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,WIARA JEST NASZYM Gt OWNYM RDZENIEM”

Z entuzjazmem zawsze dostarczamy naszym
klientom produkt najwyzszej jakosci. Zapewnienie
najlepszego produktu jest zatem kluczowe”

Sr.Gp.Capt.Kampee Kampeerayannon

CEO, Sufficiency Economy City Co., Ltd

Generalny Importer do Europy
Terrapod Sp. z 0.0.
Ul. 27 Grudnia 5/5
61-737 Poznan
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SKYMED — NASZE REKAWICZKI

Nasze rekawiczki sg importowane na najnowszych i najbardziej rygorystycznych
kodach UDI-DI-PI.

Majg dwa raporty SGS:
1. Zlecony przed wysytkg przez producenta w Chinach
2. Zlecony przez spotke Terrapod w Polsce.

Rekawiczki majg norme: ASTM F1671 na penetracje wirusow oraz ASTM 6978 z
testem penetracji 15 cytostatykbw w dynamicznych warunkach ACPP dla stuzby
szpitalnej.

Nasz produkt jest zgtoszony do bazy URPL: URPL: ID 1608 9119 4562 Odprawiony
na kodzie celnym HS 401511, z wskazaniem VAT 8%

Zgodnie z nowg dyrektywg MDR 2017/745, unijne przepisy sg bezposrednio
stosowane w kazdym panstwie cztonkowskim bez koniecznosci ich implementacji do
prawa krajowego, a jednolite regulacje prawne w zakresie wyrobow medycznych
obecnie obowigzujg w catej Unii Europejskie;.

Skymed posiada i spetnia normy zarowno przepisow 2017/5745 jak i 2016/425, dla
ktérych posiadamy odpowiednie Deklaracje Zgodnosci. Fabryka produkujgca
rekawice posiada norme EN ISO 10993 i posiada certyfikat EN ISO 14971:2019, ISO
13485:2016 oraz inne normy dotyczgce produkcji rekawic ochronnych, badawczych i
medycznych.

Sam produkt spetnia i jest klasyfikowany jako rekawica medyczna zaréwno przez
testy EN 455-1,2,3,4 jak i EN374-1,2,3,4,5 z normg podniesiong do EN 374-5 VIRUS.
Wszystkie te standardy sg realizowane poprzez zgodnos¢ fabryki z normami 1SO
16523 i 1S013485 oraz ISO 21420.

Zgodnie z nowym standardem MDR 2017/745 generalny importer posiada numer w
bazie EUDAMED i zgtosit produkt do baz URPL, a takze poddat go weryfikacji przez
niezalezne osrodki badawcze wskazane przez baze NANDO.

Opakowanie spetnia wszystkie zalecenia i normy, zaréwno pod wzgledem celnym,
jak i medycznym.

Skymed posiada atest medyczny i przemystowy, ale najwazniejsze jest ze, SKYMED
chroni przed wirusami (w tym SARS-CoV-2), bakteriami i patogenami a produkt jest
antyalergiczny.

Rekawice nitrylowe | klasy medycznej i lll klasy ochronnej doskonale nadajg sie do
stosowania w placéwkach stuzby zdrowia wszelkiego rodzaju, poniewaz chronig
przed ptynami ustrojowymi, patogenami przenoszonymi przez krew i sg wysoce
odporne na przebicie. Rekawice nitrylowe klasy przemystowej najlepiej nadajg sie do
wiekszosci innych zadan, w tym do pracy z chemikaliami, zywnoscig, a nawet do
uzytku w domu.

Terrapod Sp. z 0.0 * Ul. 27 Grudnia 5/5 a * 61-737 Poznan * Poland



s @ SKYMED

Sempre per Terra ZMBY CO.,LTD.

Certyfikaty: Certyfikat w trakcie Peten certyfikat
EN 1041:2008 v
EN 1186

EN 16523-1:2015 (EN 374-1)
EN 13130-1:2004

EN 374-1:2016

EN 374-2:2016

EN 374-3:2016

EN 374-4:2013

EN 374-5:2016

EN 374-5:2016

Virus EN 388:2016

EN 420 EN ISO 21420
EN 455-1

EN 455-2

EN 455-3

EN 455-4

EN I1SO 10993-1:2018
EN 1SO 10993-5:2009
EN 1SO 10993-10:2016
EN I1SO 10993-11:2017
EN 1SO 10993-18:2005
EN I1SO 14971:2019
ISO 13485:2016

ASTM 6978-05 2019
ASTM F1671

FDA 510 (K)

1ISO 9001

EC DOC /CE

93/42/EEC

2016/425

MDR 2017/745

UDI-DI-PI Code

VIT v
CIOP v

AN N N N N N N N N N U N N O U N N N N N N O N U U U N N O N N
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ISO 13485:2016

ISO 10933

EN 420

EN 374

EN 455
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Declaration of Authority

Sufficiency Economy City Co., Ltd.

152 Moo 12, Tha Kwian , Watthana Nakhon, Sa Kaso
Thalland 27160

www.skymed.center

sales@skymed.center , marketing@skymed.center

Manwfoctierer SUFFICIENCY ECONOMY CO. LTD declares the fulfillment of basic requirements
Jor medical devices. according of the Technical regulations on Medical devices, approved by UE
DIRECTIVE 201 7/742EEC

The declaration is made under the sole responsidility of the manufocturer.

The technical  docwmentation  for Terrapod Sp z 0.0..

compliance purposes ix stored ot; 27Grudnia /5 a,
61-737 POZNAN POLAND
Registr. number; 369988652
E-mail:kontake@ terrapod.pl
Place of inswe! Dase of sigaing 25082021

Signatare of Asthorized porsen
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Declaration of Conformity

EU DECLARATION OF CONFORMITY
FORMEDICAL DEVIE OF PESRSONAL PROTEGTIVE FGUIRVENT
Manufacturer:
Changzhou Universial Medical Equipment Co., LTD No. 8 Xinxi
Road, Xinbei District Changzhou City, Jiangsu 21300 China

Disposable Nitrile Examination Glove

Product: SKYMED > SKYMED Disposable Nitrie Examination Glave

Types:Powdas Free iNon-Stenle

Sizes: Small, Medum, Large. X-Laige

Classification: Ciass | (Annex VIll, Rule | of Regulation (EU) 2017/745) and PPE CAT 111

-Meet the provisions of MOR 2017/745 EU which apply lo them, the medical devica has besn
assignedto cass | to Annex VIl of MDR 2017/745 EU.

The product concered has been manufactured under a quality management system accorcing o
Annex X of MOR 2017/745 EU. Following the procedure relatingto the EC Declaration of Conformity
set out InAnnex |V of MOR 2017/745 EU.

-isin with the isions of (EU) 2018/425 and with the harmonized standards.
EN ISO 374-12015 + A+2018 (as a Type B glove against reagents: K, P&T), EN 374-4:2013, EN SO
374-5:2016 including protection against viruses and EN 420:2003. This device is entical to the PPE.
which is the subject of EU Type Examination (Module B) cerificate of conformity no.
2777/15723-0/E00-00 ssued by the Notfied Body:

SATRA Technology Europe Ltd (Notified Body No: 2777) Bracetown Business park, Clonee.
D15Y N2P, Republic of kreland.

CE2MMT
The EU Declaration of Conformity is Issued under the sole of
Medical Equipment Co, LTD; No. 6 Xinxi Road, Xinbel District Changzho Jiangsu 21300
China.
I [1x [~ 4 d
Place and date 7 bhosind signature,

152 Moo

Sufficiency Economy City Co., Ltd.

12, Tha Kwian, Watthana Nakhon, Sa Kaeo
Thailand 27160
www.skymed.center

salos@skymed.center , marketing@skymed.center

Date : Sth July 2021

Allocation and Authorisation Letter

To whom It may concern

We, hereby the Terrapod Sp 2 0.0.,In valid and
" has the right to sell asthe
1. Product: SKYMED NITRILE GLOVES
Non-sterlle, 5
Latex Free, Blue
2. Packaging: 100 pieces/box
Languages: DE, EN, UA, PL, S, IT, FR, NL, CZ
- J Jlatior
3 v aL <15

EN455-1,-2,-3,4
CE 2777, EC REP, UDI number
4. Available Allocation:

, f, Al
EN IS0 374-1, -2, -4, -5 (VIRUS)

Seffciancy Economy Cay Co. Lie.

@0
ey

EC Declaration of Conformity

Manitacturer! whose single Authonzed EU-Kepresentahve:
Changzhou universal Luxus Lebenswelt GmbH
medical equipment Co., Lid Kochsir.1, 47877, Willich, Germany
No.6, Xinxi Road, Xinbei District, EDN; DERR000S,
Changzhou City, Ji Provin in Sun
w,f;‘{,;’f,,’,‘g‘:, Eevmcalhe Tel: 0049- 1715605732

E-mail: info.m@luxusivw.de

We, the manufasturer, herewith declare that the products.
SKYMED GLOVES
Disposable Medical Nitrile Examination Gloves (non sterile)
meet the provisions of Directive 2017/745 which apply to them.

The medical device has been assigned o class | according to Annex IX of the Directive
2017/745. It bears the mark

following the procedure relating to the EC Declaration of Conformity set out in Annex VIl of
Directive 2017/745.

This Declaration of Conformity covers all medical devices as specified in the product list
belonging to this declaration.

The above conformity is under the lity of
Manufacturer: Changzhou universal medical equipment Co., Ltd
6, istri hangzhou City, Jiangsu ProvinceThe

LURUS LEBENSWELT QBN

EC Declaration of Conformity

Page 111
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CERTIFICATE @

Q SKYMED

ZMBY CO.,LTD.

1ISO 13485:2016

POSsSI
CERTIFICATE

This is to certify that the Quality Management System of

Changzhou universalmedical equipment Co., Ltd.
Business License Number: 913204113141873659
Registered Address: No.6, Xmxi Road, Xinbe: Distnet,
Changzhou City, hangsu Province, China
Audit Address: No.6, Xmxi Road, Xinbei Distnict,
Changzhou City, Jiangsu Province, China
applicable to

Production and Sales of Inspection Gloves

has been assessed and registered by POSI against the provisions of
ISO13485:2016
Thus registration 13 subject to the company mamtaming a quality management system,
to the above standard, which will be monitored by POSL

Please consult the website: www. posicert com
The certificate information 13 also available on the CNCA official website: http-/cx cnca.cn.

ACCREDIYRO

MARACEIENT GVETEMG
CERTWCAT OGN 200V

General Manager

Ceruficate Registration No: 381200159R0S
Initial issue date. 2020.12.18 Issue date: 2020.12.18 Valid until: 2023.12.17

‘ Shanghai POSI Certification Co , Ltd.
Room 1002A. No.1500, Century Avenue, Pudong New Area, Shanghai China Email infoi@posicert com
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1ISO 10933

Report No.: SSMT-R-202003495-03A

Iy

180015344188

Study verification and signature
The study was carried out in accordance with the standard operating procedure. The test process
was conducted in compliance with the requirements of CNAS-CLO1:2018 (ISO/EC17025:2017,

IDT) and RB/T214-2017,
Test Report Date Received 2020-12:02
Technical Initiation Date 2020-12-07
Report Number:  SSMT-R-2020-03495-03A it e DR | R0
Final Report Completion Date | 2021-01-07
Sample Name:  Disposable Medical Nitrile Examination

Gloves (non sterile)

Study Title: Skin Sensitization Test - Buehler Test

Standard: 1SO 10993-10:2010 Edited by _M_L_ _.L\_\if)__
i ] Date

GB/T 16886.10-2017

Checked by il wlol.0)
Date

Approved by ZTs L\ ol.97

A sighatory Date
Test facility Sponsor
Jiangsu _Science  Standard  Medical Changzhou  Universal  Medical
Testing Co.. Ltd. i« oo o 04l
C4 Building. No9 Changyang Road. Wajin No6, Ximi Roasd. Xisbei District,
District, Changzhou, Jisngsu, China S;;g"’" ) g Ede s T

Jiangsu Science Standard Medical Testing Co., Ltd.
4 g, No9Chngysrg Road Wagin Disrict, Chumgho S (it 213161 Tl (B6STR356789) Fant 5635058 T89) wwoe s i som

Report No.: SSMT-R-2020-03495-03A
Table 2 Guinea pig Sensitization Dermal Reactions

Excitation | Excitation | Positive | Weight Weight | Abnormal

Animal patch patch | rawafier |  range range after | SPPearance

Number | removed | removed | challenge | before | experiment | XCPt
phase | injection (2) @®

Group

2
=
£
>

Control X1003 0% 317.5-379.8 | 462.7-536.6

Test 0% 320.6-381.4 | 464.8-532.7

AHEHHEHHHEHEEH

Table 3 Results of positive control test

Excitation | Excitation | Positive : :
Group | Animal | patch peich | rateafier M‘;"I"ﬁ hos i
Number | removed | removed cn;:r:e injoction (g) | experiment (5)

i

=

X1001
X1002
Control | X1003
X1004
X1005
X2001

0% 32783552 | 47745168

Yk X2005

100% | 320.5-360.1 | 459.6-510.0

X2007

X2009
X2010

wlu|wloln|we|wu|lewle|le|ele|e]| &

HHHHEHEHEHEE

0
0
0
0
0
2
3
X2003 2
2
3
3
3
2
2
3
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SATRA  TECHNICAL REPORT Slll-\TRA TECHNICAL REPORT
Testing Test Results

Testing was carried out in accordance with EN 1SO 21420: 2020 and EN 374-2- 2010. iy e i )

Uom
for testing were conditioned for at least 24 hours m a conditioned envronment maintained at (2322) °C Clause / Test | Requirement Test Results. Result
m)xcﬂagnmuy. ! (See noke ¢)
Length fmm
Requirements S ' 2 3
Table 1 for EN 1S0 21420 52 Dexterty S 2 M s
Comfortable on &t
Performance level i 1 i 2 i 3 i ] i 5 i s w0 20 2%
Diameter of dextertypm imm | 110 s 80 a5 50 5.1 Giove
length, comfort | NIA Comietabls A N £1.10mm NA
and 1t 7 1 241 20
Table 2 - Requirements for EN IS0 374-2:2018 Comfortable on &t
s 2 2 2
[crause 7.2 A teak [ No leak 1o be detected | -
[ crause 7.3 Water leak [ Noleak o be detected | 7S 2 o =
Comfortabe on
Sae Mamum pin diameter / mm
5 50
52Dexterty | Seetable 1 . 50 NiA Level 5
7 50
[ 50
Additional Information / Notes
Note & - E: d Y 3t point of test (e.g. to applied force or to tolerance
Ims) to ensure product meets requirements of the standard.
) N
Universal Medca ] T Changzhou Universal Medical Equpment Co. 18 ?
SATRA Reference:  CHT0305808 12040 He. SATRA Reference:  CHTO305808 /2046 He.
Date: 23 December 2020 Page 30t 10) China Tefti Date: 23 December 2020 (Page 4 of 10) Chmna T

SATIRA  TECHNICAL REPORT

Polycyclic

TestMethod ©  With reference 1o test method PD CEN ISOTS 181902013

Maximum Allowable

s Imcamm&um I
[ Result |
Detected. ) [ Cone T Unit {LComirion I

001 D | ) | mexe [ eass

Note /Key  ND = Not detectedi <Detection Limt) Detecton Limit (mgkg) : Exch : 02:

. mgkg = miligram per kilogram = ppm = part per milion

Remak  Thelstef . Apper

List of P Aromatic Hydrocarbors:

No. | Name of Analytes CAS-No. No._| Name of Analytes CAS-No.
Ghrysene 218010 Dibemo (a) stracene 53703
Benzo () pyrene 0328 Berco (b) hocrathene [ 20592
Benzo (e) pyrene. 102472 Berao () fuoranthene | 205823

) 207080

Test Method o,
Resuit
Anaiyte Unit Test o) s
w001
- mgkg ND 1000
Conclusion - PASS -
Note 1 Key 5

*** End of Report ***

"
Changzhou Universal Medical Equipment Co.. Lt X He_
SATRA Reference:  CHT0305508 /2049

Date: 23 December 2020 (Page 80f 10) China T
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EN 374

SATRA  Somsme,
(T~ B 77
.."’—‘;-;“

e
Customer detalls:  SATRA Technology Services 19 SATRA reference:
Unit 110, Xinzhongyin Garden
i Your reference:  CHT0302608
S Aichang Dlmet Dateofreport: 25" January 2021
Guangdong Province Samples received: 8" December 2020
0522070’“ Date(s)work 15" to 21% January
carred out: 2021
TECHNICAL REPORT
SATRA Technology Services (Dongguan) Ltd:
Customer.Changzhou Universai Medical Equpment
No.8, Xinxi Road.
Xinbei District.
Changzhou City
Jiangsu Province
China
Subject: ENISO 3744
chemicals on gmeu w as w Powder free mne gloves
referenced as WN-NOO1
Conditions of Issue:
e — o of SATRA, =
gucance only.
hede for SATRA. of results of such tests and
of UKA: SATRA
knowlecge.
way produc ranty
SATRA damage
Repottsignedby.  Lucy Cove
x Technologist
Department: Chemical & Analytical Technology
(Page 16f5) [ -

SATRA  TECHNICAL REPORT

ECHNOLOGY

'WORK REQUESTED

SATRA “TrEsoreete”
= S

Cusomerdetad:  Changzho Univrsal Medcal Equpment  SATRA reference: CHTO205408 /2040

Co.,
o XD':,:"" Yourreference:  WN-NOD1
M‘ﬂ'c‘]
Date ofreport 23 December 2020
‘Samples received: 4 December 2020
Date(s)work 11 December 2020
camied out:
TECHNICAL REPORT
Subject: EN IS0 21420 2020 size & dexterity & s fest EN1SO 374.2: 2010 areak

and water leak. EN ISO 374-5: 2016 viruses test on Disposable Powder
gloves as WN-NOO1, colour: blue, size: XS5, S8, M7, L8, XLO

Reportsignedby:  Giadys He
Position: T

echnolog'st
Depantment: China Testng
(Page 10f 10) G"-#S He.
T

SATRA TECHNICAL REPORT

Table 4 - EN ISO 374-2: 2010 Test Results

Samples described as Dwmmnﬂmmnmumvmm T T
56, M7, L0, XLG were received by SAT Do 00 o g o o o S 1430, Sousilot st Rty o .
3020, EN 150 S74.2 216 and EN 150 3743 2016 o 3 pressure used Zo%a
SAMPLE SUBMITTED Ty o
7.2 A leak test s No leaks detected A Pass
7 Noleaks detected
8 No leaks detected
° Noleaks detected
Sample sz Tears
B No lesks datected
e No lesks detectad
7.3 Water leak test 2 » NA Pass
8 Noleaks detected
° No leaks detected
referenced as WN-NOO1, colour- blue, sze: XS5, S8, M7. L8, XL9
TESTING REQUESTED
EN 150 21420: 2020 Clause 5.1 - Sizing and measurement of gloves
£N 150 21420: 2020 Clause 5.2 - Dexterity
EN ISO 21420: 2020 Clause 4.2 — Innocuousness of protective gloves
EN IS0 374.5: 2016 Clause 5.3 — Protection against veuses (IS0 18504: 2004 Procedure B)
EN 374-2: 2019 Clause 7.2 - A leak
EN 374-2: 2010 Clause 7.3 - Water leak
CONCLUSION
The sampies cescrbed Disposable Powder free Nirie gioves referenced 35 WN-NOD1, colour: blue, size: XS5,
58, M7, L8. XL® were found to achieve the following resuls:
EN 150 21420: 2020 Clause & 1 - See below table
EN 150 21420: 2020 Clause 52 - Level §
N 374-2: 2018 Ciause 7.2 Pass
N 374-2: 2010 Clause 7.3 - Pass.
EN 150 3745 2016 Clause 5.3 - Pass
EN IS0 21420 2020 Clause 4 2 - Pass PAHs, pH value and DMFA
Detaded results are included on the following page(s)
N
g,‘:‘m"";‘“’,m Mochd Eapliment Cos It Slow He_ SATRA nm“mc‘ e He.
23 December 2020 (Page 20f 10) China T 23 December 2020 {Page 50f 10) China T
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SATIRA  TECHNICAL REPORT SIIATRA TECHNICAL REPORT
Protection Against Viruses Test Results Innocuousness Testing
Testing was conducted at a thi under their reference 20R007214. The Testing was conducted at a third-party laboratory and reparted under thei reference A201209024001. The
Iaboratory s CNAS accredited to IS0 17025: 2017.

therd-party laboratory and reported
laboratory is CNAS accredited to ISO 17025: 2017 with ISO 18604: 2004 included n their accreditation
schedule.

Table 1 - Resistance to by blood-b results Sample fem Sampie Description | tocaton [ swe |
S Powder free Nitrile gloves referenced as WN-NOO1. colour: blue, size: WN-NOD1, colour blve
Sample description: gg‘sem‘m‘ LB, XL
Step 1 Step 2 Step 3 Assay titer pH Value - ENISO 21420.2020
Testmethod | Specimen | 10 upa, 5 min) | (14 kPa. imin) | (OkPa 4min) | (PFUMmL) | Comment TestMethad - o
L |+ control seen seen seen seen Acceptable : W
Procedure B |_-control | None seen None seen None seen <1 [ . ]uu
Usng 1 None seen None seen None seen <1 Pass
screen 2 None seen None seen None seen <1 Pass Tot “ 1001
3 None seen None seen None seen <1 Pass = T
L)
of, = g C 252
75
ASS

Note / Key - deg C = degree Cetsus ('C)  Temp. = Temperature
Remark

Changihou Unwersal Medical Equpment Co., L1 s.,—% He
SATRA Reference: CHTO305808 /2040
Date 23 December 2020 (Page 7 of 10) China T

SATRA TECHNICAL REPORT

TECHNOLOGY

RESULTS:
: Drsposable Powder free Nenie gloves referenced
Suaple dosceiption: 2 WN-NOO1, colour: blue
Chemical: 40% Sodium hydronde (CAS: 1310-732)
Test temperature | :C: T @3+1) |
T Glove 1 Glove 2 Glove 3
Degrytemon - 286 | %07 | 39
Mean i T 377
Standard deviation (Jen) / % 377
UoM /2 %: 64
Appearance of samples after testing: Swollen
Drsposable Powder free N gloves referenced
Sample deecoson: 35 WN-NOO', colour: blue
Chemical: 30% Hydrogen perowde (CAS: 7722-64-1)
Test temperature | C: @321)
Giove 1 Glove 2 Giove 3
e i a1 3% ' 54
Mean degradation (DR) / % 18,
Standard deviation (Jon) / %: 16.4
UoM /2 %: 79
of samples after testing: Swollen
n Powder free Nitnle referenced
Sample description: M-W"“m ";:
chemical: [ 37% Fomaidehyde (CAS: 50-000)
Test temperature 1 C: -
A Glove 1 Glove Glove 3
Degreintonim 58 | 40 | 8
Mean degradation (DR) / %: -2
Standard deviation (Oos) / %: 4.
UoM /2 %: 59
[“Appearance of samples afte testing: Swolien
NOTE: Where the test specimens gave an increased puncture force after chemical exposure,
the result s reported as a negative degradaton.
SATRA Reference:  CHMO308070/20501.C/8 -
Date: 25% January 2021 (Page 30f5) o
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Test Report No. 7191243138-EEC20-LDY
dated 17 Sep 2020

SKYMED

EN 455

e
Tame an Condisom of Buwness of TOV 500 P 21 Lt additen, e mocn i gover -rod
e gt

SUBJECT;

Testing of Gloves submitied by Changzhou Universal Medical Equipment Co., Ltd
an 26 Aug 2020,

JESTED FOR,

Changzhou Universal Medical Equipment Co., Lid
No 8 Xinvi Rnad.
Xinbei

Dwstrict, Changzhou City
Province

26 Aug 2020 to 09 Sep 2020

Add valoa.
Inapire trust

SIN | Product Description | Colour | LotNo. | Size

d !
i

| gloves (nonsierile) | | Remark 1,
Lam-mwmwm&m

| The sescils reparied hersin have bsen pestormed
1 ccoedance wih the e of accrediion U

the Accrogimon
ImpecsonuCaRteatony Tests markd Nol SAC
e SINGLAS Accrisdied” i 1N Report we rol
Inchaed i e SAC SINGLAS Accrediation
Schaduto for o
(o Poorn 45 5008 1001 Peguanal Heas s
UV SO0 P58 P Lt Fa AT TUV SUD Asta Pactfi M Lt
e ) Schance Pask D "'?;x::- 1 Scwrce Pk Drve, 890 01
S 171 ] e 110221
Ca ey MO e Pagatold
ki e TT ST R A
versal Medical Equipment Co., Ltd
# Inspection and Testing Report
Nou WN0O7 RN MIN  Five pages Ist page

Test Report No. 7191243138-EEC20-LDY
dated 17 Sep 2020

) MM RSN MlE RTWEILE GA R e Y
B0 Compary  JOnngehon wranl Medical Equipsent Co,, Lid  Addresss Newd,
District, Crangrhou City

Xinwl Road, Yin fel

ORKNTRARTR (PR

July 23d,  [Date

Disposabile Wodionl Nitrile Examination Gloves (Ner-sterile)
o] Mg [TOFT
Ntare o W Teuting Tekting SEart H WS HE Report |202182M I Febwvary

Tats 2001

ate oo
HE AN [EN 456-4 2000 (% MEXE NER)
Jutgnent basin BN 455-4 2009 (Storage deternination expatimest and Fqulroments)
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METHOD OF TEST:
1 EN 455-1:2020 Medicai gloves for single use
Part 1: Requirements and testing for freedom from holes
2 EN 455-2:2015 Medical gloves for single use
Part 2: Requirements and testing for physical properties
- Clause 4 Dimensions
Clause 5 Strength
3 EN 455-3:2015 Medical glove for single use
Part 3: Requirements and testing for blological evaluation
Clause 4.4 Powder-free gloves
RESULTS;
Sample: De medical (non sterile), Purple, Size XL
Table 1, Resulls for EN 455-1.2020
No. of Actual no. of
Clause Tests | Requirements | non-compiiers m-)" Inferred
L2 allowed (peces) (pieces found (preces) | "
4 Freadom
| 5| from hotes | Shat notleak | 10 315 8 Passed
Table 2. Results for EN 455-2.2015 Clauses 4-5
Clause Tests Requremants (Vedan) | Number lested [ - Hesuts
L g 2240 ) 243 Passed
P a)Length (mm)
bywidn mm) | EE X 1 114 Passed
nitrile
a)Force at break gloves: Rk} 71 Passed
N, 260
5 b)Force at break
after For nitrile
testing (N) gloves: 13 73 Passed
7 days at 260
(70+2y°C =
Table 3: Results for EN 455-3:2015 Clause 4.4
Claune Tests Requirements Results / Remarks .
a4 Powder- For powder-free gloves: The lotal
52 froe g Quantity of powder residues shall not 0.27 mg per glove Passed
exceed 2 mg per glove.
/i — B 2T
Report att) st batch of inspection and testing
WRCH W 2020007 H29H \ 2020
Mooz WNOOT ST MIM Five pages Ird page
s P LIES S ARRBRTARER
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tosting (toms sfece) quantity found in actual
S (plece) quant ity (plece)
T . y s
EraLPinbote O e 12 500 ] ualified
LT iR L
i . Testing 1B Rexult e
SRR Inspection and | Ritequiremont aoantity E w! fudjoment [itomnrk
rexting |tems
(plece)
Kl - '8 2 i
Length (wm) " gt " gl 1 et
1 Dinennion
> " frif
WAty (o) *110 1" 1 boal ified
FBLS) Dreak (]
:.,'.lr)«\:m ) ) o rs Qualified
B ) (7] 6
MMM AT | (NTE (0
strength  [MIKNT day ol
after breakago 6 1" 7.3 Sodie P
force |s used
(1042)
[Colslus
1RSI SR T I000SUIT M, SUSR AR, AMMEENINTE. L AKGRA AR EEST IR, wixML
W 704 20K (RRNORRIER A RITRE) 1A total 3,000 sasples were taken In this
divided Inte 3 batches, and the test eycle is 7 days. 2 Thix experisent is carried cut in
« Iaboratory. The temperature of this test is 7042 dogrees Celsius, and the temperature
and hunidity In the luborutary are under cohtrolled conditions
1t Remark AP This column (s blank
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TERRAPOD

SKYMED

Sempre per Terra ZMBY CO.,LTD.
N N2 N JSINESS SERVICE CO.LTD CCI(BEIJING) INTERNATIONAL BUSINESS SERVICE CO.LTD
gi)l(zfuuascl\'?;r;ﬂl}. ;ﬂ?ﬁ::koﬂ’j?rm Free Trade Zone, ]_j;l:,‘i“ ADD: Suite 6175, No.9 Haifu Rd, Dalian Bonded Area, Free Trade Zone, Liaoning
Tel: 0086-411-39887856  Fax:0086-411-39887603 Tel: 0086-411-39887856  Fax:0086-411-39887603
Website: www.cei-china.cc Website: www.cei-china.ce
CHINA CHITA Email: angel@cci-china.cc CHINA CHITA Email: angel@eci-china.ce
S| daivd Sk cd.de
According to the client’s request, the inspector checked the factory condition, the results with pictures 3. Package:
show below: Carton Color Anxchedin
Facwory: Damage N Size of carton. Am
E* 0103 Size M. 0406 Size L 07-00 Size S 10-12 Seze XL

Dllﬂl[ol o4 05 06 07 MIW lO‘[llllZ
Size M Suzel SizeS Size XL

5160 | 5120 | 5180 | 5200 | 5260 | 5220 | 5260 | 5240 | 5200 | 5340 | 5280 | 5220

767 767 67 767 767 67 767 767 767 767 67 67

4453

Pagelefle ca 7021 Page3efl9 «a 021
‘ CCIBELJING) INTERNATIONAL BUSINESS SERVICE CO.LTD [res—— CCI(BELJING) INTERNATIONAL BUSINESS SERVICE CO.LTD
ADD: Suite 6175, No.9 Haifu Rd, Dalian Bonded Area, Free Trade Zone, Liaoning ADD: Suite 6175, No.9 Haifu Rd, Dalian Bonded Area, Free Trade Zone, Liaoning
Tel: 0086-411-39887856  Fax:0086-411-39887603 Tel: 0086-411-39887856  Fax:0086-411-39887603
‘Website: www.cci-china.ce ‘Website: www.cci-china.ce
CHINA CHITA Email: angel @cci-china.cc
Skype:ccidaivd

M 44 238 60 65 ns 100
M 44 240 6.1 67 1 100
M 44 236 58 66 121 100
L 45 37 6.0 69 126 100
L 45 239 60 71 124 100
L 44 240 58 70 121 100
xL 46 240 62 70 121 100
xL 45 241 60 71 ns 100
XL 46 242 59 69 122 100
S 43 236 53 68 121 100
S 44 238 58 66 120 100
Page 160f 19 «a 7021 L delt g o o
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Sempre per Terra ZMBY CO.,LTD.

SGS Report

SGS opi:s el
SGSPT 40-FR-CRSHLEPM
SGS ReportNo:  TSNWT00084623 !

ight check. NA
8. Inspection Environment: Wit
Lighting -
Fill Tully in the giove with water|
Weber uatan fast and wat for 4min
Smell check No odor
Unit pack quantity check Artwork:100pes/box
The glove shouid cover each
Fitting function check finger and the paim of the hand
unti the wrist.
The breaking foroe shall not
be less than 6N
Tensile strengeh test :
500% Min.
87N,
8.8N,
84N,
SN,
84N, 570%
84N, 550%.5.
77N
Inspector: _Devin Pei Factory Mrs Xiong
Inspector: _Devin Pei Factory Mrs Xiong
b
el
- -
T s v e vt e b o
[Rev02 Feb 25" 2021) s oo somacind e e K e 4 P
Reul? Fah 25 2mon DanaTrrsy

SGSPT7 40-FRCRSHLEPM

S G s ReportNo.  TSNWTD0084824

Remark-1 long barcode can't be scanned by SGS

scanner. /PG scanner PG

3 Actually found the factory name was “Jiangx Hongda Medioal Equipment Group Ltd.", bt “Changzhou
Unsversal Medical Co., Ltd " was showed on export carton._color box i of

'4.No reference sample avaiable for comparison during inspection.

5.&MPMM&WNMNM$V%
numBer and Garton number on Bulk. The Gargo that inspected was only through e

| factory responsible person assignment.

7.Unable to check product material identification on site.

8 Actual found executive standard "EN455-1.2.3.4 / MDR 2017/745 and 150374-1,2,4.5” printed on the master
carton & color box. and “GB4806.11-2018 / EN374-1:2016 + A1:2018 Type B / EN374-5:2016" printed on the
cerificate label

©.The manufacturer of certificates was “Changzhou Universal Medical Equipment Co.. Lid™. It conformed with

1. Quantity:
Remark-1 long barcode can't be scanned by SGS Remark-1 long barcode can't be scanned by SGS o Style / em/ Number of Cartons
scanner PG scanner JPG ‘Article P.O. No. .
[ Facked T Wotpacked |
1 NA 1540
2 M NA 4560
3 NA 4850
4 XL NA 120
Total: 12200
2. Style & Color Conformity: Subject to dlient's evaluation
Comments:
No ref. sample was available for comparison during inspection.
inspector: _Marco Zhong FactoryRepresentative: MsXong
e
x K iatvnsten Inspector: _Marco Zhong Factory Ms. Xjong
b e ot b et B
[Rev02: Feb 25 2021 PaE20rs2

actons, § oy

Ty b e ommcted s e bt et o B o
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Sempre per Terra ZMBY CO.,LTD.

UDI Code

BIEMIRGIS RBYES #xe EF-BMREAN HRKE
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s SKYMED

Sempre per Terra ZMBY CO.,LTD.

Karton

Carton size: Carton size:

Carton size: Carton thickness:

Open carton: Open carton:

Pilde cartons: Pilde cartons:
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SKYMED

TERRAPOD -
Sempre per Terra ZMBY CO.,LTD.
Box

Box size: Box size:

Box size:

Box weight: Box weight:

Terrapod Sp. z 0.0 * Ul. 27 Grudnia 5/5 a  61-737 Poznan * Poland




s SKYMED

Sempre per Terra ZMBY CO.,LTD.

Box: L Box: L

Box: L Box: L

Box: L Box: L
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Sempre per Terra ZMBY CO.,LTD.

Rekawiczki

Open box: Open box:
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Zgodnos¢ z Rozporzadzeniem (UE) 2016/425 o $rodkach ochrony indywidualnej oraz normami
zharmonizowanymi :

EN 1SO 374 -1 : Rekawice Chronigce przed substancjami a chemicznymi i mikroorganizmami cz. 1

EN 374 - 2: Rekawice Chronigce przed substancjami chemicznymi i mikroorganizmami cz. 2 Wyznaczanie

EN 16523 -1:0dpornosé¢ na przenikanie czynnikow chemicznych

EN 374 -4 : Badanie degradacji

EN I1SO 374 -5 : Odpornos¢ na bakterie grzyby i wirusy plus EN ISO 374-5 VIRUS na Sars -2-Cov

EN 420 : Rekawice ochronne. Wymagania ogdlne i metody

przenikalnosc¢ dla wiruséw zgodnie z ASTM F1671 (szczelnosé dla wiruséw)

przenikalnos¢ dla cytostatykdéw 15 ASTM 6978

posiadajace dokument przydatnosci do kontaktu z zywnoscig z adekwatnym piktogramem na opakowaniu
Zgodno$¢ :MDD 93/42/EEC & 2007/47/EC/ MDR 2017/745 wyrobach medycznych wyréb klasy | ( informacja na
opakowaniu i w Deklaracji Zgodnosci)

zgodno$é z Rozporzadzeniem (UE) 2016/425 o srodkach ochrony indywidualnej wyrdb 3 kategorii typ
B,( informacja na opakowaniu i w Deklaracji Zgodnosci)

zgodnosé z EN 455, dla produktéw medycznych Okreslona wymagania i podaje metode badania rekawic
medycznych do jednorazowego uzytku na obecnos¢ mikrouszkodzen. Norma postuguje sie pojeciem AQL 1,5
(Acceptable Quality Level — Akceptowalny Poziom Jakosci).

EN 455-2 Wymagania i badania dotyczace witasciwosci fizycznych. Norma okresla wymagania oraz
podaje metody badawcze witasciwosci fizycznych rekawic medycznych jednorazowego uzytku (rekawic
chirurgicznych, rekawic diagnostycznych/zabiegowych i innych) w celu zagwarantowania, iz zapewniajg one i
utrzymujg w czasie uzytkowania odpowiedni poziom ochrony przed wzajemnym zakazeniem i
zanieczyszczeniem zaréwno pacjenta, jak i uzytkownika.

EN 455-3 Wymagania i badania w ocenie biologicznej. Norma okresla wymagania dotyczace oceny
bezpieczeristwa biologicznego rekawic medycznych do jednorazowego uzytku. W tresci normy zostaty
zdefiniowane wymagania dotyczace oznakowania i pakowania rekawic oraz ujawniania informacji o
zastosowanych metodach badania. Norma okresla przeglad immunologicznych metod badan w celu oznaczania
wymywanych biatek i alergenow.

EN ISO 374- 1, badania na przenikalnos¢ dla wirusow zgodnie z EN ISO 374- 5 VIRUS oraz ASTM F1671
piktogram potwierdzajgcy dopuszczenie rekawic do kontaktu z zywnosciag umieszczone fabrycznie przez
producenta na opakowaniu raz potwierdzone dokumentami producenta

9Badania na przenikanie: Izopropanol 70% min. na poziomie 2 ochrony, formaldehyd 37% min. na
poziomie 6, 50% aldehy I glutarowy min. na poziomie 6 ochrony , wodorotlenek sodu 40 % min. na 6 poziomie
ochrony

Mikroteksturowane z dodatkowa widoczng teksturg na koncach palcéw, polimeryzowane obustronnie,
wewnetrznie

grubos¢ na mankiecie maksymalnie 0,09 -0,092mm

grubos¢ dtort maksymalnie 0,14 -0,13 mm

grubosc¢ palce maksymalnie 0,21-0,19 mm

dtugosc¢ rekawicy minimum 240-242 mm

konstrukcja pojedynczego opakowania rekawic poprzez perforacje

waga pojedynczej rekawiczki miedzy 4,2 a 5,4 gram, co potwierdza petng ochrone i doskonaty wyréb
materiatowy.

Rekawiczki sg bez lateksu, przebadane na kilkanascie alergendw i sg antyalergiczne. Wewnetrzna warstwa jest
miekka, nieuczulajaca delikatnie przylegajgca do skéry a sktad zgodnie z certyfikatami sprawia, ze dtonie sg
bezpieczne i nie wystepuja na skdrze zadne podraznienia.



Testy na cytostatyki:

TESTING CHEMOTHERAPY DRUGS:

Table 1. List of the Testing Chemotherapy Drugs. Sources, and Expiration Dates

TESTING CHEMOTHERAPY DRUGS

DRUG SOURCE

Carmustine (BCNU), 3.3 mg/ml (3,300 ppm)

Sigma Aldrich; Lot# 016M4028V; Expires 09/2017

Cisplatin, 1.0 mg/ml (1,000 ppm)

Fresenius Kabi; Lot# 6114286; 01/2018

Cyclophosphamide (Cytoxan), 20.0 mg/ml (20,000ppm)

Sigma Aldrich; Lot# BCBM8984V; Expiration 04/2017

Cytarabine, 100 mg/ml (100,000 ppm)

Sigma Aldrich; Lot# LRAA8717; Expiration 01/2018

Dacarbazine (DTIC), 10.0 mg/ml (10,000 ppm)

Teva; Lot# 31318323B; Expiration 10/8/2017

Doxorubicin Hydrochloride, 2.0 mg/ml (2,000 ppm)

Sigma Aldrich; Lot# SLBM7382V; Expiration 08/2017

Etoposide (Toposar), 20.0 mg/ml (20,000 ppm)

Teva; Lot# 31321666B; Expiration 09/2019

Fluorouracil, 50.0 mg/ml (50,000 ppm)

Accord; Lot# PT04300; Expiration 10/2018

Ifosfamide, 50.0 mg/ml (50,000 ppm)

Sigma Aldrich; Lot# 106K1063V; Expiation 12/2017

Methotrexate, 25 mg/ml, (25,000 ppm )

Teva; Lot# 16A28MA, Expiration 01/2018

Mitomycin C, 0.5 mg/ml (500 ppm)

Sigma; Lot# MKBR2210V; Expiration 03/2017

Mitoxantrone, 2.0mg/ml (2,000ppm)

Sigma Aldrich; Lot# MKBR2210V; Expiration 11/2017

Paclitaxel (Taxol), 6.0 mg/ml (6,000 ppm)

Hospira; Lot# C126865AA; Expiration 12/2017

Thiotepa, 10.0 mg/ml (10,000 ppm)

Sigma Aldrich; Lot# SLBQ8871V; Expiration 02/2018

Vinristine Sulfate, 1.0 mg/ml (1,000 ppm)

Sigma Aldrich; Lot# SLBQ9329V; Expiration 01/2018

TEST DRUG AND CONCENTRATION

COLLECTION MEDIUM

Carmustine (BCNU), 3.3 mg/ml (3,300 ppm)

10% Ethanol Aqueous Solution

Cisplatin, 1.0 mg/ml (1,000 ppm)

Distilled Water

Cyclophosphamide (Cytoxan), 20.0 mg/ml (20,000ppm)

Distilled Water

Cytarabine, 100 mg/ml (100,000 ppm)

Distilled Water

Dacarbazine (DTIC), 10.0 mg/ml (10,000 ppm)

Distilled Water

Doxorubicin Hydrochloride, 2.0 mg/ml (2,000 ppm)

Distilled Water

Etoposide (Toposar), 20.0 mg/ml (20,000 ppm)

Distilled Water

Fluorouracil, 50.0 mg/ml (50,000 ppm)

9.20 pH Sodium Hydroxide Solution

Ifosfamide, 50.0 mg/ml (50,000 ppm)

Distilled Water

Methotrexate, 25 mg/ml, (25,000 ppm )

Distilled Water

Mitomycin C, 0.5 mg/ml (500 ppm)

Distilled Water

Mitoxantrone, 2.0mg/ml (2,000ppm)

Distilled Water

Paclitaxel (Taxol), 6.0 mg/ml (6,000 ppm)

30% Methanol Aqueous Solution

Thiotepa, 10.0 mg/mi (10,000 ppm)

Distilled Water

Vincristine Sulfate, 1.0 mg/ml (1,000 ppm)

Distilled Water

TESTING CONDITIONS:

Standard Test Method Used:

Deviation From Standard Test Method:
Analytical Method:

Testing Temperature:

Collection System:

Specimen Area Exposed:

Selected Data Points:

Number of Specimens Tested:
Location Sampled From:

ASTM D 6978-05
Used 1" Permeation Cell
UV/VIS Spectrometry

35.0°C+2

.0

Closed Loop

5.067 cm2
25/test
3/test
Cuff area

TESTING CHEMOTHERAPY DRUGS WAVELENGTH (nm)
Carmustine (BCNU), 3.3 mg/ml (3,300 ppm) 229
Cisplatin, 1.0 mg/ml (1,000 ppm) 199
Cyclophosphamide (Cytoxan), 20.0 mg/ml (20,000ppm) 200
Cytarabine, 100 mg/ml (100,000 ppm) 272
Dacarbazine (DTIC), 10.0 mg/ml (10,000 ppm) 320
Doxorubicin Hydrochloride, 2.0 mg/ml (2,000 ppm) 232
Etoposide (Toposar), 20.0 mg/ml (20,000 ppm) 205
Fluorouracil, 50.0 mg/ml (50,000 ppm) 269
lfosfamide, 50.0 mg/mi (50,000 ppm) 200
Methotrexate, 25 mg/ml, (25,000 ppm ) 303
Mitomycin C, 0.5 mg/ml (500 ppm) 217
Mitoxantrone, 2.0mg/ml (2,000ppm) 242
Paclitaxel (Taxol), 6.0 mg/ml (6,000 ppm) 231
Thiotepa, 10.0 mg/ml (10,000 ppm) 199
Vincristine Sulfate, 1.0 mg/ml (1,000 ppm) 220
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Testing Chemotherapy Thickness (mm) Weight/Unit Area
Drugs Sample 1 | Sample 2 | Sample 3 | Average (mm) (g/m2)

Carmustine (BCNU) 0.046 0.049 0.047 0.047

Cisplatin 0.045 0.050 0.046 0.047

Cyclophosphamide (Cytoxan) 0.047 0.043 0.048 0.046

Cytarabine 0.047 0.044 0.048 0.046

Dacarbazine (DTIC) 0.048 0.049 0.045 0.047

Doxorubicin Hydrochloride 0.050 0.052 0.046 0.049

Etoposide (Toposar) 0.048 0.052 0.046 0.049

Fluorouracil 0.048 0.047 0.045 0.047 52.3

Ifosfamide 0.044 0.049 0.048 0.047

Methotrexate 0.045 0.047 0.054 0.049

Mitomycin C 0.047 0.050 0.044 0.047

Mitoxantrone 0.046 0.047 0.053 0.049

Paclitaxel (Taxol) 0.048 0.042 0.044 0.045

Thiotepa 0.047 0.049 0.043 0.047

Vincristine Sulfate 0.045 0.044 0.048 0.046

MINIMUM STEADY STATE
TEST CHEMOTHERAPY DRUG BREAKTHROUGH PERM. RATE OTHER
AND CONCENTRATION DETECTION TIME (Specimen 1/2/3) OBSERVATIONS
(Specimen 1/2/3) (ng/cm?minute)
(Minutes)

Carmustine (BCNU) 147 0.6 Moderate swelling
3.3 mg/ml (3,300 ppm) (15.1,14.7,16.8) (0.5,0.5,0.7) and no degradation
Cisplatin No breakthrough up N/A Slight swelling and
1.0 mg/ml (1,000 ppm) to 240 min. no degradation
Cyclophosphamide (Cytoxan) No breakthrough up N/A Slight swelling and
20 mg/ml (20,000 ppm) to 240 min. no degradation
Cytarabine, No breakthrough up N/A Slight swelling and
100 mg/ml (100,000 ppm) to 240 min. no degradation
Dacarbazine (DTIC) No breakthrough up N/A Slight swelling and
10.0 mg/ml (10,000 ppm) to 240 min. no degradation
Doxorubicin Hydrochloride No breakthrough up N/A Slight swelling and
2.0 mg/ml (2,000 ppm) to 240 min. no degradation
Etoposide (Toposar) No breakthrough up N/A Slight swelling and
20.0 mg/ml (20,000 ppm) to 240 min. no degradation
Fluorouracil No breakthrough up N/A Slight swelling and
50.0 mg/ml (50,000 ppm) to 240 min. no degradation
Ifosfamide, No breakthrough up N/A Slight swelling and
50.0 mg/ml (50,000 ppm) to 240 min. no degradation
Methotrexate No breakthrough up N/A Slight swelling and
25 mg/ml (25,000 ppm) to 240 min. no degradation
Mitomycin C No breakthrough up N/A Slight swelling and
0.5 mg/ml (500 ppm) to 240 min. no degradation
Mitoxantrone, No breakthrough up N/A Slight swelling and
2.0mg/ml (2,000ppm) to 240 min. no degradation
Paclitaxel (Taxol) No breakthrough up N/A Moderate swelling
6.0 mg/ml (6,000 ppm) to 240 min. and no degradation
Thiotepa 58.8 0.5 Slight swelling and
10.0 mg/ml (10,000 ppm) (110.0,58.8,67.0 (0.3,0.5,0.6) no degradation
Vincristine Sulfate No breakthrough up N/A Slight swelling and
1.0 mg/ml (1,000 ppm) to 240 min. no degradation

Rekawiczki sg przebadane w niezaleznym laboratorium na cytostatyki w
ramach dopuszczenia rekawic do kontaktu w leczeniu chemioterapig. Lub
kontaktu z lekami, substancjami medycznymi lub chemicznymi uzywanymi w

stuzbie zdrowia
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Jak zamowic tak doskonaty towar?

Zamowienia rekawiczek mozliwe sg przez naszych dystrybutorow, lub tez
bezposrednio w firmie.

1.Towar z importu drogg kolejowa/morska/lagdowg w zaleznosci od
zamoéwienia

Minimalny czas dostawy 23 dni, maksymalny 3 miesigce, w zaleznosci od
rodzaju transportu

2.Towar na miejscu OTG £ODZ ( gotowy w magazynie- odnawialny stock)
Odprawiony, gotowy do odbioru

Cena uzalezniona od ilosci towaru zamawianego przez klienta

Kontakt:

Email: kontakt@terrapod.pl
www.terrapod.pl

Wszelkie certyfikaty nie dodane w katalogu a wskazane w informacji o certyfikatach marki SKYMED dostepne
na zyczenie klienta.
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