Cong ty Cé phan Cong nghé Dwgc pham Bat Phuic
Hotline: 0965.988.666 — 0985.013.999

MYMOMASK - TB N95

Mé diu nim 2020, khi Covid 19 xAm nhép vao Viét Nam, lic dé dwong lay
nhiém duy nhat théng qua giot bin, lic dé nhitng chiéc khau trang vai khang khuan
la 14 chin bao vé ngwdi dan mot cach hiéu qua. Khau trang y té qua dat do nguyén
liéu ting hang chuc lan, trong nwéc chwa cé nhiéu don vi dau tw nghién ctru san xuat
cac san pham chat lrgng cao nhu khau trang N95.

Chung t6i 1a mét trong nhitng ngwdi dwa khai niém khau trang theo chuan
N95 dau tién cia Viét Nam, va mang nhirng san pham chat lwgng cao xuat khau
sang thi trweong My, chau Au, khing dinh vi thé nguoi Viét.

Sau hon mét nim, sau 4 1an Viét Nam oan minh chién d4u véi dai dich, chiing
virus ciing da bién ddi nhiéu lan,... khau trang vai, khau trang y té 4 16p da béc 19
nhiéu yéu diém trong viéc phong chéng dai dich, khi mat d¢ vi khuan trong khong
khi diy dic, viéc deo mdt chiéc khau trang khong dat chuan, nguy co Iy nhiém rat
cao, nhung néu deo mét chiéc khau trang N95, chi phi danh cho chiéc khau trang

ciing khong phai nhé.

Cau héi dat ra, dé toéi wu gia thanh cho ngudi sir dung, can phai tao ra chiéc
khau trang ke thira cac wu diém cia N95, nhung phai tai sitr dung dwoc nhiéu lan,
va nhu thé MyMoMask ra doi.

Vay MyMoMask cé nhirng diém néi tri gi? Trudéc tién ching ta hay so sanh
vé6i nhieng chiéc khau trang truéce kia dé tim ra sy khac biét.

Ciic ik so sanh Khau trang vai | Khautrangy | Khau trang Khau trang
i i khang khau te 4 lop N95 Mymomask
So lép cau thanh 2-3 l6p 4 lop 5 lép 6 lop
Khéng giot ban 11ép Khoéng c6 11ép 2 16p
Po khang khuan 60-90% 50-70% >95% >99%
Om khit khudn mit Om khit Bi hé hai bén Om khit Om khit
Pj d& tho D& thé D& théy Tre "ign'lo hap R4t d& th
ﬁ';‘ niing loc bui Kém Kém Tét Rét tét
' i dinh vao mii | Cam gidc Bi han vét khau | Khong bj hiin vi
Cam nhéan khi deo Khi hit thé khong an toan trang (:'.phan cofgm giam han
nep miii mili
Tai sir dung bang | Khdng an toan vi véi cach nay vi khuan bi truyen tir [6p ngoai vao
céch giat lop trong.
Lop vai khang Lop giay L6p giay Lop vi lgc cao
R » meltblown meltblown AR S
A 3 khuan sir dung . . - . phén tir chiu
Tai sir dung bang | . A o X khong chiu khong chiu RSN
, £ i cong ngh¢ tam A 2 A 2 dwoc nhiét do va
cach hap tiét P dwge do am, | dwge do am, A X - .
N vao cay vai, do PN .o .« | do am. Khong bi
trung (100 — 120 AR PR bi phé huy bi ph& huy ket I
A dé bi mat khi ke Al o I . | thay doi tinh
do) <o ., -~ | Ketcau, giam | cau, giam kha K A X
hap & nhiét do - y chat khi hap, say
kha nang loc | nang loc Al gn
cao z 2 6 nhiét do cao.
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MyMoMask dwgc phat trién dwa trén dong khau trang TB N95 di dwoc kiém
nghiém tai Nelson Lab Hoa Ky theo chi tiéu 42 CFR Part 84 vé danh gia khau trang
theo chuan Niosh 95 ciia My, 100% bai Test vé d6 loc déu dat > 99%, khau trang
MyMoMask c6 kha ning loc bui min téi 0.26 pm vwet yéu cau ciaa chuan Niosh 95.

Duéi diy la cac chirng chi danh gia chat lwong san pham MyMoMask — TB
N95:
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CHUNG CHI NIOSH - PANH GIA BOI NELSON LABS

Nelson Labs Ia phong Lab s6 1 tai My, chuyén Kiém tra danh gia chét lweng cac san
pham, trong dé c6 danh gia tiéu chuin Niosh. Khau trang MyMoMask — TB N95 d4
dwoc kiém nghiém chat lweng tai phong Lab nay.

Sludy Number 1385738-801

'@ Nelson Labs. mv:;:v ’@ Nelson Labs. Sodum Cricrida (NaCl) Asrosol Test Final Report
A Sotera Health company Thien 5""; ":";mn ‘ﬁ A Sotera Health company

Founiain Valisy, CA 92706,

Rosults:  The NICSH N95 filer eficiency as stated in 42 OFR Part 84.181 is & minimum effciency for
each filter cf 285% (5% penelralion). The lest articles submitted by the sporsor conlorm to the NIOSH

Sodium Chloride (NaCl) Aerosol Test Final Report NS crtaria for filer alfci

orrected Intial A
F
Test Ariicle:

o5
Sty Number:  1386/3H-501 1 20210
Study Received Date: 02 Apr 2021
Testing Facility: Nelson Labursmas, LG 2 99.093
6280 5. od Rd 3 99.298
Salt Lake City, UT 84123 US.A
Test Prooscue(sk _ Standard Test Potocl (STP) Number: STPO3(4 Rev 09 4 288 99,134
o Hne s 202 99.082
1 (1 208 90.047
Summary: This procodure was performed to eilunte padiculate fiter penetration as specfied In 7 23 99,394
42CFR Pats4 and TEBAPRSTP-0059 for requirsments on a N95 respirator, Respirators wers
condiioncd tnen tesled for particle ponetration agalnst o polydispersed, sodium cnloride  (NaCl) 8 21 89.197
particulata serosol. The challenge eerosol was dried, newtralized, and pessed thioug” the tes! article at a 9 B8 S
concentration not nxmﬂdmg 200 mg/m®. The initial aifiow resistance and particle penetration for each = -
respirator was deten 10 0.0 99,00
" 202 9.068
Aocording 1o 42 CFR Part 84,64, prelesting must be performed by all applicants s part of 1ne applcation
process H. Results soen bolo aro part of that protesting and must be submitted to and 12 206 0216
accepted by NIOSH for resprator approval. 8 28 00121
Al test methad acceptance criterla were met, Testing was performed In compliance with US FOA good " 23 %.027
manufacluring praclice (GMP) ragulations 21 GFR Parts 210, 211 and 820, g s 0
1 27 99,043
7 24 99,186
8 285 0829 90471
19 283 0920 99,080
2 291 1t 99,256

* The final alflow resistance value for cach test article was detennined by subtracting out the background
resistance from the zystem.

Tost Mothod Accoptance Criteria: Ihe fiter lester must pass the “Tester Set Up" procadure. The

aiflow rusislance and parlicle peneliation of he reference malerfal must be within the imits sel by the.
manufacturer.
"
S
o
Crlis Gerow slectronically approved 04 May zoz! 22:°5 (+00:00)
‘Study Director Study Compiction Dalc and Timo.
012007500 | nelsonlabscom | sales@nelsonlabasom - FaTam e » g
gyt 5012007500 | nelsonlabscom | sses@nclsoniabs.con i

Study Numher 1386738-501 Spucar:

@ Nelson Labs. Sodium Chloride (NaCl) Agrosl Test Final Report '@ Nelson Labs. Hay Pung
A Sotera Health company ASotsra HeaNh compay B e 5

1131 Conor A

Fountain Valcy, CA 92108

r Test Procedure: Prior to testing, respirators were taken out of lhsv pankngm and placed in an Determination of Inhalation and Exhalation Resistance

emironment of 85 = 5% relative humidity (RH) end 38 £ 2.5°C for 25 + 1 Anelion ot b et
r Air-Purifyin irat in:
W filter tester used in testing was a TSI° CERTITEST® Mods! 8130 Automated Fmev Tester that is o urifying Respirators Final Report

:apable of eficiency measurements of up lo 99.989%. It produccs a particle size with & count

msdlan diameter of 0.075 £ 0.020 microns (ym) and a geomolric standard desiation ml exceeding Test Article:  N95

186 ym. The mass median diameler was approximately 0,26 s, which Is genoraly accopled a3 the Pl Gkl S

mest penetraliy sarusol size, The resenair was filed with a 2% NaCl solution and the instrument Study Recowec Dater 02 Aor 2021

allowod a minimum wam-up time of 30 minules. The main regulator pressure was sel Lo 75 £ 5 pounds vl Recered Laie. 4 oratari ]

per square inch (psi). The filer holder regulator oressure was st 1o appioximately 35 psi. Th NaCl g R s L LG

aer0sol ganeralor pressure vas Set o appeaximately 30 psi and the mako-up alaw rate ves set to Salt Lake Cly, UT 84123 U.S.

approximately 70 liters per mirute (Limin). Test Procedure(s):  Stendard Test Frotool (ST?) Numer STPO1GS R 05
Devialion(s):  Nene

The NaCl concentration of the test aerosol was determined in mg/m® by a gravimelric method prior to the

the NaCl aercsol passed througn the oulside surface of the ‘est article a: a conlinuous airflow rate of performe entisl e
. s =
8544 Limin. In accodance with NIOSH poiicy, three respiralors werw challenged undl 200 = 5 mg of ;%m;r‘;amﬂ:,e Mp‘am'.':,._,:sw,: vt ﬂ.ﬁ,“?ufﬂ,,';".f&mﬂ;’;
= ,’.ﬁﬁ,. c::ld - I-Z’ m ,:.‘:|n1°-|,° §afod upen IhemI::d pattem of NIOSH Typa 1. tha initial breathability of respirators was measured for inhalation resistance using NIOSH procedure TEB-APR-
po ng ning 17 respirators was recorded. STP-0007 and exhalalion resistence with NIOSH procedure TEB-APRSTP-0003. The difierentiol

pressura technique is a simpie Applicalion of & basic physical principle employing & water manomeler
differential upstream a1d donstream of the test material, at & constant flow rate.

According 10 42 CFR Part 84,64, peotasting must be parformed by all applicants as part of tha application
process with NIOSH. Results sean below ara part of that pretesting and must be submitted to and
accepted by NIOSH for respirator approval.

The Inhalation resistance critera as stated In 42 CFR Part 84,180 Is an Inital Inhalation not cxceoding
35 mm water column height oressure. The test articles submitted by the sponsor caniorm to this NIOSH
criteron for airlow resistance.

The exhalation resistance criteria as. sla.ed in 42 GFR Part 84.180 Is an inftal oxhalation not exceoding
25mm water column height sressure. est articles submitted by the sponsor conform to this NIOSH
criteion for alrflow resistance.

Al test mathod acceptance citeria wers met. Testing was perfomed in compliance with US FOA good
man.facturing practice (GMP) regulations 21 CFR Parts 210, 211 and 820.

Results:
1 214 7.2
2 214 175
3 221 7.7
o
2 t
L ohy
_Adam Brigham approwed 16 Feb 2021 20:21 (+09:00)
‘Study Dirsctor Adar Bigham Study Completion Dale and Time
- Welssaliionh | slaagaliishysen » TRRAME AL 8012907500 | nelonlsbscom | ssles@nelsonlabs.com w FATO Rer s
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CHUNG CHI FFP2 — PANH GIA BOI SGS ANH QUOC

SGS tai Anh Quéc 1a mét trong nhitng phong Lab hién dai nhat trong hé théng SGS
toan cau. Pay 1a mot trong nhirng phong Lab uy tin nhat trén thé giéi trong viéc
Kiém tra, danh gia cac bai test theo chuan.

THIEN BINH
TEST REPORT NO: 168968 Date: 26 April 2021 s INVESTMENT JOINT Test Report No: 168968
STOCK COMPANY
THIEN BINH INVESTMENT JOINT STOCK COMPANY
200 MAI ANH TUAN STREET Test Results
THANH CONG WARD o
BADINH DISTRICT P : on .'ALA ive Equ u —.‘ ra . tectiv
2gainst Particles — Reguirements, Testing, Marking
U.‘é:o“mn EN 149:2001+A1:2000

Clause 7.4 Packaging
EN 149:2001+A1:2009 Clause 8.2)

The following sample(s) wasfwere submitted and identified by/on behalf of the client as:

Paricle fitering haif masks shall be offered for sale packaged in Comply Pass
Retailer PPE Testing such a way that they are protected against mechanical damage
Description of article B FFP2 NR MEDICAL FACE MASKS and ination before use
LOT: 01062020
Retailer style number WHITE Clause 7.5 Material
Retailer Standard Number UNKNOWN (EN 149:2001+A1:2009 Clause 8.2 &8.3.1 8 8.3.2)
Ordor No./ Buyer VNHL2103005374HG Test Requi Results Comment
Quality/Fibre Composition UNKNOWN Materials used shall be sultable to withstand handing and wear Comply
Date Sample ReceivedTest Started: 01 April 2021 “l:;';;"'s %“‘0“ for which the particle filtering half mask is designed
use
‘After undergoing the conditioning described with 8.3.1 none of the Comply
[ Pass [ Fai [Remarks 1 parlcl fitering helf mesks shail have sufered mechanical failure Pass
[[ENTa9 PPE Face masks | | | See resulis | of the facepiece or straps
When condiioned in accordance with & 3.1 and 8.3.2 the partidle Comply
fitering half mask shall not collapse
I aae’:;':. Pk } ?::3";‘"":"“""" ] i Any material from the filter media released by the air flow through Comply
the fiter shall not consitute a hazard or nuisance for the wearer
; Clause 7.6 Cleaning and Disinfecting
Sinatrs (EN 146:2001+A1:2008 Clause 8.4 & 8.5 8 8.11)
/ Tost Results Comment
) / fthe particle fiering half mask is designed fo be re-useable, fhe | Not applicable NA
%) materials used shall withstand the cleaning and disinfecting (Not designed to
agents and procedures to be specified by the manufacturer. be reusable)
With reference to 7.9.2 after cleaning and disinfecting the re-
Lucy Peberdy Technologist usable particle filtering half mask shall satisfy the penetration
i the relevant class
Clause 7.7 Practical Performance
B ool i (EN 149:2001+A1:2000 Clause 8.4)
Test Roquil Resuits Comment
Al samplos o The particle fitering hall mask shall undergo praclical performance No Pass
I e B toss nder reastc condiors. Theso gonorl st senthe | imperectons
»: purpose of ing the equipment for imperfections cal
BrandTradsmark owner directy. be ined by the fests described elsewhers in this standard
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THIEN BINH THIEN BINH
Customer: INVESTMENT JOINT Test Report No: 168968 Customer: INVESTMENT JOINT Test Report No: 168968
STOCK COMPANY STOCK COMPANY
Test Results Test Results
Clause 7.8 Finish of Parts. Facial Dimension (mm)
{EN 149:2001+A1:2009 Clause 8.2) Subject Face length Face width Face depth Mouth width
Test Requirement Results Comment Chen 125 150 120 58
Parts of the device likely fo come into contact with the wearer shall | No sharp edges Pass T 115 132 107 28
have no sharp edges or burrs or burrs Zhou 115 135 106 52
Li 125 130 107 46
Clause 7.9.1 Total Inward Leakags Lo 12 i o B
ause 7.9. inwa e
{EN 149:2001+A1:2009 Clause 8.5) Z ":l:\g ;Igg ::(77 ;I1D§ i:
Test Results Comment Son, o 120 140 100 50
The total inward leakage consists of three components: face seal Detail refer to Meet FFP1 Mg 130 134 104 50
leakage, exhalation valve leakage (if exhalation valve fitted) and Appendix1 | Meet FFP2 Ding oy 1% i) =
filter penetration. =
For particle fiitering half masks fitted in accordance with the. L&i 120 135 M7 S0
manufacturer’s information at least 46 out of the 50 individual Ye 126 137 106 52
exercise results (i.e 10 subject x 5 exercises) for total inward
leakage shall not be greater than:
25% for FFP1, 11% for FFP2, 5% for FFP3 Clause 7.9.2 Penetration of Filter Ma
and, in addition, at least 8 out of 10 individual wearer arithmetic B e o P
means for the total inward leakage shall be not greater than: (EN 149:2001+A1:20009 Clause 8,11 & EN 13274-7:2019)
22% for FFP1, 8% for FFP2, 2% for FFP3 —
Tost Results Comment
The penetration of the filter of the particle filtering half mask shall
Appendix 1: Summarization of Test Data fest the requiemenis of the fokcwing fable
Inward Leakage Test Data Classification Maximum penetration of test aerosol Detail referto | Meet FFP2
Subject  Sample i Head Ho FFP1 Sodium chloride test 95 Paraffin oil test 95 Appendix 2
No. %) | Sidelside(%) | upid Umin limin
Zhou | Al .59 .18
uo | Al .22 .52 max. max.
u Al .32 46 FFP1 20 20
lang Al .53 .63 FFP2 & 6
Bao A 20 FFP3 1 1
Ding .21
L 45
Chen | £ . .09
Song ¢ .49 .24
Ye 10 . .79 .30
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CHUNG CHI FFP2 — PANH GIA BOI SGS ANH QUOC

THIEN BINH
Customer: INVESTMENT JOINT Test Report No: 168968
STOCK COMPANY
Test Results
Appendix 2: Summarization of Test Data
Penetration of filter material
Aerosol Condition Sample No | Penetration (%)
575
As received .531
492
485
Sodium chloride test | Simulated wearing treatment ’ 563
572
261
strength + 315
conditioned 016
662
As received .795
.683
1651
Paraffin oil test Simulated wearing treatment 694
15 0.703
16 7975
strength + 17 7.316
conditioned 18 7.897
Flow i Single filter: 95.0 L/min
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THIEN BINH
Customer: INVESTMENT JOINT Test Report No: 168968
STOCK COMPANY
Test Results
Clause 7.13 Head Hamess.
{EN 149:2001+A1:2009 Clause 8.4 &8.5)
Test Results | Comment
The head hamess shall be designed so that the particie fitering Comply Pass
half mask can be donned and removed easi
The head hamess shall be adjustable or self-adjusting and shall be Comply
sufficiently robust to hold the particle filtering half mask firmly in
position and be capable of maintaining total inward leakage
i for the device
of Vision
(EN 149:2001+A1:2008 Clause 8.4)
Test Requirement Results | Comment
The field of vision is acceptable if determined so in practical Comply Pass
tests

7. Ive(s)
(EN 148:2001+A1:2009 Clause 8.2 & 8.9.1 4834 & 8.8)

Test Results | Comment
{a) A particie filtering half mask may have one or more exhalation | Not applicable
valve(s), which shall function correctly in all orientations due to No
exhalation
vaive.
{b) Ifan exhalation valve is provided it shall be protected against | Not applicable
or be resistant to dirt and mechanical damage and may be dueto No
shrouded or may include any other device that may be exhalation
necessary for the particie filtering half mask to comply with 7.9 valve
{e) Exhalation valve(s), f fitted, shall continue to operate correctly | Not appiicable
fter a continuous exhalation flow of 300 limin over a period of | duetoNo NiA
308 exhalation
vaive
{d) When the exhalation valve housing is attached to the Not applicable
faceblank, it shall withstand axially a tensile force of 10N due to No
applied for 10s exhalation
vaive
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THIEN BINH
Customer: INVESTMENT JOINT Test Report No: 168968
STOCK COMPANY
Test Results
Clause 7.10 Compatibility with Skin
(EN 149:2001+A1:2009 Clause 8.4 & 8.5)
Results Comment
Materials that may come into contact with the wearer's skin shall No irfitation or Pass
not be known to be likely to cause irritation or any other adverse any other
effect to health adverse effect
to heaith
Clau Flammability
(EN 149:2001+A1:2009 Clause 8.6)
Test i Results Comment
The material used shall not present a danger for the wearer and Detail refer to Pass
shall not be of highly flammable nature. Appendix 3
When tested, the particle filtering half mask shall not burn or not to
continue to bum for more that s after removal from the flame.
Appendix 3: Summarization of Test Data
Flammabili
Condition Sample No. Result
As received Nil

Nil

Nil

Nil
Clause 7.12 Carbon Dioxide Content of the Inhalation

(EN 149:2001+A1:2009 Clause 8.7)

Results Comment

Test ment
halation air (dead space) shall | Detail referto | Pass
Append;

The carbon dioxide content of the inl

not exceed an average of 1.0% (by volume) 4
Appendix 4: Summarization of Test Data
Carbon Dioxide Content of The Inhalation Air
Condition Sample No Result (%)
1 05833
As received 2 0.5805 Mean value: 0.58
3 0.5818
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THIEN BINH
Customer: INVESTMENT JOINT Test Report No: 168968

STOCK COMPANY

Test Results

Clause 7.16 Breathing Resistance.
(EN 149:2001+A1:2009 Clause 8.9)

i Results Comment
The penetration of the filter of the particle half mask shall meet the
requirements of the following table
Classfficati Maximum pemitted resistance (mbar) Detail referto | Meet FFP1
Inhalation Exhalation Appendix5 | Meet FFP2
300min__|_95 Umin 160 Umin Meet FFP3
FFP1 06 21 BEX
FFP2 07 24 3
FFP3 1.0 .0 34
Appendix 5: Summarization of Test Data
Breathing resistance (mbar)
Tlow rato (Vmin) 1 3
As received A B C D E A B c D E A B E
Inhalaton 30 D3 03 04 04 03 03 03 03 03 D4 04 03
% 14 14 13 13 13 13 13 14 14 14 14 13 13
70 21 21 21 2020 20 20 20 71 20
0 s S
Simulated A B C D C A B cC D C A B C D C
‘wearing Inhalation 30 04 03 03 03 04 04 04 03 03 03 04 04 04 03 03
reatment % 13 13 14 14 13 13 13 13 14 14 14 14 13 13 13
Eahaaton_i60_ 23 21 20 20 20 20 20 20 20 21 21 21 20 20 _20]
—_
Flow rate (min) 7 8 9
Temperature A B C D F A B C D F A B C D F
cordtioned lohalaton 30 03 04 04 03 03 03 D3 03 03 04 4 03 03 03
13 14 14 14 13 13 13 13 13 13 14 14 13 13 13
Exhalation 160 21 21 20 20 20 20 21 21 20 20 20 20 21 21 20
LSS el =l

A: Facing directly ahead; B: Facing vertically upwards; C: Facing vertically downwards: D: Lying on the left
side; E: Lying on the right side

e oo

oopions o1 1 Comeats
. S i e 43 v

o e e oy

o sttt ot nd s Sl o S0 ey

065 Ui Kingoo 19| Wt £ : Foad Wetstone | eicester LERSLE L+44 (01116 284 6/80 1444 (0116 7846781 wwwisgs.com

amtercf hi SOS Grop (808 S4)
- 13965 3 ElsmoroPot Chestite CHA5 EN

Page 8 of 11




CHUNG CHI FFP2 - PANH GIA

Cong ty Cé phan Cong nghé Dwgc pham Bat Phuic
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BOI SGS ANH QUOC

THIEN BINH
Customer: INVESTMENT JOINT Test Report No: 168968
STOCK COMPANY
Test Results
Clause 7.17 Clogging
(EN 149:2001+A1:2009 Clause 8.9 & 8.10)
Test Results Comment
Valved particle filtering half masks;
FFP1: 4 mbar, FFP2: 5Smbar, FFP3: 7mbar at 95L/min continuous
fiow. Optional for
The exhalation resistance shall not exceed 3 mbar at 160 Limin single shift NIA
continuous flow. device only
ve icle filteri if A
After clogging the inhalation and exhalation resistances shall not
exceed: FFP1: 3 mbar, FFP2: 4mbar, FFP3: Smbar at 95Limin
i flow
Clause 7.17.3 Penetration of filter material
All types (valved and valveless) of particle filtering half masks
claimed to meet the clogging requirement shall also meet the
Maximum penetration of test aerosol Optional for NA
Sodium chioride test 95 | Paraffin oil test 95 imin | single shift
Classificati Vmin device only
% %
Max. Max.
FFP1 20 20
FFP2. ] []
FFP3 1 1
Clause 7.18 Demountable Parts
(EN 149:2001+A1:2009 Clause 8.2)
irement Results Comment
All demountable parts (if fitted) shall be readily connected and No N/A
secured, where possible by hand demountable
parts.

*Sub contracted to a ilac-MRA & CNAS accredited lab
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THIEN BINH
Customer: INVESTMENT JOINT Test Report No: 168968
STOCK COMPANY
Test Results

Product information is provided by applicant without verification of authentication of the brand.

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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THIEN BINH
Customer: INVESTMENT JOINT Test Report No: 168968
STOCK COMPANY
Test Results
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THONG TIN TRA CUU FDA

HUOGNG DAN TRA CUU FDA Burge 3: Truy ciip vio the muc “Device Registration and Listing Database”
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Cong ty Cé phan Cong nghé Dwgc pham Bat Phuic
) Hotline: 0965.988.666 — 0985.013.999
CHUNG CHI FDA

16:31, 10082021 Establishment Registraticn & Device Listing 16.31, 10062021 Cstablishement Rogistralion & Device Listing
Combination Products Advisory Committees Science & Research Reg ion Safety
FDA Preparedness International Programs News & Events Training and Continuing Education

Inspections/Compliance State & Local Officials Consumers Industry Health Professionals FDA Archive
¢ U.S.Department of Health & Human Services

EDA Home? Medical Devices* Databases®

Links on this page:
Establishment Registration & Device Listing
New Search

1. http:// ddthi: 1
‘Back To Search Results. o
Proprietary Name: TB 99; TB N95 - 1980; TB N5 - 1987; TB N5 - £ Wil S sbesar g
1991 3. https://www.fda.gov/
Classification Name: MASK, SURGICAL 4. https://www.fda.gov/Medical-Devices
Product Code: EXx® - fd i "
. N d by
:ewcl: ::Ias;. e 2 s a55|stance/med|cal device-databases B
g ialon Mthser: 8784040 6. o ion.cfm?ID=2906

Medical Specialty: General & Plastic Surgery
Registered Establishment THIEN BINH INVESTMENT JOINT STOCK 7. /scripts/cdrh/cfdocs/cfCFR/CFRsearch.cfm?FR=878.4040
Name: ) COMPANY® 8. /scripts/cdrh/cfdocs/cRL/rl.cfm?rid=268994
Registered Establishment 31,7055

9. /scripts/cdrh/cfdocs/cfRL/rl.cfm?start_search=1&0OwnerOperatorNumber=10074551
Owner/Operator: o

EcomBlue'
Owner/Operator Number: 10074551

Links on this page:
1. http:// addthis.. k.php 1
2. http://www.addthis.com/bookmark.php
3. https://www.fda.gov/
4 hnps://www.fda.gov/MedicaI-Devnces

5. hteps://www.fda ice-ad: y-
assistance/medical-device-databases.
6. /scripts/cdr D/classi fm21D=2906

7. /scripts{cdrh/cfdocs/cfCFR/CFRsearch. cfm?FR=878.4040
8. /scripts/cdrh/cfdocs/cfRL/H.cfm?rid=268994
9. /seripts/cdrh/cfdocs/cfRL/H.cfm?start_search=1&OwnerOperatorNumber=10074551

Page Last Updated: 09/06/2021
Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers
and Players
Language Assistance Available: Espafiol | S88+h3Z | Tiéng Viét | T=01 | Tagalog | Pycekuid | 4 | Kreyd|
Ayisyen | Francais | Polski | Portugués | Italiano | Deutsch | B | v | English

Accessibility Contact FDA Careers FDA Basics FOIA No FEAR Act Nondiscrimination Website Policies / Privac
A

U.S. Food and Drug Administration
10903 New Hampshlre Avenue

Silver Spring, MD 20993

P T oReINFO-FOA (1-888-463-6332)
Contact FDA

T ~ DO KN & e

For Government For Press

M ctmOlid- 723965 81ped -FXX w

1632, 10090071 Fatabishent Regisiation & Device | isting

16:32, 10092021 Establishment Registration & Device Listing

Combination Products Advisory Committees Science & Research Regulatory Information Safety Emergency
FOA Preparedness International Programs News & Events Training and Continuing Education
Inspections/Compliance State & Local Officials Consumers Industry Health Professionals FDA Archive

¢ U.S. Department of Health & Human Services

FDA Home® Medical Devices" Databases®

ENgtashnlaif L\men! Registration & Device ListingBank oS R Links on this page:
ks S 1. http://www.addthis.com/bookmark.php 15:
Proprietary Name: TB NO5 - 1980; TB N9S - 1987; TB NG5 - 1991 §
Classification Name: RESPIRATOR, SURGICAL 2. http://www.addthis.com/bookmark.php
Product Code: MsH® 3. https://www.fda.gov/
Device Class: 2
Regulation Mibis: o 4. https://www.fda.gov/Medical-Devices
Medical Specialty: General & Plastic Surger 5. https://www.fda. ice-advi p i y-
Registered Establishment ~ THIEN BINH INVESTMENT JOINT STOCK assistance/medical-device-databases
Name: COMPANY? . -
?ID=
Registered Establishment s 6. /scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=2924
Num 7. /scripts/cdrh/cfdocs/cfCFR/CFRsearch.cfm?FR=878.4040
Owner/Operator: EcomBlue” ?rid
Owner/Operator Number: 0074554 8. /scripts/cdrh/cfdocs/cfRL/rl.cfm?rid=268994
i i 9. /scripts/cdrh/cfdocs/cfRL/rl.cfm?start_search=1&OwnerOperatorNumber=10074551
Links on this page:
1. http:, addthis. 1

2. http://www.addthis.com/bookmark.php
3. https://www.fda.gov/
4. https:/fwww.fda. gov/MedlcaI Devices

5. https://» fd ice-advi I
assistance/medical-device-databases

6. /scrip ) ification.cfm?ID=2924

7. /scripts/cdrh/cfdocs/cfCFR/CFRsearch.cfm?FR=878.4040
8. /scripts/cdrh/cfdocs/cfRL/H.cim?rid=268994
9. /seripts/cdrh/cfdocs/cfRL/H.cfm?start_search=180wnerOperatorNumber=10074551
Page Last Updated: 09/06/2021

Note: I you need help accessing information i diferenfle farmats, see Instructions for Downloading Viewers
and Play

Language Asslsmn:e Available: Espafiol | $##PX | Tiéng Vigt | == | Tagalng | Pyccknit | & | Kreydl
Ayisyen | Francais | Polski | Portugués | Italiano | Deutsch | HARR | o= | Englisl

Accessibility Contact FDA Careers FDA Basics FOIA No FEAR Act Mandlscnmlnaﬁun Website Policies / Privac
A

U.S. Food and Drug Administration
10903 New Hampshlre Avenue

Silver Spring, M
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CHUNG CHI CE

Certificate of Compliance

Application for
Medical Device Directive (MDD) 93/42/EEC &
Personal Protective Equipment (PPE) 2016/425/EU.

This is to certify that the product(s):

Face Mask 3, 4, 5 Layers, Medical Face Mask 3 Layers, Medical Face Mask 4
Layers, Medical Face Mask 5 Layers, FFP1, FFP2, FFP3, Medical Protective

Clothing, Non-surgical Isolation Gown, Personal Protection Kit, Medical

Protective Gown, Examination Powder-Free Nitrile Glove, Examination

Powder-Free Latex Glove & Examination Powder-Free Vinyl Glove.
Manufactured by
THIEN BINH INVESTMENT JOINT STOCK COMPANY
Head Office: No. 200, Mai Anh Tuan Street,
Thanh Cong Ward, Ba Dinh District, Hanoi, Vietnam
Factory 1: Km8+500, Thang Long Highway,
An Khanh Commune, Hoai Duc District, Hanoi, Vietnam
Factory 2: Kien Khe Industrial Park, Kien Khe Town,
Thanh Liem District, Ha Nam Province, Vietnam
Complies with the requirement of the
“Test Standard: EN 14683:2019+AC:2019, EN 149:2001+A1:20089,
EN 14126:2003, EN 455-1/2/3/4, EN 420, EN 374-1/2/3/4/5”

has been assessed & found in accordance with the requirements of
MDD 93/42/EEC as amended by 2007/47/EC Class | (Non - Sterile) &

PPE 2016/425/EU. QCC is non-notified certification body, issue this

‘compliance certificate' after audit of manufacturer product(s) & technical file(s).
This certificate applies to the tested sample only not for whole production.
It's manufacturer sole responsibility to meet all the necessary conformity
assessment activities according to MDD 93/42/EEC & PPE 2016/425/EU and
related standards before placing them on the market & CE mark on the product(s).

Certificate No. : CE/020606/0121

Original Certificate Date : 28 - January - 2021 /";\

Issue Date : 28 - January - 2021 ““
, SV

Expiry Date : 27 - January - 2022 W

To check this certificate status visit:
“http://uasl.uk.com/certifiedorganization.html”

B C

Authorised Signature

For Quality Control Certification
UK Office: 1929, Chynoweth House,
Trevissome Park, Truro-TR48UN, Cornwall, UK

Quality Control Certification accredited by UASL, UK
This certificate doesn't provide the certified with ity from its legal
This certificate remains the property of QC Certification to whom it must be retumed on request.
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CHUNG CHI TRONG NUOC: GIAY CHUNG NHAN LUU HANH TU DO
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BQ Y TE VIET NAM CONG HOA XA HQI CHU NGHIA VIET NAM
VIET NAM MINISTRY OF Djc lip - Ty do - Hanh phiic
HEALTH SOCIALIST REPUBLIC OF VIETNAM

Independence - Freedom - Happiness
Ha Noi, date 12 month 08vear 2020

GIAY CHUNG NHAN LUU HANH TU DO
CERTIFICATE OF FREE SALES

1. Gidly chirng nhin sé/Certificate No:  20000398CFS/BYT-TB-CT

2. Siin phiim/Product(s): Khiu trang y té ( Medical Face Mask)

3. Chiing logi/Model: TB N95

4. Cong ty sé hiru hgp phiap: CONG TY CO PHAN DAU TU THIEN BINH

- Product(s) Owner: THIEN BINH INVESTMENT JOINT STOCK COMPANY

- Dia chi : S5 200 phd Mai Anh Tuén, Phuong Thanh Cong, Quédn Ba Dinh, Thanh phd Ha Noi

- Address : No.200, Mai Anh Tuan Street, Thanh Cong Ward, Ba Dinh District, Ha Noi City, Viet
Nam

5. Cong ty sin xufit: CONG TY TNHH SAN XUAT CONG NGHE CAO HONG PHAT
- Manufacturer: HONG PHAT HIGHT TECH PRODUCTION COMPANY LIMITED

- Dia chi: Khu cong nghiép Kién Kheé, Thi trin Kién Khé, Huyén Thanh Liém, Tinh Ha Nam
- Address: Kien Khe Industrial Park, Kien Khe Town, Thanh Liem District, Ha Nam Province,
Vietnam

Viin ban ndy I4 dé xdc nhn ring cic sin phim trén tudn theo céc tiéu chudn lién quan cia Viét
Nam hodic trong duong va duge phép ban tai Viét Nam. Viée xuit khiu san pham khong bi han ché.

This is to certify that the above product(s) comply with the relevant standards of the S.R.
Vietnam or equivalent and are allowed to be sold in Vietnam. The exportation of the product(s) is
not restricted.

Gidy chimg nhin nay c6 hiéu Iyc 03 nim ké tir ngay k.
This certificate is vaild for three years from the date of issuance.

KT. BQ TRUONG
THU TRUONG
FOR MINISTER OF HEALTH
JINISTER OF HEALTH
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Coéng ty Co phan Cong nghé Dwoc pham Bat Phuic
Hotline: 0965.988.666 — 0985.013.999

CHUNG CHI TRONG NUOC: CONG BO bU PKSX

SO Y TE HA NOI CONG HOA XA HOI CHU NGHIA VIET NAM
bioc lip - Tr do - Hanh phic

Sé: 200000182/PCBSX-HN Thinh phé Ha Noi, ngay 14 thang 08 nam 2020

PHIEU TIEP NHAN
Hi so cing b dia diéu kién san xuiit trang thiét bi y té

1. Tén co so céng bd: CONG TY CO PHAN PAU TU THIEN BiNH

2. Pia chi: $6 200 phd Mai Anh Tuin, Phuémg Thanh Céng, Quin Ba Dinh, Thanh phé Ha Nai
(San xuat tai: CONG TY CO PHAN DAU TU THIEN BINH; Dia chi: Km8+500 dai 1§ Thing
Long, Thén An Tho, Xi An Khanh, Huyén Hodi Birc, Thanh pho Ha Néi)

3. Dien thoai: 0334453714 FAXD cooueemeeeeeeeeeo oo eseeesseeme s ssessesese s s ss e

4. S6 vin ban dé nghj cia co sa: 08/2020/THIENBINH Ngéy: 10/08/2020

5. Tén trang thiét bj y té co s& cﬁng I:l-é: sdn Xudt:

Khiu trang y té, Ging tay y té, Quan ao phong, chdng dich (Bé trang phuc bao hd), Ao choing
phiu Ihuat kém mil va bao boc gidy, Mi chup toc

6. Thinh phin hé so:

I | Vin ban phin céng, bd nhiém nguii phu trach chuyén mén ciia co sé san xuit X
2 | Ban xac nhan thin gian cong tac X
3 | Vin bang, chimg chi dao tao vé ki thudt thiét bi y t€ hodc quan Iy thiét bi v té cua x
ngwriri phu trach chuyén man
4 | Vin ban céng bd di didu kién san xust x
5 | Ban ké khai nhin su x
4] Giﬁy chimg nhin dat tiéu chuin quan 1y chit lrgmg X
7 | Ho so vé thiét bi va quy trinh san xuit, kiém tra chét lwong phi hop vét yéu ciu X

cia loai trang thiét bi ¥ té ma co s&r san xudt

8 | Hop ddng vi co st du ning lyc kiém tra chét lhrong dé kiém tra chit lugng trang x
thiét bi y t& ma co 50 sdn xuat

g | He thong theo doi quan ly qua trinh xuat, nhap, ton kho, sir dung nguyen li¢u 1a X
chiit ma tay va tlen chit, qua trinh xuét, nhip, ton kho trang thiét bi y té co chira
chit ma tiy va tién chit va kho bao quan

NGUOI TIEF NHAN HO SO

Pl

Nguyén Minh Hai
Chanh Vin phong
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CHUNG CHI TRONG NUOC: HIEU QUA LOC VI KHUAN

BOY 1}
VIEN KIEMNGHIEM AN TOAN VESINH THUC PHAM QUOC GIA
NATIONAL INSTITUTE FOR FOOD CONTROL (NIFCO)

S4° 16752/PKN-VANQG PHIEU KET QUA KIEM NGHIEM
TEST REPORT
1. Tén mau Khau trang y 18 TB N85
2. Ma sé mau 07205118/DV
M4 ta mau Mau dung trong ti nilon (10 chiéc/tdi) - S6 lugng: 1
NSX - HSD: khéng c6; Khdng c6 miu luu
4. S& luong méu 01 méu
Thdl gian lvu mau Khéng c6
3. Ngay nhan mau 03/07/2020
Thoi gian thir nghiém:  03/07/2020 - 11/07/2020
3. Noi giri mdu CONG TY CO PHAN DAU TU THIEN BINH
Dia chi: 200 PhSd Mai Anh Tuén, Phutdng Thanh Cong, Quén Ba Binh

Ha Noi
9. Kél qua thir nghiém Chi tiéu Vi sinh vat

STT! 7én ohi éu | Bonvi | Phutngphdp thd | Két qud

9.1° | Hidu qua loc vi khuan /chiéc BS EN 14683:2019 { 99.91 %

f/famrngdy 11 thang 7 nam 2020
7L KTAIEN TRUONG
viLN

V4
[ ok WOWEM ) 1

o AN 1oA% VE
» { UG PR

PHO VIEN TRUONG
TS. Tran Cao Son

O 5 try B0 vl il hi nehidm

§that nghidm méu kving ob s ddng 3 hdng van b cda Vign Kidm nghidgm ATVESIPOG
freo v Gl ctisg ool gl i
M VILAS

madie fve Roshe N el hgn Le mdue theo y L L
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CHUNG CHI TRONG NUOC: BANG PHAN LOAI TRANG THIETBIY TE

Céng Ty C6 Phin Tu Vén Péu Tu CONG HOA XA HOI CHU NGHIA VIET NAM
vi Phat Trién Cong Nghé Ha Ngi DPgc ldp - Ty do - Hanh phic

S6:64521CN/190000014/PCBPL-BYT Ha Ngi, ngay 17 thang 08 nam 202]

BAN KET QUA PHAN LOAI TRANG THIET Bl Y TE

Can cir Nghj dinh s6 36/2016/ND-CP ngay 15 thang 5 ndm 2016 ctia Chinh phu vé

quan 1y trang thiét bi y 1é;

Cian cir Nghi dinh s6 169/2018 /ND-CP ngay 31 thing 12 nim 2018 cta Chinh phu
stra dbi bo sung mét sb diéu cua Nghi dinh s6 36/2016/ND-CP ngay 15 thang 5 nam 2016
ctia Chinh phu vé quan Iy trang thiét bj y té;

Cin cr Phiéu tiép nhin ho so cong bé du diéu kién phén loai s6: 190000014/PCBPL-
BYT do B§ Y té cp ngay 04/11/2019;

Cén cir gidy chimg chi hanh nghé phan loai cia ngudi thye hién phén loai so:
19000482/BYT-CCHNPL ngay cép:13/8/2019;

Theo yéu cdu cia CONG TY CO PHAN DAU TU THIEN BINH cé dja chi Sé 200 phd
Mai Anh Tuan, Phuomg Thanh Céng, Quan Ba Dinh, Thanh phé Ha Noi,Viét Nam,chtng i

phén loai trang thiét bj y té nhu sau: Ban két qua ¢ trang bén.

Nguai thuc hign phan logi Ngwoi dai dién hop phap cua co sé
thwee hién phan loai

5 —

e

GIAM BOC

Noi nhan; SNguyen A /?f S
-Bo Yre;

- So Y té cac tinh, thanh pho;

- Hai quan ciea khau;

- Lww: VT

P

Nguyén Van An
Trang thiét bi y td khdng phai & trang thiét bj y té

chdn dodn in vitro
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CHUNG CHI TRONG NUOC: BANG PHAN LOAI TRANG THIETBI Y TE

- ' =

_ KET QUA PHAN LOAI TRANG THIET BI Y TE
$6:64521CN/190000014/PCBPL-BYT ngy 17 thing 08 nam 2021

TT| Tentrang | Model Masanphdm | Hang, | Hang nuéc | Mycdichsir | Cinc | Mircdd
thiét biy té | nuécsan | chisé hiru  dungtheo | phénloai  riiro
xudt chidinhcta | mircdd  duwoc
| chii s& hiru rbiro phéan
loai
[ 1 [Khiuwangy | T899 TB993PLY; Cong ty Cé | Congty Cé | Ding dé Quytac | LogiA
té thong TB994PLY; 3. -3 S B nginngira | 4, Phan
thudng phinDiu | phinDlu | 7jay 11, Thong
TBN9S TBN943PLY; Tu Thién | Tu Thién n:i‘ém,nhi. u; ;
TBN9S4PLY; Binh, || Bk, 3 [oodnr 32016/
TBNOSSPLY; khuan, byi | TT
| TBN9SERLY VigtNam | VigtNam [tongmdi | -BYT
781980 T819803P gl thorig
T819804P! m“a“g b
TB19805PLY; :m SESE)
X IC moi
| TB19806PLY trubng liy
T81991 TB19913PLY; nhiém cao
TB19914PLY; (dang mdm)
TB19915PLY;
k _______ [TB19916PLY
TBN99KID
|
[ |
[2 [Khdutwangy [TB9ONK — [TB9INK3PLY, [Congty Co | Congty C6 |Dungdé  [Quytic | LoaiA ‘
1é phong TB99ANKPLY; Sl hin D nginngira | 4, Phan
nhiém khuén TBIONKKID phan Dau phan Pau sur lay 11, Thong
b
TuThién | TuThi¢gn |nhiém, i tu
NIGPLY: | chéng nhidm | 39/2016/
TBNOSNK | TBNISNK3PLY; Binh, Wl | e, |
TBN9SNKAPLY; | khuéln, byi | TT
TBNOSNKSPLY; | ViétNam | VigtNam |trongmdi |-BYT
TBNISNKGPLY; truéng léy
nhiém cao.
Ngan can va
! = diét 99.9%
TBI198ONK | TB198ONK3PLY; | vi khudn
TB198ONK4PLY; | ngay trén b
TB1980NKSPLY; miit khdu
TB1980NK6PLY; trang.
TB199INK | TB1991NK3PLY; |
TB1991NK4PLY;
TB1991NKSPLY;
TB1991NK6PLY;
TBNISNKKID
[
& ‘ &
I e
Khiu trang y | TB99HC [TBO9HCIPLY; | Congty C5 | Congty C& | Dung dé Quytic | LogiA }
X 2 A :
té phong ddc TBIIHCAPLY doch ;s nganngia |4, Phan
héa chit phdn Pau | phan Pau su lay 11, Thong
TBNIS TBN9SHC3PLY; | TuThién | TuThign |nhidm, |
TBNISHCAPLY; | pinh | Binh, | cPon8 ";“,e"‘ 220160
| TBNSHCSPLY; ki, byt ’
TeNgsHCePLY | ViétNam | VigtNam |HOPEM B
TB1980 TB1980HC3PLY; [ d“ \m"“g' ﬁw ;'fﬁ
TB1980HCAPLY; d6c va ho
TB1980HCSPLY; 86, tao
TB1980HCEPLY ludng khi
sach sau khi
[T81991 TB1991HC3PLY; di qualop vi
TB1991HCAPLY; loc than hoat
| TB1991HCSPLY; tinh
| | | TRgoorHORPIYE, . vl ST 2 T8 | ]
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CHUNG CHI TRONG NUOC: TIEU CHUAN TCVN - 8389
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CHUNG CHI 1SO 13485: 2016

GIAY CHUNG NHAN
CERTIFICATE

Chimg nhin hé thong quin Iy chit lrgng cho linh vire trang thiét bj y té cua
This is to certify that Medical devices - Quality Management System of

CONG TY CO PHAN PAU TU THIEN BINH
THIEN BINH INVESTMENT JOINT STOCK COMPANY

Dia chi/ Address
Try s6: S6 200 phd Mai Anh Tuén, Phuimg Thanh Cong, Quin Ba Dinh, Thanh phd Ha Noi, Vit
Nanv/ Office; No. 200 Mai Anh Tuan Street, Thanh Cong Ward, Ba Dinh District, Hanoi City, Viemam

Xudmg sin xuidt: Km8+500 Dai 1) Thiing Long, Thén An tho, Xi An khénh, Huyén Hoai Dire,
Thanh phé Ha Ni, Viét Nam/ Factory: Km8 + 500 Thang Long Avenue, An Tho Village, An Khanh Commune,
Hoai Duc District, Hanoi City, Vietnam

Pa duge dinh gid va phi hop véi cic yéu ciu cia tiéu chuin
Has been assessed and found to conform with the requirements of the following standard

ISO 13485:2016

Cho linh vye/ For the following activities

Sin xuét va kinh doanh khiu trang, giing tay, b quéin 4o bio hd, 40 choang phiu
thuit kém mil va bao boc gidy, mii chyp téc

Manufacturing and trading in masks, gloves, protective suits, surgical gowns with hats and shoe
covers, and hair caps

Chimg chi sd Certification No: ~ 20.13758-MMS/TTP
Ngay cap/ Issue date: 10/08/2020 Dai dién TTP/ On behalf of TTP
Ngay hét han’ Expiry date: 09/08/2023 G S/ Director
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ISO 13485:2016

CONG TY CO PHAN CHUNG NHAN VA GIAM DINM TTP (T79 Certiicabon And inspection Join! Stock Company)
9 S04 298 Phé Mai Aok Tubn, Phwrdmg Thanh Céng. Quin Ba Binh, TP Ha N, Vigt Nam
Qhtipitipcortcomvn  BR p@eipoen comyn @ 024 3225 2618




