances containing contaminated liquids

Class Breakthrough time, t min

t>75
60<t<75
45 <t <60
30<t=45
15<t= 30

< 15 min

=N W | A |

4.1.4.3 | Resistance to penetration by contaminated liquid aerosols When tested in P
accordance with ISO/DIS 22611 the material shall be classified according to the
levels of performance given in Table 3.

Table 3 — Classification of resistance to penetration by contaminated
liquid aerosols

The report can’ t be reproduced partly, except in full. And the results shown here refer only to the sample(s) tested unless

otherwise stated.
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Class Penetration ratio (log)
3 log>5
2 3<log=s5s
! 1<log=s3
4.1.4.4 | Resistance to penetration by contaminated solid particles. P
When tested in accordance with ISO/DIS 22612 the material shall be classified P

according to the levels of performance given in Table 4.

Table 4 —Classification of resistance to penetration by contaminated solid

particles
Class Penetration (log cfu)
3 =1
2 1<logcfus2
1 2<logcfu<3
4.2 Performance requirements for seams, joins and assemblages Seams, joins and P

assemblages of protective clothing against infective agents shall fulfil the
requirements specified in the relevant clauses of prEN 14325 Seam strength shall
be classified according to 5.5 of prEN14325:2001.

43 Whole suit requirements ' No P
Protective clothing against infective agents shall fulfil the relevant requirements chemical
of EN 340 and the whole suit requirements specified in the relevant standard for | protectiv
chemical protective clothing (see Table 5). e clothing
The materials and design used shall not cause skin irritation nor have any adverse
effect to health.

Table 5 —Types of protective clothing against infective agents

Type of dotting Relevant standard

type 1a, 1b, 1c, 2 EN 943-1 (EN 943-2 for ET
type 3 EN 466

type 4 EN 465
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type 5 prEN ISO 13982-1
type 6 prEN 13034
partial body protection EN 467

5 Marking See label | P
The clothing shall be marked in accordance with the applicable requirements of
the relevant standard for chemical protective clothing.

The marking of protective clothing against infective agents shall contain the
following additional information:

a) the number of this European Standard;

b) the type of protective clothing, as specified in Table 5, with the suffix “-B”, e.g.
type 3-B;

c) the pictogram “protection against biological hazard”

6 Information supplied by the manufacturer The information for the user shall be See P
worded clearly and unambiguously and be understandable by a trained person. above
The information for the user of protective clothing against infective agents shall P

contain all the information required by EN 340 and by the relevant standard for
that specific type of chemical protective clothing. In addition it shall contain the
following information:

a) the number of this European Standard;

b) the type designation, e.g. type 3-B;

c) the biological agents against which the protective

clothing has been tested. This information shall be expressed as performance
levels, as specified in 4.1.4.1 to 4.1.4.4 for the relevant types of biological
challenge;

d) all other relevant information on performance levels, preferably as a Table;
e) the information necessary for trained persons about:

- application and limitations of use (temperature range, etc.);

- if relevant, checks to be carried out by the wearer before use;

- fitting and adjustments, and any accessories needed to provide the claimed
level of protection;

- use;

- maintenance, cleaning and disinfection;
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- storage;
- if relevant, a warning against problems likely to be encountered;
- if relevant, illustrations, part numbers and marking of spare parts,etc.

- disposal after use.

Photograph
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Test Result

Personal Protective Equipment - Protective Clothing Against Chemicals -Test Methods and Performance
Classification of Chemical Protective Clothing Materials, Seams, Joins and Assemblages
EN 14325:2018

Clause 4.4 Abrasion Resistance

(EN ISO 12947-2:2016;Martindale Abrasion & Pilling Tester, Pressure: 9kPa, Grit 240 abrasion paper.)

(A)

As Received No. 1 No. 2 No. 3 No. 4 Minimum
The quoted result(Rubs) >100 >100 >100 >100 >100
Recommended Class: 3

Remark:

1. Visual examination is used for damage assessment after abrasion. If the assessment is performed through
visual inspection, the maximum classification that can be claimed is a Class 3.

2. Classification of abrasion resistance: Class 1 >10rubs; Class 2 >40rubs; Class 3 >1 00rubs; Class 4
>400rubs; Class 5 >1000rubs; Class 6 >2000rubs.

Clause 4.5 Compression-Folding (Schildknecht) Flex Cracking Resistance

(EN ISO 7854:1997, Method B;)

(A)
As Received No. 1 No. 2 No. 3 Minimum
‘s")’a'p/ Lengthwise(Cycle  _s0000 550000 50000 50000

Weft/Widthwise(Cycles)  >50000 >50000 >50000 >50000

Recommended Class: 6

Remark:

1) Visual examination is used for damage assessment after flex cracking. Visual inspection shall not be used
for the performance classification of Type 1 through Type 3(EN 943-1, EN 943-2, EN 14605)

2) Classification of leak tightness after compression-folding(Schildknecht) flex cracking resistance: Class 1
>500cycles; Class 2 >1250cycles; Class 3 >3000cycles; Class 4 >8000cycles; Class 5 >20000cycles; Class 6
>50000cycles.

Clause 4.6 Compression-Folding (Schildknecht) Flex Cracking Resistance at -30°C

(EN ISO 7854:1997, Method B;)

(A)
As Received No. 1 No. 2 No. 3 Minimum

ga'p/ Lengthwise(Cycle 040 4000 >4000 4000

Weft/Widthwise(Cycles) >4000 >4000 >4000 >4000

Recommended Class: 6

Remark:

1) Visual examination is used for damage assessment after flex cracking. Visual inspection shall not be used
for the performance classification of Type 1 through Type 3(EN 943-1, EN 943-2, EN 14605)

2) Classification of compression-folding(Schildknecht) flex cracking resistance at low temperatures: Class 1
>100cycles; Class 2 >200cycles; Class 3 >500cycles; Class 4 >1000cycles; Class 5 >2000cycles; Class 6

>4000cycles.
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Clause 4.7 Trapezoidal Tear Resistance

(EN ISO 9073-4:1997;)
(i)s_l%c_qi_y_gg No. 1 No. 2 No. 3 No. 4 No. 5 Minimum
_\;\ga::‘%_)ength Yarns 36 40 46 45 37 36
_Y_\germdth Yarns 32 30 34 36 34 30

Recommended Class: 2

Remark:
Classification of trapezoidal tear resistance: Class 1 >10N; Class 2 >20N; Class 3 >40N; Class 4 >60N; Class 5

>100N; Class 6 >150N.

Clause 4.9 Tensile Strength

(EN 1SO 13934-1:2013;CRE - 2" Strip)
(A) :
As Received No. 1 No. 2 No. 3 No. 4 No. 5 Minimum
Warp/Length({N) 180 180 170 160 180 160
Weft/Width(N) 170 170 170 170 190 170
Recommended Class: 3

Remark:
Classification of tensile strength: Class 1 >30N; Class 2 >60N; Class 3 >100N; Class 4 >250N; Class 5 >500N;

Class 6 >1000N.

Clause 4.10 Puncture Resistance

(EN 863:1995;)

(A)

As Received No. 1 No. 2 No. 3 No. 4 No. 5 Minimum
Puncture Force(N) 14 13 17 11 13 1
Recommended Class: 2 )

Remark:
Classification of puncture resistance: Class 1 >5N; Class 2 >10N; Class 3 >50N; Class 4 >100N; Class 5 >150N:

Class 6 >250N.

Clause 5.5 Seam Strength
(EN I1SO 13935-2:2014)

#1 #2 #3 . Average
Sleeve seam (N) 125(F.R.) 129(F.R.) 132(F.R.) 129(F.R.)
In-side seam (N) 124(F.R.) 140(F.R.) 143(F.R.) 136(F.R.)
Back rise seam (N) 118(F.R.) 93(F.R.) 129(F.R.) 113(F.R.)
Recommended Class 3
Notes F.R. = Fabric Rupture;
Remark:

Classification of seam strength: Class 1 >30N; Class 2 >50N; Class 3 >75N; Class 4 >125N; Class 5 >300N:
Class 6 >500N.
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Protective Clothing for Use aqainst Solid Particulates - Part 1: Performance Requirements for Chemical

Protective Clothing Providing Protection to The Full Body Against Airborne Solid Particulates {Type 5

Clothing)
(EN ISO 13982-1:2004+A1:2010)

Clause 4.3 Performance Requirements for Whole Suits-Types 5 (Inward Leakage Test

Sample A

Clause 4.3.1- General

Requirement Result Comment
Type 5 clothing is of the “full-body” type, i.e. it provides protection to at least the Comply Pass

trunk, arms and legs, and consists of a one-piece coverall or a two-piece suits.
Head protection, e.g. a hood with visor, and/or foot protection may be worn

additionally.
Description
Undergarment: cotton long trousers and a T-shirt with long sleeves
Additional equipment: /
The physical dimensions of the wearers are shown below
Tested Subjects Total Height(cm) Chest girth{cm) Suit size
Chen 180 120 XXL
Ding 180 110 XXL
Luo 180 92 XXL
Lu 180 106 XXL
Li 180 105 XXL

Prior to testing each suit in accordance with EN ISO 13982-2:2004, a practical test shall be carried out by a
human test subject. The test shall comprise three repetitions, at moderate speed, of the “three movement”
sequence described in below. If the test subject is not able to perform one or several movements due to the
hindrance of the suit or if the movements result in substantial damage to the suit, the suit shall be considered to
have failed.

Sequence of movements according to standard

Test sample Assessment after Movements

1 Pass

Pass

Pass

Pass

Pass

Pass

Pass

Pass

Pass

© (0 |V | [0 b | [N

Pass

-
(=]
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Remark:
-Movement 1: Kneel on both knees, lean forward and place both hands on the floor 45 cm in front of the knees.

Crawl forward on hands and knees over a distance of 3 m and crawl backwards again over the same distance.
-Movement 2: Stand with feet shoulder width apart, arms at side. Raise arms until they are parallel to the floor in

front of the body. Squat down as far as possible.
-Movement 3: Kneel on right knee, place left foot on floor with left knee bent 90°, left arm hanging loosely at side.

Raise left arm fully overhead.

Clause 4.3.2- Inward Leakage of Aerosols of Solid Particles

(EN ISO 13982-2:2004)

The inward leakage value, expressed in percent
Ordina | Value | Ordina | Value | Ordina | Value | Ordina | Value | Ordina | Value | Ordina | Value

tion tion tion tion tion tion
1 2.6 16 3.3 31 3.7 46 4.0 61 4.6 76 5.1
2 2.6 17 3.4 32 3.7 47 4.1 62 4.6 77 52
3 2.7 18 3.4 33 3.7 48 4.1 63 4.7 78 54
4 2.7 19 3.4 34 3.8 49 4.2 64 4.7 79 55
5 2.7 20 3.5 35 3.8 50 4.2 65 4.7 80 55
6 2.7 21 35 36 3.8 51 4.2 66 4.8 81 5.5
7 2.8 22 3.5 37 3.8 52 4.2 67 4.8 82 55
8 2.9 23 3.5 38 3.8 53 4.2 68 4.8 83 55
9 3.0 24 3.6 39 3.9 54 4.2 69 4.9 84 5.5
10 3.0 25 3.6 40 3.9 55 4.3 70 5.0 85 55
11 3.1 26 3.6 41 4.0 56 4.4 71 5.0 86 5.6
12 - 3.2 27 3.6 42 4.0 57 4.4 72 5.0 87 5.6
13 3.2 28 3.6 43 4.0 58 4.5 73 5.1 88 5.6
14 3.2 29 3.6 44 4.0 59 4.5 74 5.1 89 5.9
15 3.3 30 3.7 45 4.0 60 45 75 5.1 90 5.9
The inward leakage value = Linn g21s0 5.5

erms_uﬂ” value
Ordination Value Ordination Value
1 2.6 6 2.8
2 2.6 7 2.8
3 2.6 8 2.9
4 2.7 9 3.0
5 2.7 10 3.0
The “total inward leakage per suit” value - Lsgqp 2.9

Requirement:
When tested accordance with EN ISO 13982-2, the type 5 protective clothing shall be characterized by the

following parameters:

= Limngaseo: the inward leakage value, expressed in percent, correspondmg to the 82™ L value of 90, i.e, the
inward leakage values measured over all exercises, all sampling positions, all suits and sorted in ascending

order;
- Lsagno: the "total inward leakage per suit” value, corresponding to the 8" Ls value of 10, i.e., the Ls values of

all suits sorted in ascending order.
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Type 5 chemical protective clothing shall meet at least the following requirements:

S L|mn 82/90 =30% ;
- Lsgno 515%

Comment: The submitted samples complies with the requirements of EN ISO 13982-1:2004+A1:2010
Clause 4.3 whole Suits Test for Type 5

Sample Photo

The statement of conformity in this test report is only based on measured values by the laboratory and does not
take their uncertainties into consideration.

***End of Report***
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Management System Certification
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Certificate
No. Q6 090117 0011 Rev. 01

Holder of Certificate: ZHEJIANG HUAFU

MEDICAL EQUIPMENT CO,, LTD.

598 XINXING 15T RD.

314200 PINGHLI. JIAXING. ZHE JIANG PROVINGE

PEOPLE'S REPUBLIC OF GHitA
Facility(ies): ZHEJIANG HUAFU MEDIZAL EQUIPMENT CO., LTD.

683 XINXING 1ST RD.. 314200 PINGHU, JAXING, ZHEJIANG
PROVINCE. PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

Scope of Certificate:  Production and Distribution of
Syringe, Hypodarmic noedia,
Infusion & transfusion set,
Scalp vein set, Irrigation syringe,
Oral syringe, Heparin Caps,
Three-way Stopcocks {with Extension Tube),
Sterile Blood Lancets, Disposable IV Catheter,
Sterile Vaginal Ditators for Single Use,
‘Wound Dressings, Urine Bags
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Certificate Ne. SUP 090117 0015 Rev. 00

No. QB 090117 0014 Rev. 00

This supplement is QB 090117 0014 Rev. 00
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main certificate;

Certificate Holder: ZHEJIANG HUAFU
MEDICAL EQUIPMENT CO,, LTD.
BBE XINKING 151 KLY
314200 PINGHV, JIAXING, ZHEJIANG PROVINGE
PEOPLE'S REPUBLIC OF CHINA

Holder of Certificate: ZHEJNANG HUAFU
MEDICAL EQUIPMENT CO.. LTD.
$66 XINXING 15T RD
14200 PINGHL, JIING ZHEAANG PROVINCE
i PLE'S REPUBLIC OF CHINA.
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