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Products

Specifications of Nitrile Glove

 Superiortensile strength for extraordinary resiliency
» Superiorpuncture & tear resistance properties
 Protection from unwanted & dangerous substances

» Softnessprovides superiorcomfort and naturalfit. Fit more comfortably,
reduced hand fatigue & respiration

+ Beaded cuff makes easy donningand guards againsttearing
« Smoothgloves donningsurface provides a more naturalfeel
» Powder free to eliminate powder — induced irritation & dermatitisto user

» Low level of extractable protein & chemical residue, hence lower
incidence of allergic reactions.

» Under GMP practice

« Manufacturedfrom 100% nitrile (Acrylonitrile-Butadiene)
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STANDARDS
DIMENSIONS
SOLIT GLOVES ASTM D6319
Length . 220 min (XS,9)
salmn 230 min (M,LXL)
75 %5 (XS) 70 + 10 (XS)
85 =5(S) 80 +10(S)
95 * 5(M) 95 =10 (M)
Widith 105 £5(L) 110 =10(L)
115 % 5(XL) 120 =10 (XL)
. . Fingers: 0.08 mm min Fingers: 0.05 mm min
Thlckness»Slngle wal Palm: 0.06 mm min Palm: 0.05 mm min

Tensile strength (MPA)

Before Aging: 18Mpa min
After Aging: 20Mpa min

Tensile strength (MPA)

Before Aging : 14Mpa min
After Aging 14Mpa min

Tensile
Elongation at break (%) Elongation at break (%)
Before Aging: 600% min Before Aging 500% min
After Aging: 500% min After Aging 400% min
Powder Content

2 mg/glove maximum

Protein Content .
Protein Free
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CERTIFICATES

FDA Registration number: 3016872430
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Certificate of Registration

This certificate of Registration certifies that:

KICHY VIET NAM COMPANY LIMITED

OFFICE 02, 8TH FLOOR, PEARL PLAZA BUILDING, NO.561A DIEN BIEN PHU
STREET, WARD 25, BINH THANH DISTRICT, HO CHI MINH, HO CHI MINH,
THANH PHO 700000, VIET NAM

has registered with the ‘US Food and Drug Administration pursuant to Title 21 of the United States
Code of Federal Regulations.

Owner Operator Number: 10073774

Listed Device

QKR D402090 Face Mask, N95 E‘ s

OEA D403243 Non-Surgical Isolation Gown
MGS D404392 Medical Gloves

US Agent: Willow Glen Consultancy LLC

Willow Glen Number: WG2071191

Expiration Date: December 31, 2020

This certificate affirms that the above-named facility ts registered with the ‘US ‘FDA pursuant to the
regulations required by the ‘US laws. This registration has been verified as effective by Willow Glen
Consultancy as of the date below, unless such registration has been terminated after issuance of this
Certificate. Willow Glen Consultancy makes no additional representations or warranties, nor does this
certificate carry any to any person or entity other than the named certificate holder, for whose sole benefit it
is issued. Willow Glen Consultancy assumes no lability to any person or entity in connection with the
foregoing, nor does the ‘U.S. FDA recognize a certificate of registration issued by Willow Glen Consultancy.

‘Willow Glen Consultancy is a private agent not affiliated with the U.S. Food and Drug Administration.

Wmow%\gf Glen

Amanda Ou, Operation Director WillowGlenFDA.com
Willow Glen Consultancy LLC Info@WillowGlenFDA.com
+1-619-869-0249 3755 Avocado Blvd, Suite 208
Date: May 18, 2020 La Mesa, CA 91941, USA
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CERTIFICATES

EU Declaration of Conformity

KICHY VIETNAM COMPANY LIMITED

Address: 8th floor Pearl Plaza Building, 561A Dien Bien Phu Street,
F.,i(ichv Ward 25, Binh Thanh District, HCMC, Vietnam
- www.kichyvn.com

HCMC, 15 October 2020

Declaration of Conformity
Tuyén b6 Tudén thu

The Declaration of Conformity is issued under the sole responsibilities of manufacturer
Tuyén b Tudn thid dudc phdt hanh va cam két dudi trdch nhiém cla nha san xudt

Product} KICHY Nitrile Glove

San phéam: Géang tay Nitrile Kichy

Sizes: S, M, L, XL

Kich ca: S. M, L. ®L

Classification: PPE Category Il

Phén logi: PPE Loai I

Manufacturer: KICHY VIET NAM COMPANY LIMITED

Nha sdn xudt: 8th Floor, Pearl PLAZA Building, 561A Dien Bien Phu, Ward 25, Binh Thanh District, HCM

Tel: 0978 700 800 - 0839949393 - 0931511 898

CONG TY TNHH KICHY VIET NAM
Lau 8, Toa nha Pearl Plaza, 561A Pién Bién Pha, P.25, Q. Binh Thanh, TP.HCM.
Dién thoai: +84 931 511 898 - 0839 949 393 - 0978 700 800

We declare that the product described above, to which this declaration of conformity refers to, is in
conformity with the essential requirements of the following legislation:

Chuing t6i tuyén bd réng san pham dudc md td & trén, ma tuyén bd vé su phi hdp nay dé cdp dén,
phli hop vdi cac yéu cdu thiét yéu clia cdc ludt dudi day:

Applicable Norms:

Cac chudn muc ap dung:
« MDD 93/42/EEC: 2007/47/EC Class | (Non-sterile)
« PPE 2016/425/EU: Personal Protective Equipment
s CE - Certificate Number: CE/016347/0320

« ENISO 374-1:2016: Protective gloves against dangerous chemicals and micro-organisms —
Terminology and performance requirements for chemical risks

« EN374-2:2014: Protective gloves against dangerous chemicals and micro-organisms —
Determination of resistance to penetration

« EN 374-4:2013: Protective gloves against chemicals and micro-arganisms -Determination of
resistance to degradation by chemicals

« EN 455-1:2000 Medical gloves for single use
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CERTIFICATES

EU Declaration of Conformity

« EN 455-2:2015 Requirements and testing for physical properties
+ EN 455-3: 2015 Requirements and testing for biological evaluation

« EN16523-1:2015 + A1:2018 test for gloves claimed to protect against permeation by
chemicals.

* ASTM D6319-10 (Reapproved 2015): Standard Specification for Nitrile Examination Gloves
for Medical Application

+ 1509001:2015 - Certificate Number: 6811/QMS/1020: Quality Management System
+» |50 14001:2015 - Certificate Number: EMS/018794/1020: Environmental management systems
= |50 13485:2016 - Certificate Number: W 1208M: Medical devices — Quality management systems

« MDD 93/42 / EEC: 2007/47 { EC Class | (Khéng vé trung)

« PPE 2016/425 [ EU: Thiét bi Bao hé Ca nhan

« CE - S6 chiing chi: CE/016347/0320

« ENISO 374-1: 2016: Gang tay bdo vé chdng lai cdc hda chdt vé vi sinh vt nguy hiém - Cac
yéu cdu vé thudt ngl vé hiéu sudt déi vdi rii ro vé hda chét

s EN 374-2: 2014: Gang tay bao hd chéng lai cdc héa chét var vi sinh viit nguy hiém - Xdc dinh
kha ndng chéng xam nhdp

e EN 374-4: 2013: Gang tay bao vé chéng lai héa chat va vi sinh vat -Xdc dinh kha ndng hao
mon bdi héa chat

« EN 455-1: 2000 Gdng tay y t€ sif dung mét lan

« EN 455-2: 2015 Cdc yéu cdu va thi nghiém d6i vdi cdc dac tinh vat 1y

« EN 455-3: 2015 Cdc yéu cdu va thii nghiém dé ddénh gid sinh hoc

e Thd nghiém EN 16523-1: 2015 + A1: 2018 ddi vdi gang tay dudc tuyén béd bao vé chéng lai
su th@m théu cla hda chat.

« ASTM D6319-10 (Budc phé duyét lai ndm 2015): Bac diém ky thudt tiéu chuén cho Gang tay
Nitrile trong hd sd y t&

= |S09001: 2015 - S& chiing chi: 6811 f QMS / 1020: Hé théng qudn Iy chét ludng
+ [SO 14001: 2015 - S6 chiing chi: EMS / 018794/1020: Hé théng quan Iy mdi trudng
« SO 13485: 2016 - S6 chiing chi: W1208M: Thiét bi y té - Hé& théng quan Iy chét ludng

On Behalf of KICHY VIET NAM COMPANY LIMITED
Bai dién CONG TY TNHH KICHY VIET NAM

Bing Hong Nam

General Director / Téng Gidm déc
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CERTIFICATES

ISO 21420:2020
Test No. 7191245422-EEC20/01-WBH

iTest Report No. 7191245422-EEC20/01-WEH
dated 16 Oct 2020

e rapont i isued subjec! fo e Testing end Ceriication Regulatons of the TN SO0 Group and the FiH Singapare
al Tarrs asd Cond of Basiness of TUY 50D PEB Poe L. In addiben, this napt is govemead By e
s el ool within s repot.

-

fdd valua.
CT: Inspire tresd,
Testing of Gloves submiitad by KICHY VIET MAM CO., LTD on 01 Oct 2020
IESTED FOR:
KICHY VIET NAM CO., LTD
Bth Floor, Pearl Plaza Building, Mo. 5614 Dien Bien Phu,
Ward 25, Binh Thanh District,
Ho Chi Minh City, Vietnam
IEST DATE:
12 Oct 2020
DESCRIPTION OF SAMPLES:
Sample
S Product EBrand' Model | Size [ Colowr Lot Ma. | Expiry Date | Recetved Manufacturer
Dascrption (pi
pieces)
Powdar Free N
Mitrile: KICHY o 1ET KA
1 Examination GLOVE s Blua KCO10708 | 0800872023 50 o LTD
Gloves
METHOD OF TEST:
The tests ware conducted in accordance with the following test standards:
BS EN IS0 21420:2020 Protective gloves — General requirements and fest methods
- Clause 4.2¢ pH value
- Clause 5.1 Sizing and measurement of gloves
- Clause 5.2 Dexdenly
T 500 PSE
Labsrwiery: Phiorni ; +85 B34 1350 Rugianal Hasd Difice:
TOW SO0 PSE Pla. Lad. Fan:  +E-GTH BT Ty 50D Asis Paciiic Fe. Lid,
Mo 1 Soiencn Park Drive mﬁ-wm 1 Goience Park frive, 81201
= 2l s = Ll
Singepoea 11E021 T Fieg 1m"“"’" w Page 1 of3
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CERTIFICATES

1ISO 21420:2020
Test No. 7191245422-EEC20/01-WBH

Test Report No. 7191245422-EEC20/01-WBH
dated 16 Oct 2020

RESULTS:
Sample; Powder Frae Nitrile Examination Gloves, KICHY GLOVE, Blue, Size 5
Tast BS EM IS0 21420 2020 Requirements Results Infermed Results
I. Determenation of pH
Salue, >35and <95 T8 Passed
pH valee ]
1. Sizing,
manimum langth of - 250 {gee remark 1)
glove (mm)
Srmallest pin diameter
Level of parfarmance fulfilling test conditions
() =t
. Dexterity, 3 11
lewed of 3 a5 5 (see remark 2)
performancs 3 ﬁ
4 6.5
L 5 5
REMARKS:;

1. Sizes of gloves are defined with respect to the sizes of the hands they are to fit. If required for specific use
ifor example, gloves for welders and firefighters), the minimum glove length shall be defined in the relevant
specihc standards.

2. Faor Dexterity test, a glove should allow as much dextenily as possible given its purpose

T -——

Enginaar Product Manager
Medical Haalth Sarvices (MAM)

Photo: Pownder Free Nitrile Examination Gloves, KICHY GLOVE, Blue, Size 5

Page?did
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CERTIFICATES

1ISO 21420:2020
Test No. 7191245422-EEC20/01-WBH

Test Report No. 7191245422-EEC20/01-WEH
dated 16 Oct 2020

PSR Singepone

Plagse note that this Repor & issued under the fallowing Lemns -

1. This reporl applies bo Ihe sample of the speciic producleguipmant given al e time of is lestingicalibration.  The results ame nol used to
indicali o impdy that they are applicable o ofer simiar ilems In addition, such fesuls must not be wsed o indicabs or mply that TOW 500
FSBE approves, recommends of endorses the manufacturer, supplier o user of such productlequipment, of Thal TUW 500 PEH in any way
“guataniess® the laler peformance of the produciequipment. Linkess ofhensse stated in this repon, no tests were conducted o dekeming
long 1emm effects of using e specific product'egu prent

2. The samples mensicned in Lhis reped wlam submitiedsuppledimanufaciured by the Chent. TUW SO0 FSE themefoe assumes no
resporsitilty for the: acowacy of informalion on tha vand name, modal rumber, sigin ol manufacium, consgnimenl of &0y infomalon
supplied

3. Mathing in this eport shall be inlerprelied bo mean thal TOV SO0 PSB has weefisd o ascertained any endorsement of madas lrom any olher
tesling aulhority or bodies thal ensy ba found on that sample.

4. This report shall nol be repeoduced wholly o in parts and no mismence shal be made by the Client lo TUY 500 PEB o 1o the repor of results
furnis hisd Iy TUW SOD PES i any advarisamants or Salies promaiion.

5 Uniess olhenviss slated, the (asts wan cared oul i TUV S00 PSB Ple Lid, Mo.1 Sderce Padk Orive Singapors 118221,

6. The tests camied oul by TOV S0 PSE and s report ame subject to TUA S00 P3E's General Terms and Conditions of Business and Ihe
Tesling and Cerificaiion Reguialions of fhe TUW SUD Geoup.

Effectva 01 Seplemter 2020

Page 3 of 3
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CERTIFICATES

EN 455-1:2000 - EN 455-2:2015 - EN 455-3: 2015

Test Report No. 7191245422-EEC20/02-WBH

dated 22 Oct 2020

poed subject i the Testing snd Certfication Reguations of @ TUV SU0 Group and the
filicrs of Business of TUY 500D PSE Pia Lid. In addtion, this repart is goesmed by the

P5E Singapore
ies submitted by KICHY VIET NAM CO., LTD on (1 Oct 2020, At valun,
Inpire trust,
TESTED FOR:
KICHY VIET NAM CO., LTD
&th Floor, Pearl Plaza Building, Mo. 561A Dien Bien Phu,
Ward 25, Binh Thanh District,
Ha Chi Minh City, Vietnam
JEST DATE:
01 Oct 2020 to 22 Oct 2020
DESCRIFTION
P Sample
SN o wﬂn E;:;:‘: Size| Colour | Lot No. |Expiry Date Received Manufacturer
1 (plecas)
Powder Free
Mitrite KICHY KICHY VIET MAM
1 | Examintion | GLOve | S | Bue |KCO10708 | 08/08/2023| 500 co., LTD
Glovas
Lot size as specified by client: 35,001 te 150,000 pieces
METHOD OF TEST:
1. EN 455-1:2020 Medical gloves for single use
Part 1: Requirernents and lesting for freedom from holes
2 EM 455-2:2015 Medical gloves for single use
Part 2: Requiraments and testing for physical properties
3 EM 455-3:2015 Medical glove for single use
Pari 3: Requirements and iesting for biolegical evaluation
TUW 500 PSAE
La d Puone : +8588035 1331 Ragionsl Haad Office:
T 500 B50 Pl Lid. Fax: +E5.6T76 BETD Tl 500 Asia Pacific Pra Lid
Mo 1 Selenos Park Diiva E-mal enquitiesfitevsuc.oom 1 Sclanca Park Dive, 80201
5, o 118221 BipaNerwe Mreaud comien-sg Smgagcrs 1L
o Plag : H0MNETR oV Page 1 of 5
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CERTIFICATES

EN 455-1:2000 - EN 455-2:2015 - EN 455-3: 2015

Test Report No. 7191245422-EEC20/02-WBH
dated 22 Oct 2020

BRESULTS:
Sample: Powder Free Mitrile Examination Gloves, KICHY GLOVE, Blue, Size S

Table 1: Results for EM 455-1:2020
No. of Mumber Actual no, of i
Clause Tests Requiremeants non-compliers tested non-compliars "“
5 = allowed (pieces) | (pieces) | found (pieces) i
readam
5 foiis Hellis Shall not leak 7 200 2 Passed
Table 2: Resulls for EN 455-2:2015 Clauses 4-5
Requirements MHumber tested Rasults Inferred
Clau
" 1L (Median) (pieces) (Median) resuits
Dimensions
g a) Langth {rmm) = 240 13 256 Passed
b} Width (mm) ggf;? S 13 a4 Passed
For mitrile
Strangth seckdins
a)Force at break | Sramination 13 82 Passed
(N) [
=50
-1 b Force at break o
after challange :f;:_l'ilr:';:ﬂn
testing (M) glovee: 13 8.2 Passed
7 days at 6.0 it
(70£2)°C E
Tanl - . 7
Clause Tests Requirements Resulls 'nhrrlf':
Manufacturers shall label the glove andfor
the packaging with the date of manufacture
; in accordance with EM IS0 15223-1:2012
LA and EN 1041:2008+A1:2013. Date of Comply Fiexsad
manufacture is defined as the packaging
date.
Page 2cf §
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CERTIFICATES

EN 455-1:2000 - EN 455-2:2015 - EN 455-3: 2015

Test Report No. T191245422-EEC20/02-WBH
dated 22 Oct 2020

PS8 Sngapa'e
Sample: Powder Free Nitrile Examination Gloves, KICHY GLOVE, Blue, Size 5
4 201 -4,
Clause Tests Requiremenis. Resulis / Remarks Jml?:
| Glove is talcum powderfree
Glowves shall not be dressed with talcum glove, based on client's S
powder (magneasium silicate). declaration ketter on
4.2 Chemicals 22 Oct 2020
Manufacturer shall disclose
Chiher chemicals upan requesi a list of MA
chemical ingredients
4.3 ; < 20 ElWpair for gloves labelled with Mot lababad with “low
5.1 EDCkIIa ‘lew endotoxin content’ andaloxin content’ A
4.4 Powder- For powder-free gloves: The total
5'2 free aloves quantity of powder residues shall nat 0.17 my per glove Passead
; g axcead 2 mg per glove,
The manufacturer shall strive to
35 | Proteins. | minimize the leachable protein level for | ™! pioaliytbor o N
- gloves containing natural rubber latex. glove
Table 5: Resulls for EM 455-3:2015 Clauss 4.6
Clause Tests Requirements Results
In addition to the labelling specified in EN 1041:2008+41:2013 and the
relevant symbols given in EMN IS0 15223-1:2012, the following
requirements apply:
a) medical gloves containing natural rubber latex shall be labelled on
the packaging of at least the smallast packaging unit with the EM MA
IS0 15223-1:2012 symbal for latex;
The [abelling shall include the following or equivalent warning
statemant together with the symbol: (Product) contains natural M
rubber latex which may cause allergic reactions. including
anaphylactic responsas’;
b} the labelling shall include a prominant indication of whather the e |
46 Labaling glove is powdenad or powder-free, omply
c) sterile powdered gloves shall be labelled with the following or
equvalant: ‘CAUTION: Surface powder shall be remowed M
asaptically prior to undertaking cperative procedures in order ta
minimize the risk of adverse tissue reactions’;
d} for any medical glove containing natural ubber latex the product
labelling shall not include:
- any term suggesting relative safety, such as low allergenicity, WA
hypoallerganicity or low protein;
- any unjustified indication of the presence of allergens;
&) if the manufacturer labels the gloves with the protein content, the M
procass imil, measured as s ified in 5.3 shall be given
Inferred results Passed
Page 3ol 5
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CERTIFICATES

EN 455-1:2000 - EN 455-2:2015 - EN 455-3: 2015

Test Report No. 7191245422-EEC20/02-WBH
dated 22 Oct 2020

BEMARKS:

1. Laballing requirements are assessed based on the submitted packaging artwork by client.
2. NA: Not apphicable for the submitted sample.

aau Poh Lwang Wong Bee Hul

Associate Engineer Product Manager
Medical Health Services (MAM)

APPENDIX;

HSs W

Phato 1: Powder Free Nitrile Examination Gloves, KICHY GLOVE, Blue, Size S

. i A
« BAA0TD AL @

Photo 2: Packaging artwork for Powder Free Nitrile Examination Gloves, KICHY GLOWVE, Blue, Size S

Paged of 5

407.296.6689 info@carterhealth.com www.carterhealth.com



CERTIFICATES
EN 455-1:2000 - EN 455-2:2015 - EN 455-3: 2015

Test Report No. 7191245422-EEC20/02-WBH
dabted 22 Oct 2020

PSR Singapore

Flease note that this Repert is issuod under the following berms |

1. This report spplies fo the sample of tha specific productiequipment givan al tha time of its bestingicalibration.  The resulls ane not used 1o
ingicale or imply that they are applicabie 1o oiher similar tems. bn addbicn, such resuls musl rﬂbﬁmﬂlnimmdrimuﬂm'}s[ﬂ
PSB approves, mecommands of endarses. the manuaciuner, suppier of user of such productledquipment, of that TOV SO0 PSE in any way
“guaraniees” tha kater performance of the productlequipment. Uinksss ofherwise staled in Bhis repon, no bests wane conducled 1o determing
leng temm eflacts ol using the specific product'equipment.

2 The samplels meanlioned in this reporl isiare submittedisuppledimanufaciured by the Chenl. TOW SIUD PSB therafore essumes na
respansiodity for the accuracy of information on the biand name, model number, oigin of manufaciue, consig or any o
supglied.

3. Mothing in this report shall be inlerpaeted to mean that TOV S0D PS8 has vesified or asoertained any andorsamant or marks from sy iher
liessfing authority or bodies thal may be found an that samgle.

4. This raport shall not be reproduced whaoly orin parts and no referanca shal ba mada by tha Chent to TOW SO0 PSB o ta the rapart o results
furnishad by TOW S00 PSE in any ar salas i

5 Linkss clherwise stated, tha tests were camied out in TOV SO0 PSB Ple Lid, No.1 Stience Park Drive Singapore 118221

The tests camied cut by TOV 00 PSB and this repont ane sulject to TUV S0D PSTs General Tems and Condilions of Busine@and the
Tasting and Cenification Regulations of tha TV 500 Group. R

Effeciiog 01 Seplemier 2020

Page 5 cof 5
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