Thkmid"

T?iEEE??BETP%%

iankang Medical Protective Product
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PROFILE OF THE COMPANY

Tkrd®

RERESr PR A mbIEERE 7T

ZHRXRETMEBRDERAE (REBR : REREY  RES : 835942)
REAXRBERIERA—ZHRE (£H ) RODBRATT 1999 FRiELIMATE
FAF , BUNETHIER. BREE 100 2P @MNETEY RN AETES,
F3k18 CE F=miAIE. 1SO13485 EfrREEEARIAE. WHO-PQS INEFIEE
FDA 510 ( K) %,

MEMREBEREUR , EERETHFME TS ZROBERT , RAEEEEAR
SNANZET , REESHWALETF 2020 F 2 BHEZPGFRSIEEEFER
OEHEER , TUNEER—RERIFR. BEX. —XEEREROEZE. EA
MOE. ERBFOE. ERARBIRE. ERREESMNORMRESRNALNE
7= FREBERETSMEME. CE~RIAEFEE FDA iEM714. BRI—XHEE
ROERMEE#® 1000 5 R , ER—X4ERIFIRE 20 5.

RTFARMER , REAREXR. BERMFRZTEFHLH  HRALRE !

Profile of Tiankang Medical Protective Product Manufacturing Department:

/

P

Anhui Tiankang Medical Technology Co., Ltd. (Stock Abbreviation: Tiankang Medical,
Stock Code:835942) which was founded as a subsidiary company of Anhui Tiankang
(Group) Shares Co., Ltd. in 1999. We specialized in developing and producing more
than 100 varieties of medical consumables products such as syringes and infusion sets
etc. We have got CE certificate, ISO13485 certificate, WHO-PQS certificate and US FDA
510(K) registration etc.

Since the outbreak of the NCP epidemic, in the case of a shortage of domestic medical
protective products, with the strong support of the group leaders, our company has taken
our own industry advantages and established protective clothing production workshop
and medical mask production workshop in February 2020, we specialized in developing
and producing medical coveralls, non-woven isolation gowns, single-use medical face
mask, surgical mask, protective face mask for medical use, medical isolation goggles,
medical isolation face-shield and oral mucosa disinfectant. We have got domestic medical
device registration certificates, CE certificate and US FDA listing number.At present, the
daily output of single-use medical face mask has exceeded 10 million pieces, and the
daily output of medical coveralls has exceeded 200,000 pieces

Tiankang is always working for the health of all the people. Warmly welcome men of
insight home and abroad to join us and we shall go forward together!
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Business License Trademark Certificate
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QUALIFICATION CERTIFICATION Tkmid

EfrS#mE~TTmBEicR

Registration Form for Production of Medical Device
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QUALIFICATION CERTIFICATION
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Registration Certificates (Single-use Medical Face Mask)
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Registration Certificates (Surgical Mask)
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Registration Certificates (Protective Face Mask for Medical Use)
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Registration Certificates(Medical Coveralls)
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Registration Certificates (Infrared Forehead Thermometer)
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Medical Device Filing Certificate(Medical Isolation Face-shield,
Non-woven Isolation Gowns,Medical Isolation Goggles)

KB AT BRI & R
EROT: R TSN 4 202000029

GU A | LRI TR R
B |GEARENSHFRR i —75228%

- TT AL DRH ) R A~ %228%
AP | e R KR R 22285
ERREA | Hilts | ewmmA R
20025 2 0=
19868 34 1- [ N S ek BT 400 £

201755 AR
LR L TS P T TS TR

et o T HEAW #it
ERWERE SRS 20200033% 2020-02-11
FREA mE b 202000349 2020-02-11
EREEEE | EEEE20200040% 2020-03-09

- F ol ] I—
ELE

EEANT Rar) (EET ;
HEER: 20200309 o,

14 TRMAR(EA)RIABRASG
SFRMERETRXRAERAS



®
QUALIFICATION CERTIFICATION Tkrid

Er#mEraRZRiE ERARSHE)

Medical Device Filing Certificate(Medical Isolation Shoe Cover)
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QUALIFICATION CERTIFICATION
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Certificate for Exportation of Medical Products

st A\RIFIE
PEOPLE’S REPUBL[CPF‘(.H]NA
EFFENREONEEE
CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

EH T R AT ERY 202000021 F
Cortificate NO.: SE3 435 W4 202000021 &

EReEk, ol —dEERGAT. —AEEAERoR, ERASORE, BN
WP R

Product (g): Oral tubing . Disposable medical face mask . Surgical mask.
Disposable medical coveralls

WEEF: LEH

Model: SEE  ATTACHMENT

ERERARSEETYS . Sk 20192170111, S48 R 20202140058, M E A
20202140059, @43 A4 20202140060

Registration certificate(s): S8 20192170111, S54d 4 20202140058 . B
2 20202140059, 56 E o 20202140060

g ERARETHERGARAS

Manufacturer: Anhui Tiankang Medical Technology Co. ., Lid

R EREREVEETAES B 208 §
Address of manufacturer: No. 228 Weiyi Koad, Economic Development Zone,
Tianchang City, 239300 Anhui. China

EEFTREEAES: Re&HERE ST 20150052 F
Manufacturing License(s): B& 25 K4 59 20150052 ¥

HIEH RS ERFEPEAFPHE. )
This is to certify that the above products have been registered to
be manufactured and sold in China.

EFAHOME: 2021503 A 04 B
This certification valid until: March 047, 2021

g5
Remark: /

20p0E 03 2T H
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M (ATTACMENT)

Product (s)

OREE
H—% :
1 WA Oral tubing

| ke

—fe |
2 | WAE |
i lnl]

Disposable

madical Face mask

|
3 E_ﬁg Surgical mask

4 gﬁg Disposable

3  medical coveralls

ARy

TKSSE-01 8. THSSG-02 &,
TKS56-03 B

 RORFNEANSEEIR |

ETER, BEESLAS
EEERnERESEGEE,

WRTS: 1Tem Bem, 17em
®Fem, 17emX 9. Sem, 17oemX
10cm, 17.5cmXBem, 17, Scm
W Gem, 17, SemX 9, Som, 17. Sem
% 10cm, 1BemX Bem, 18caX
Fem. 18cmX 9. Sem. 18emX

10em, 19.5cmx Bew, 19. Sem
X%cm, 19, ScmX?, Som, 19, Scm
* 10em, 12, Sem™ Fem , 14 Sem
WPcm , 16 SemX%em +HA

s

| O ATNBRSRREAK | D

HEAAKR, BREESLTA
EEManGRERmeRE,

RSN 12 Sem¥XFem
14, SemX%om . 16 Som™ Fom |
1TemX Bem, 1TomX%cm, 17cm
®9, Sem, 17om 10cm, 17 Som
XBem, 17, SemX Fcm, 17. Sem
%, Sem, 17, Sem X 10om, 1Bom
Wfem, 1BomX Pom, 18omX

9. 5cm. 18em 10ca. 19, Scm
KBem. 19, ScmXPom, 19, Som
®%9, Sem, 19 Sem¥ 10en 5

T

BHE. 8N (SWERNTS
BIEE); R 160, 145, 170,
175, 180, 185,

TKSSG-01. TRSSE-02,
TRSS6-03

Different types: carloop mask.

adjustable strap mask; Sterile
and non-sterile
Specifications: 17omX Sem.
17em¥X%em, 17omX 9, Som,
1Tem ¥ 10com, 17. S5om Bem,
17, 5emX 9em, 17. ScmX
2. 5cm, 17, SemX 10cm, 1Bem
X Bem, 1Bcm Fem, 1Bomx
2. 5cm, 1Bem 10cm, 19, Som
¥ Bom, 19, Scmx Pem, 19. 5cm
X9.5cm. 19. Somx 10cm,
12, Sem X Fem o 14. Sem
_9em , 16.5amX 9om

[ Di-ﬁ:mt types: carloop mask .
| adjustable strap mask; Sterile

and non-sterile
Specifications: 12. SemX Fom .
14 Sem %om . 16, SemX

Gem , 17cm X Bem, 17emx Fem, |

1Temx 9. Scm, 17cm X 10cn,
17. Som Bem, 17, Scm™%em,
17. 5caX . Scm, 17. ScmX
10cm, 18cn X Bom, 1Bem Fem,
18em* 9, Som. 18em X 10em,
19. Som> Bom, 19, ScmX Jom,
1. SemX 9. Scm,. 19, ScaX
10cm

Type: One picce coveralls

(with shoe cover; without

shoe cover: Specification

160, 165, 170. 175. 180,
185

18
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QUALIFICATION CERTIFICATION Tkrid

CE ;EMIEER (135
CE Registration Certificate(Class I)

Anlage 1
{2u § 8 Ans. 1 K. 1 DAMONY)
Fermulanunmar D0267923

Allgemeine Anzeigepflicht nach §§ 25 und 30 Abs. 2 MPG
General Obligation to Notify pursuant to §§ 25 and 30 (2) Medical Devices Act, MPG

Formblatt fir Medizinprodukte, aulier In-vitro-Diagnostika
Form for Medical Devices except In Vitro Diagnostic Medical Devices

Anlage 1
{2u § 8 Ams. 1 Br. 1 DAMONY)
Fermularnummar 127923

Zustindige Behbrde [ Competent authority

Code

DE/CAB1

Bezeichnung / Name

Regierung von Oberbayern

Slaat / State Land / Federal state
Deutschland Bayern

Ort | City Postleitzahl / Postal code
Miinchen 80534

Stralte, Haus-Nr, [ Street, house no,
Maximilianstrafie 39

Talefon [ Phona Talafax | Fax
+49-89-21760 +49-89-21762914
E-Mail f E-miail

medizinprodukteanzelgeverfahren@reg-ob bayem.de

Anzeige | Notification
Registrierdatum bei der zustindigen Beharde Registriemummer { Registration number
Registration date al competen! authority DEMCAB1MAMS0M21
13.05.2020

Typ der Anzeige § Molification type

S Erstanzeige ! Initial nolification

£ Anderungsanzeige / Motification of change

£ Widerrufsanzeige ! Motification of withdrawal

Friihere Registriemummer bei Anderungs- und Widerrufsanzeige
Previous registration number if notification has been changed or withdrawn

Anzeigender nach § 25 MPG | Reporter pursuant to § 25 Medical Davices Act, MPG
£ Hersteller / Manufacturer
5 Bewvolimachtigter / Authorised Representative
£ Einfiithrer / Importer
£ Verantwortlicher flr das Zusammensetzen von Systemen oder Behandiungseinheiten nach § 10 Abs. 1 und 2
MPG Y Assembler of systems or procedure packs pursuant to § 10 (1) and (2) Medical Devices Act, MPG
£ Beirieb cder Einrichtung (aufbereiten) nach § 25 Abs, 1 MPG 0. V. m, § 4 Abs, 2 MFBelreibV
Institution {processing) pursuant to § 25 (1) Medical Devices Act, MPG in connection with § 4 (2) MPBelireibV
E Balrieb oder Einrichtung (slerilisiersn) nach § 25 Abs. 2 i. V. m. § 10 Abs. 3 MPG
Institution (sterilizing) pursuant to § 25 (2) in connection with § 10 (3) Madical Devices Act, MPG

www.tkmedical.com 19

Medizinprodukt (Erstmaliges Inverkehrbringen) | Medical device (First placing on the market)

Klassa | Class

51

£ |- steril [ sterile

E |- mit Messfunktion / with measuring function

1 - steril und mit Massfunktion [ sterile and with measuring function
lla

[ [Is}

il

M m & B |

1l - hergestellt unter Verwandung von Gewebe lierischen Ursprungs im Sinne der Verordnung

(EU) Nr. 72252012

manulactured utilising tissues of animal origin in erms of Commission Regulation (EU) No 722/2012

£ Aklves implantierbares Medizinprodukt / Active implantable medical device

£ Aktves implantierbares Medizinprodukt - hergestellt unter Verwendung von Gewebe tierischen Ursprungs im
Sinne dar Varardnung (EU) Mr. 72202012

Active implantable medical device - manufactured utilising tissues of animal origin in terms of Commission
Regulation (EU) No 722/2012

App (Software auf mobilen Endgeraten) £jalyes S neindno

Mummer{n) der Bascheinigung(en) / Certificate number(s)

Handelsname des Produkies / Trade name of the device
Single-use Medical Face Mask

Produktbezeichnung / Mame of device

Homenklaturcode | Nomenclature code
12447

Nomenklaturbezeichnung  Momenclature term
Maske

Kategoriecode | Category code
10

Kategarie / Category
Produkte zum Einmalgebrauch

Kurzbeschreibung deutsch § German short description

Kurzbeschreibung englisch / English short dascription

20 LWMAR (D) RAERA S
ZFWRRETRBERATRAS



QUALIFICATION CERTIFICATION

Tkrd®

Anlage 1
{Tu § 8 As. 1 Mr. 1 DAMONY)
Fersularnummar DIZ7927

Allgemeine Anzeigepflicht nach §§ 25 und 30 Abs. 2 MPG
General Obligation to Notify pursuant to §§ 25 and 30 (2) Medical Devices Act, MPG

Formblatt fir Medizinprodukte, aulter In-vitro-Diagnostika
Form for Medical Devices except In Vitro Diagnostic Medical Devices

Anlage 1
{2u § 8 Ans. 1 K. 1 DAMONY)
Fermulacnunmar D0Z67927

Zustindige Behbrde [ Competent authority

Code

DE/CAB1

Bezeichnung / Name

Regierung von Oberbayern

Slaat / State Land / Federal state
Deutschland Bayern

Ort | City Postleitzahl / Postal code
Miinchen 80534

Stralte, Haus-Nr, [ Street, house no,
Maximilianstrafie 39

Talefon [ Phona Talafax | Fax
+49-89-21760 +49-89-21762914
E-Mail f E-miail

medizinprodukteanzelgeverfahren@reg-ob bayem.de

Anzeige | Notification
Registrierdatum bei der zustindigen Beharde Registriemummer { Registration number
Registration date al competen! authority DEMCAB1/MS0/203
24,06.2020

Typ der Anzeige § Molification type

S Erstanzeige ! Initial nolification

£ Anderungsanzeige / Motification of change

£ Widerrufsanzeige ! Motification of withdrawal

Friihere Registriemummer bei Anderungs- und Widerrufsanzeige
Previous registration number if notification has been changed or withdrawn

Anzeigender nach § 25 MPG | Reporter pursuant to § 25 Medical Davicas Act, MPG

£ Hersteller f Manufacturer

5 Bewvollmachtigter / Authorised Reprasentative

£ Einfiithrer / Importer

£ Verantwortlicher flr das Zusammensetzen von Systemen oder Behandiungseinheiten nach § 10 Abs. 1und 2
MPG Y Assembler of systems or procedure packs pursuant to § 10 (1) and (2) Medical Devices Act, MPG

£ Beirieb cder Einrichtung (aufbereilen) nach § 25 Abs, 1 MPG 0. V. m, § 4 Abs, 2 MFBelreibV

Institution {processing) pursuant to § 25 (1) Medical Devices Act, MPG in connection with § 4 (2) MPBelireibV
E Balrieb oder Einrichtung (sterilisiersn) nach § 25 Abs. 2 i. V. m. § 10 Abs. 3 MPG

Institution (sterilizing) pursuant to § 25 (2) in connection with § 10 (3) Madical Devices Act, MPG

www.tkmedical.com 21

Medizinprodukt (Erstmaliges Inverkehrbringen) / Medical device (First placing on the market)

Klasse | Class

51

£ |- sterl ! sterile

E 1 - mit Messfunktion / with measuring function

I = steril und mit Messfunkbon [ sterile and with measuring function

lla

Iib

nl

1l - hergestellt unter Verwendung von Gewebe tierischen Ursprungs im Sinne der Verordnung

(EU) Nr. 722/2012

manufactured utilising lissues of animal origin in lerms of Commission Regulation (EU) No 72212012

£ Aklves implantierbares Medizinprodukt ! Active implantable medical device

£ Aktives implantierbares Medizinprodukt - hergestellt unter Verwendung von Gewebe tierischen Ursprungs im
Sinne dar Varordnung (EU) Nr. 72202012
Active implantable medical device - manutactured utilising tissues of animal origin in terms of Commission
Regulation (EU) No 72212012

M m & B |

App (Software auf mobilen Endgeraten) £jalyes S nein/no

Nummer(n) der Bescheinigungien) / Cerificate number(s)

Handelzname des Produkies ! Trade name of the device
Nen-woven Iselation Gowns

Produktbezeichnung [ Mame of device

Homenklaturcode { Nomenclature code
15-037

Nomenklaturbezeichnung / Momenclature term
Kleldung, Isolation

Kategoriecode ! Category code
10

Kategore / Category
Produkte zum Einmalgebrauch

Kurzbeschreibung deutsch / German shart description

Kurzbeschreibung englisch / English shart description

22 TRMAR(EA)RIABRASG
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QUALIFICATION CERTIFICATION Tkmid

Envios Telemdticos Page | of |

Envios Telemdticos o

wwrw, zoustech.eu
z “ TE “ Zoustech, your trusted partner Registro e |: W 2K Usuario: BUBEN WALLE THASETA Desconsctar
Representing you in ELI ,f":"l"‘h""l:m ITPR—— Biles da Pr = - RPESTEG 2020

Datos da s notificacian

Dirtos de registro
H® Raglstra CETEEFTECI i MO P2 R
CONFIRMATION OF PRODUCT NOTIFICATION
Drtos del Responsable
This is to confirm that Zoustech 5.1, has registered under the AEMPS [Spanish Agency for Medicines e aclcal PR O ] Thee [Empres =]
and Medical Devices), the following medical devices: G = iy (EERED =
MNumber in the Direccitn(®) | Paten de b caselans 141 Planta 19 ]
ugm'm:t Product name in English Product name in Spanish Localided () [Feiria : ]
I 5 1 Pravincia{*) Madrid cr{*) [E ]
Medical Coverall Mana Médico bttt RS e C
w=mailf*} Eﬁ E-‘n mdmch mi Wab
Datox del Fabricants
Manufacturer: ANHUI TIANKANG MEDICAL TECHNOLOGY CO., LTD " = -
’::;"’I"?.‘:: Ra3én  [G5 Tisnknng Medtal Technology ©o,, L
Address: No. 228 Welyi Road, Econemic Development Zone, Tianchang City, 239300 Anhui, P.R. China, ?...]..“.ﬁ,..m_ T T T g — I
Registered under number: RPS/786/2020 (See attached the electronic notification) foy o [Tancharg Gy, Anhul_ N

Pads{ )

The Manufacturer has declared that these devices comply with the regulation including all the general
safety and performance requirements.

Zoustech has complied with its commitment of registering the above mentioned devices under the
AEMPS and will not have any other further cbligation, compromise or responsibility.

13 May 2020
Relaclin de Productos
Listade de Productes Sanitarios
\ 2 filas, mestrangs todat W SaL
Zoustech s Listado da Productos Sanitarios
Paa, Eastelilng, 141 - B 19 Mambrs Camerelal Tipe da Products Extada dal products Aeekbn
B Ak
| J & e MONG MEDLCO Class Primgra Comonicacidn
Comantaros
Mr. Rubén Valle Ibaseta
On behal of
ZOUSTECH 5L
Erviar Soboru
Wan N Sgerchs Excalicls de Medicesenios y Froducios Satiasis

Perque Evcresarial "Las Mercosea®, B0, 8, O Camgero 1 - 28022 MADRID | o-Mail; inuidercas aoluuenmletmans

TOUETECH Bl
Pao. Caguellang, 141 - Mama 1%
1BES Madnid - Spals
oF: BEPENTENE
INSCRITA N IL REGETRO MERCANTIL € MATHSD, TOMO 15088, FOLID 147, HOMA M-EI00E, INSCRIPCEN 1

https:fenviotelematico-cc.aemps.es’enviotelematico/rps/soliciiud. do?metedo=detalle...  13/05/2020
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QUALIFICATION CERTIFICATION Tkrid

EZEBERMBYMEIRR roa) EMH5A

US FDA Listing Numbers

FDA | DRLM

DRLM
I | Device Registration & Listing Module

Device Registration & Listing Module

DA Ao | e o P e L g O ) s e P e Lt

Arvvasl Ragietrtion - Wiew Your Registared Facilities et gt View Selected Listing Details
S s o Dpmwear Lwes g [rer— oo
Ve Mg i . Cloa Son and Filet [ S—— vty B el
o it 8w Fier Fremu Stk b
e el e T g P —_— e § e dnar T
= ey
Froduct Coas Proouct e
Cranga N r-rmamer b P s e IF Pagleirution Srstu Bgtacion Biatn Pudan Fasiry hama aanas Fopiration Bue Auvan [N ———
» oty r
o P Y i e OO (LG ST STAR v BBt AT (AT R SRR
I Y S— FerLEa v Pgaarasion cangad e racve i acive  ARHLE TIARGAG NOES,WETY MOS-I " i P Pt
[reer— MALOCAL PRORECT e
T Sy p— oL N v Mg ety
it vndord Megrrate- Tagatston batas Fgmtrrion Hutan Neapon Artetie
LNy, SE—— [T —
o n Py N Pl " ] nv Wy e rme hargnd e reter b mie Cortmd Marndmhr
[IerPRr—— Facitry fwearusis .
v Dewrod s ! ey | s o » Py T W —
st o vk .
Mmsicn Cwvior LisSings . Bl fhevere iy .
= 0
LA e Vi o Rageeratars b Lo -
loxg D Horw 1 Ve Yoot Megairalons ant Lstgs
i ST = Wiew Your Device Listings
v Fagcranr DwrarTperator. |6MEITI
T — - ew Selec Istin il
[ S— . e — Wi ed Listing Details
[ — [res— fearin
Pogaier s R Mt Doves srow| 18 £ parpags ew 258
[ L) Te— - Loty Wl -
g Mg v s b Linfing Mumiser |1 Linfing Sixkan Fremrue fusm o hurbe Prodect Coves] Coavice Harra Rstion - PR e
A P T—
=
o, Eopliiogte, i st § Farans - Otk Par mapns mob » = P - eno
Py Rt Changn Negarmz eman
- S,
M i Pt iy taeaara e e el Epr OEREL LT ST IR TSI B [ ® > apa WASE, AL NI
e e e LT
' -
S e R [EET P i BRSSO AT B A —
fraivaty Togivraton £ Togisiration Bieas Pt rion Hatu Pewson Arvwiry
. Do . Mrasedd rur Serrige, fce b S—
e fettn [ S————— [ ——
" e [rs MranEal A Pasaca Fpocare, L Lmas -
] o Lt ) s Sygee i st noacfc rorranon -
st Eap o Lbalingd f— Y N Tpe—
i it o Ay i naarey rasn MR L P mr-powscard. roct ER mgaln v ;s =
vl L g bty e Face tra WEAT SOLURCE DN DLEACHIG TEETH v ey L e
Crans Dnactame o Peachem Conisn . mings = Waoc Cwviie
- oo racea T rea . B, FraR v m
I s g Ik
A Tercaace Ty e 3
e sy ey [E L] rr Sprrgs, paor - Famm Cnmds i maTue
] HYPINGE. ANTATCE gy
WS Agards Oy - 0T ko Proraary e 2
Srowegg 1 10 of M s e
PR
Vet L gt - 5 Agarts Oy -
ot 1 g Mkt
PSPPRNIUEH P r—
a9
DAL Ime ' Ve our Pegmions nd Lssgn
Lot e g View Selected Listing Details =L
v S Lmting Frumbn Daraary
S . DALM Moma 3 View Your Begistrations snd Lintirgs
Vouedy Syl gy fa
Srman s anion Rt

Taggww & " Vedem Ienm
(g Rt et s — View Proprietary Names and Labeling
i iz i Listing Number D372039

i ey s - A Proprietary Mame Confidential Device labeled for use Device Identifier Label
S——— e e Raguliin S b e i P RS, Sirghe use medical facemank i
of i Facily s Frogririsry Uemes i Liseing

Mool Eiivis Linfgpe C - m

25 26 SWER(EH RMERAS

www.tkmedical.com FWREETRIZAERAS



QUALIFICATION CERTIFICATION

Thrmid"

HTHE5XELEE Eac IAIE

EAC certification of Russian customs union

Oprai ne cepridikmam mpaaysunn Chueeten © orpammeinai arsereTecimeTai "LienTp netmrranai i
METRRIOrIN"

Mecto mavowacran: 117545, POOCHA, ropay Mockes, ymn [loposnas, aou § opnye 1, K1-103
asrwicorii mopec: 117545, POOCHA, ropoa Meckes, vinim Joposans, aou & gopmee [, KI1-103

Tescdon @ + T OTTI64335T Aapes wIeKTRONHOA NowTL: metr.oem il com
DfPH 116 434338

W ax DN FRARL
Arrecrar akkpeamanme N RARL 1 THBA2 cpok seficroam ¢ 01082014
nk s Bresepanuedl Crvatol e AEKPEANTILHR

wdeary at-meA1E dhIFELT [Ty T——

VIBEMKIAK
PyROBOIHTEN b OPIasa N0 cepTHHHEIILNKT

> PP 4 % el
POV KK

E. 1, Beaanguna

T

loanice # VssmLi A, i nee

PELWEHWE NO 3ARBNEHWID
Ne 02696 ot 01.06.2020 1.

B pesyantare pacesorpenia sannaenns N: 02696 or 01.06.2020. )
OBHIECTBO C OUPAHMYEHHON OTBETCTEEHHOC THIO "TAMOKENHEIA LIEHTP
KAUECTBA™

vt Ne 46 o o Mockee 04,09 2003, OFPH

Mespaionnas whenesing Oewepuisnoll Haeropsi ¢
1137746798771

MecTo naxowIeHid (aapes oprseckoro mnia); | 25080, Pocena. ropoa Mocksa, wocee
Bonoxonamekoe, oM 1, crpoenie |, vimk 3, nomenenne VI, gospara 306, oduc 76

O PPEr e TR JeE AP O SOl TRETCTRHI P0aY KT TpehoRAHIAM TEXHIMECKOT{-HX)
peramsenTal-og) Tammaenmoro cowan (EA )

HeseannmHckine Mackn

Mogens KNS mask. [poaysing #iroToReH B COOTBETCTENN € TEXHHHIECKON J0EVMCH TRINEH
HIrOTOBHTEA.

p—— T

Koate) TH B2 EADC (TC) 6307909300
CepHiHBL BLINYCE

R ——— e

Haroronmre s opoiayeinn:
“Anhui Tiankang Medical Technology Co,, Lad”

MecTo Haxom e (RIPeC pHanteexoro anua): Kurai, No. 228 Welvi Road, Economie Development
Zone. Tianchang City, 239300 Anhui

T AR 2 M e Lt Sl e 0 B B8 ol R B B TR (RUELRE SSUPER

OPTAHOM NO CEPTHEHKALLHH TPOAYKUHNA NMPHHATO PEIMEHHE:
L O rsasath B pericipanni EIApanm o cooTReTeTRII HRn e oil 0 pey i Tpebosamnsy:

=ee—— T R e = e oot BF T ALA L | i i

i oenanmmnn: TP TC 017200 1 Tessiseesuil pes amscnT shiae o n cola 0 Selonac Ko i Py s e kai
npesuirenmocta”, TP TC 012001 Texmmaecsni peryfastens Tasoseninors cow i "0 Gessmacnoctn cpencts
ARy A LG TR T 108 PACTIPOC TRANSII0TCH 1 WK TERHY B 1[HLTY KTEe

Frcnept . BL Hugammmm
o i g i
Ml i L]
www.tkmedical.com 27

ESF&ZmhENZELAOIAR SR

Official Release White List of Anti-epidemic Supplies Export Companies

oy P .
O | MEEGRERBEOES
: B % -

¥ # 0 B K B E #®

(

=D xTma - HiElrhas ~ kRS ~ BlE&Tn ~ Bmastl -

HEEH: NEEIMNRENELTHNEFDEE~EWE
20204065080 +EEHEESEHOES <

6H8H, HEE/MpENETNETIEETElERseEs, 2, ERNSESIEasml, ERR
REmFgosrl, IMEEHERITE =, FRFRESRIEREREISesm,

REEMAEANESERNETORESCWER
HZSEE BER: 2020466888
-
Name List of Medical Devices and Supplies Companies with Certification/Authorization from other
Countries
FS | 4t F—HEERAABE E5hEm
INERR
—. EROZ Medical Face Masks
10 | ZHARETHEEHBRAT 9134110071990801XY ERECE
Anhui Tiankang Medical Technology Co_ Ltd
—. EFEBATPER Medical Protective Gowns
1589 | *BARETRERGBEREAT 9134110071990801XY EREECE
Anhui Tiankang Medical Technology Co., Ltd
28 LRARR(ERDRIANBRAE
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QUALIFICATION CERTIFICATION

Tkrmd

1SO 9001:2015 FREEIBARIAEIES

ISO 9001:2015 Quality Management System Certificate

”Z %‘ﬂﬁf"ﬁk*&iﬂ‘ﬁ

EAHS: U00G619Q00TIROM
Hirm
TR EET N RBERAT
8 —H S fE S 9134110071990801XY
Ml PE - EEY - RETRHETRES 228 5
EREEERTAIRE
IS0 9001:2015
AESEENT:

— UM RTE M B R A A R (), — UG AR G
#), —REMAERAOR,. BEAMRON, BEA-KENH, BRX, BN
M. BRI ORAES, —RMETRK. BTN

®BEAM:. 20204F 107100
AUEBERMA 0I9EI A IR AT 022E 2 HITH
FEREE e LN RT N
WIETE M Bk e i TR ET . BERRVERT. SEEGES. EBSRMXFERREE.
EEREEENTEONR T, SENEETETn— R .
FEBARTEES MDA TRETDE R &0 AR (www. cnca. gov. en) L.

MHERM: 193 AIER

www.tkmedical.com 29

C CC If

QUALITY MANAGEMENT SYSTEM CERTIFICATE

Registration Mo, U006619Q00TIR0OM
This is to certify that the quality management system of

Anhui Tiankang Medical Technology Co., Ltd.

scechal cruct coda 1 $13411007169080120¢
Registration/OMicaProduction Addrass: M. 228 Waiyl foad, Zona, T
is in conformity with

IS0 9001:2015

hansg City, Anhul, P.R. China

This certificate is valid for the following scope:

The preduction of Aute-disable Syringes for Fixed-dose Immunization (with needla),
Disposable Syringes (with needle), Single-use Medical Face Mask, Surgical Mask, Medical
Coveralls, Non-woven [sclation Gowns, Medical Isolation Face-shield, Protective Face,
Mask for Medical Use, The sale of Single-use Surgical Gown, Feeding Tube

The certificate changed on October 10, 2020
This certificate is valid from March 18, 2019 to March 17, 2022
The applicability of the standard are detalled In the organization's Quality Manual,
The scope which needs administrative parmission shall be in accordance with valid license.
In the case that the organization regularly recelves survelllance assessments, the certificate shall be
valid when used together with the Notice for Maintenance of Use of Certificates and Logos.
Information about the certificate can be queried on the official website of CNCA (www. gov.cnl} .

Date of Issue; March 18, 2019

30 LMK (KEA)RIAERAS
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QUALIFICATION CERTIFICATION

Tkrd®

1SO 13485:2016 & EN ISO 13485:2016 BEEIRARIAEES
The Certification of ISO 13485:2016 & EN ISO 13485:2016 Quality

Management System Certificate

bsi.

By Roval Charter

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

This is to certify that:  Anhui Tiankang Medical Technology
Co., Ltd.
Mo. 228 Weiyi Road
Economic Development Zone
Tianchang City
Anhui
239300
China

Holds Certificate No:  MD 730170

o R S R O I A L
R

FeTh

T B e

i -RE2zRY

BlER: 239300

and operates a Quality Management System which complies with the requirements of 150 13485:2016 & EN 150

13485:2016 for the following scope:

Production and Distribution of Single-use Medical Face Mask, Medical Coveralls, Non-woven

Izolation Gowns, Medical Isolation Goggles.
-t RENAOM, BER R E, R,

D o A = A .

(Qor CRaedc

For and on behalf of BSI:

Gary E Slack, Senior Vice President - Medical Devices

Original Registration Date: 2020-07-29
Latest Revision Date: 2020-07-29

' "-L:l.‘
Rl 132

www.tkmedical.com 31

Effective Date: 2020-07-29
Expiry Date: 2023-07-28

Page: 1of 1

~making excellence a habit’

CE IMIEMEH (1 EKRE)
CE Certificate(Class Is)

bsi.

EU Quality Assurance Certificate

Regulation (EU) 2017/745, Annex XI Part A
MDR 730169 RO00

Manufacturer: Anhui Tiankang Medical Technology Co., Ltd,

Address:

Mo, 228 Weiyi Road
Economic Development Zone
Tianchang City

Anhui

239300

China

Single Registration Number: Not Available

EU Authorised Representative: MedFath GmbH
Address:

Mies-van-der-Rohe-strasses,

80807 Munich,

Germany

Scope: See attached Device Schedule

By Roval Charter

On the basis of our examination of the quality system in accordance with Requlation (EU} 20177745, Annex XI part A,
the guality system meets the requirements of the Regulation. For the placing on the market of Class 111 and Class 11b

devices an additional Annex X certificate is required.

For and on behalf of BSI, a Motified Body for the above Regulation (Notified Body Mumber 2797):

QCWV\ C_SRaclc

Gary E Slack, Senior Vice President Medical Devices

First Issued: 2020-08-20 Date: 2020-08-20

32

Expiry Date: 2025-08-19

.making excellence a habit”

Page 1 of 3
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QUALIFICATION CERTIFICATION

Tkrd®

bsi.

Ey Royal Charter

EU Quality Assurance Certificate

Regulation (EU) 2017/745, Annex XI Part A

MDR 730169 ROO0

Device Schedule: Class III and Class IIb devices

Device Schedule: Class ITa, Custom-made and other devices

Device(s) Rizk Classification
Single-use Madical Face Mask Class Is
Medical Coveralis Class Is

For Class Is devices, the Notified Body conformity assessment s limited to the aspects relating to establishing, securing and
maintaining sterile conditions,

First Issued: 2020-08-20 Date: 2020-08-20 Expiry Date: 2025-08-19

~making excellence a habit,

Page 2 of 3

www.tkmedical.com 33

bsi.

EU Quality Assurance Certificate

Regulation (EU) 2017/745, Annex XI Part A

MDR 730169 RO0D

Certificate History

Date Reference number Action
Current 3220023 First Issue,
First Issued: 2020-08-20 Date: 2020-08-20
T 1
34

Ey Royal Charter

Expiry Date: 2025-08-19

~making excellence a habit,

Page 3 of 3
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QUALIFICATION CERTIFICATION Tkmid

CE JAMEIE# (pPE JAME)

CE Certificate(PPE Certificate)

PCA

Poum Conmna
T

CERTYFIKAT BADANIA TYPU UE (MODUL B)
EU TYPE-EXAMINATION CERTIFICATE (MODULE B)

. CW/PPER/9/09/2020

TASWIADCTA SIE,

e Polskl Rejestr Statkdw S, (FRS) procprowade® procedury badania typu wymlenionego nibe] wyroba | stwierdeid jego 2godnodd 2
wymaganiaml okrethonyml w zalaczniiu V do Rocposzgdzenia Parlamentu Europejskiego i Rady (UE] 2016/425 [PPE] w sprawie
drodkdw ochromy indywidualne] oraz wchybenia dyrektywy Rady 39/686/EWG, 2e tmianamil

THIS IS TO CERTIFY

thart Polski Rejestr Strbkdw 5.4, (PRS) dvd undertake the EU type-exomination procedure for the product identified beiow which wad
Jound to be in complionce with the requirements of Aanex Vf to the Regulation (L) 2006/425 of the European Parfiament eod of
the Councll aff 9 March 2016 on pertonal protechive equipment and repemling Councll INrective B3/586/EEC, a5 amended,

mﬂ:‘m-‘ Anhui Tiankang Medical Technology Co., Ltd.
o Mo.228, Weiyi Road, Economic Development Zone, Tianchang City,
Anhui Province 235300, China
Producant Anhui Tiankang Medical Technology Co., Ltd.

e Ne. 228, Weiyi Road, Economic Development Zone, Tianchang City,
Anhui Province 2359300, China

me Sprzet ochrony drég oddechowych. Polmaski filtrujace do ochrony praed crastkami,
Respiratory protective devices. Filtering holf masks to protect against particles.

Opi wyrob . TK-:

md;?:u:mm Pétmaska filtrujaca FFP2 NR, Model: TH-3

Particle Filtering Holf Mask FFP2 NR, Model: TK-3

v oY PN-EMN 149+A1;2010

CW/PPER/S/09/ 2020
mﬂ:::z:ﬂbmp L. Instrukcja wiytkowania - zatwierdrona preez PRS dnia 2020-09-02.
2. Deena ryryka - r@alwierdzona przez PRS dnia 2020-08-02.
3. Rysunek pdtmaski - model: TK-3 - zatwlerdzony praez PRS dnia 2020-09-02.
4. Raport 2 badan nr [2020] W52 FHL NO, 6188 wydany przez langsu Guojian Testing Technology
Ca,, Ltd w dniu 2020-08-04.
5. Bprawozdanie z przegladu PRS nr OW/KKr/PPER/19,/3020 2 dnia 2020.0%-03,

1. Instruetion for use - approved by PRS on 2020-05-02,

2. Risk analysis - opproved by FRS on 2020-09-02,

3. Assembly drawing for model: TK-3 - approved by PRS on 2020-09-02.

4. Test report ne. [2020] WAZ FHL NO. 6188 fssued by Fangsw Guajian Tesling Technalpgy Co,,
Ltd on 2020-08-04.

5. PRS Survey Repart No. CW/EK/PPER/19/2020 doted on 2020-09-03.

Mligfsca produlkcy

[inmz ég podane na stranie 1}
Piloces of prodection

(aiffensat than given on page 1)

-!'lp;fam:mnhlu.:nania 1. Dane technferne:
: et = pédtmaska 7 regulowanym metalewym blipsern na nos,
- piimaska wykonone 1 S-warstwowej widkniny z filtrem z thaniny,
= wyrniary: 160 x 110 mm,
- kolor: biafy.
2. Potmaski filtrujgee preesnocsone do jednerazowege uiytki.
2. Dokumentocio technicang zotwierdzona w jgzyku angietskim.

1. Specifications:
- half mosk with adjustable nose clip,
= half mosk made with 5-layers non-woven fabric with melt-blown fabric fitter,
- size: 160 x 110 mm,
- eerlor: white,
2, Filteving half mask shall not be used for more thon one shift,
3. Technical documeniotion epproved in English,

Warunkl uzrania
Agproval condiions

1 Windejiry cerbylikan straci waimodl po wprowadzeniu znian lab medyfliac w wyrobia ber uprredniego uipodniesia 3 PRS,
Thir centificote becomes isvalid ofter chonges or modtficotions to ihe product withoo! prioe ogresmear with PRS,

1 Znek rpodnodzl mole byé umieszczony na wenanym ayroble oz mebe byl wystawions deblorscia rgodeaic tylko pod warenkiem, e jcmle 2
badaniem typu UE mslanie preeprowadrona ocana sgednedel predukeli pod nadrosem jednostki notyfikowanel wedhey zakbgcenica Wl luk VIl
WTHENOveED wyle]| rozporzydeenia.

The Mork of Conformity may ooly be gfffecd to the obcve type appeoved product oad o manufoeturer’s Decloration of Conformily Rived
provided thve production i axsessed wnder eeeilence of o notified body eecording to Aanex VT or VIl of the g/m Reguiotion

Ferm. 3/POR-01/PPER

Speciffed stondords
EN 149:2001+A1:2009
Kniefiy cevlyfikat pocostaje wakny do cxasu usiewainbinia prey rach warunkiw |patrz str. 2).
s cevtificote remoins valid undets concelled or revolbed, providied the oparovel rondinions (see poge 2) ore complied with.
o
e 2025-08-02 A N\
& AN Zastepes Dyrektoea Piany Cestylikac]i
o o /cpjm ion Direclor
w n ! L4
P RC '
Gdarisk, 2020-09-03 s Przemystaw Gatka
e ra— =Pk Acjestr Statkiw S tel. [+48) (58] 346 17 00
Mo, af nodified body Y E al.'Gen, Jzefa Hallera 126 fax (+48) (S8) 341 7T 69
© B0-416 Gdarisk, Poland eemalt: de@pripl
1“63 wweas bt/ e praplf
Form. &POW-01/PPER
HIX0-03-26 12
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QUALIFICATION CERTIFICATION

AC 114

CERTYFIKAT ZGODNOSCI Z TYPEM W OPARCIU O WEWNETRZNA KONTROLE
PRODUKCI ORAZ NADZOROWANE KONTROLE PRODUKTU
W LOSOWYCH ODSTEPACH CZASU (Modut C2)

CONFORMITY TO TYPE CERTIFICATE BASED ON INTERNAL PRODUCTION CONTROL
PLUS SUPERVISED PRODUCT CHECKS AT RANDOM INTERVALS (Module C2)

N CW/PPER/L/10/2020 e 2020-10-01 - 2021-08-30
Dokunsenty odnbisenla: Regporqdoinie UE 200623 dotyccgoe droditdw ochrony Indheatdualng] (PPE), malscmik Wi

General reference documents:  Regulation (EU} 2006/425 0n persond protective equipment [PPE), Anmex Vil
Posiadacz certylilaty Anhui Tiankang Medical Technology Co., Ltd.

Certificate holder ) )

Ne.228, Weiyi Road, Economic Development Zone, Tianchang City,

Anhui Province 239300, China.
Wil . Certyfikat badania typu UE Normy dhaemon powansSpecyliacis
Product ELF Type-examination certificale Harmonlsed stondards,Specificotions
Palmaska filtrujgca FFP2 NR, model: TK-3 CW/PPER/9/09/2020 PM-EM 149+A1:2010
Farticle Filtering Holf Mosk FFP2 NR, Model: EN 149:2001+A1:2009
TK-3

B Roczna ocena sgednodcl wyrobdw 2 norma/specyiiacy | badanym typem
Annual azsessment of products compiance with stondord/Spedificotion and type-cxomined
1 Miejsca | daty winyt

Wit ocmlions aod dates Anhui Tiankang Medical Technology Co., Ltd
= mw:amm:;wj ! Kraysetol Kirysiuk

Zwigerk 2 jednestly notyfikowany . . .

Relationship o natifled bady Ekspert Biura Certyfikacji Wyrobow | Osob

Products and Persons Certification Bureou Expert
b Freedstawiciel fimny [imig, naratsko)

CW/PPER/1/10,/2020

1] Rocena ooena nigjednorodnodal produkcji
Annual assessment of production nan-hemogencity
1 Tattetdwana metada priv dokoninis ooeny
M thed pinpioyed bo v msessment
D Wrepedcia procesy produkoyjnego | Eapisde  prib
On-site reviow of production and test records

Audit kantrolk proceis prodekoynegs
1
De-sile audi! of prodechion confrod

O Doena niejednorodnoedo produlcl popras: ocens edne) duks] prabki
Produciinn son-homogemeity oiseceed by sefectlan of o single, large somple
[] e niejednarodnotel prodshcf popraes oot prebek w dapu foku
Produetian fan. hasageneity etseried by of somples th
2a Ocers przoprowado® (kg namwiska)
Assecvnent corried out by fivame)
Peigpek ¢ prdnosthy nosylikawang .
Rekationship o rotied body

LT I piar

b Preedetiwicis firmy {Imis, axrwisks]
Cawnpany frepreientative (Mame)
Stanawiikn
Fogitign
3 Napoditawhe preep ] coery stwderd . b2 prooes produkoyjoy jest fednorodey D'I'.Jk Dmc
O e by cff the misesament, iE s beed conchaded e production & homogeneous Fes [+

C Podsumowanie
Conclusion

Urasadnienin nirgednidc
Justificorion of son-confarmities

Hig byle tadnych niezgodnodel [ There were no non-conformities

Wriloski jednasthl notyf iowans

Conciutions of notified body

Srodek ochrony osobiste] jest kompatybilng 2 typem okredlomym w certyfikacie badania typu UE.
Personal protective equipment is compatibde with the fype defined in the EC type-examination certificate.
Lhwagi

Revoarks

1. Pddmaska filtrujaca przeznaczona do jednorazowego wiytku.

2. Dokementacja techniczna ratwierdzona w jezyku anglelskim.

3. Produkt ten nie mote byé stosowany jako maska preeciwgarowa w drodowisku toksycemym.

4, Pddmaska filtrujgca nie jest preeznaczona do uiytkowanla medycmnego | chirurgicenego.

1. Fitterimg Holf Mosk shall not be used for more than one shift,
2. Technlcal documentation in English approved,
3. This product can not be used o3 o gos moask in @ toxic enviroment,

Baod Bal
::rrmvwmnm'cmmqﬂ g Bal 4. Fitherimg Motlf Maik con not be wied for medicel o sirgical purposes,
Pesition Lepal Representative o P
3 Zwigerk pombpdey wirytowang firmg a posiadaczem cemyfikaty badania typw UE Attachments
Refolfonabdp of company whited lo EL lype-exovdioation centificote holder Soraveond doviy N
D Poakadacs certyfikate E Mijice produlc D Irae mibefioe proculcli D Imgarter D Dyitrybutcr H:Irrw:mhlﬂlum e m"ﬂ{xrﬁ“:wwmm
Certificate holder Prouc o 1ile Secandary production wile g ter Distriburtor
Sproedal detalicena Eunopejskie biuro firmmy Inry: Sprawordania thadad Br papart 2 badarl nr CL/WRO/64/2020 wydany praez Laboratorium Badawcee PRS 5.4, ¢ dnda
L) Rbtei outier L3 Furepesn office of the company L goner: T mg:nm-zi e I
Srodichw ochroery indywidualng) Dl Micdoal A
. B e O N cvmtte Test report no. CLAWED, Issued by PRS 5.A. Testing Laboratory dated on 2020-00-23,
Wibdir prokld E Wkrano — Nr ege. fpartic D Mie wybrano A
Scinple silectien Selected - bot/baich Mo. D01/HACLT142020-009/NACLI714/2020; ot selected e ~ )
00L/BR T4/ 2020-009/BR,/T 14/ 2020 I||' //_ i f'|l e )\ —
4 Wybir pesedi Praeidh Nirprawidt Viprike Eadan Poaytywne Negatywne Opdina acan T FocInega Medon. & .‘% N Y i i
Sompi eloction i Conreet O DooTReE Resull of tests & Pagithee O Hegutive Overall sssessment of the anpusl sunvellzace \/%m Hegotive
5 Wybdr prdbld | badania wykazaly spodnedd & proywobanymi normamifspecyfisacjaml | badanym bypem E Tak D Mie e i Zastepcy nu Cartylikach
Somple sefection ond tisting devaonstroted compbance with the reference slondordsSpeciications Fes No q Iu' Cierl { by De e
i Fype-eamined 3 S
Hr jednosthl notyfikowane] Pobil Rejestr Stathdw 5.4 tel. [+48) (58) 345 1700 -!,/
No. of notiied body al. Gen. Jiaefa Hallera 126 fiax [+45) {58) 346 03 52 e N
B0-816 Getadek, Poland email: mailbongpre pl Gdarisk, 2020-10-01 NOTEED DOgY Przemystaw Gatka
1463 weanw: hibtps) evwews preplf T /
Faem 10 POW-00/PPER Formn, 10 POW-OLPPER
FOI003:26 12 H020-03-26 2
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QUALIFICATION CERTIFICATION Tkrid

RARIE BTy A aniEAIES

Australian Register of Therapeutic Goods Certificate

Australian Government
Department of Health
Therapeutic Goods Administration

Australian Register of Therapeutic Goods Certificate

Issued to

SF Apparel and Textiles Pty Ltd

for approval to supply

SF Apparel and Textiles Pty Ltd - Mask, <specify>

ARTG ldentifier 340534

ARTG Start Date INOFI2020

Product Category Medical Device Included Class 1
GMDN 12447

GMDN Term Mask, <specifys

Intended Purpose Medical'Surgical Masks

Manufacturer Datails Addrass

Cartificate number(s)

Anhui Tiankang Medical Technology Co | Mo 228 Weiyi Road

Ltd Economic Development Zone
Tianchang City
SAnhul, 239300
China
ARTG Standard Conditions
The above Medical Device Included Class 1 has been entered on the Register subject o the lollowing
conditions:

+ = The inclusion of the kind of device in the ARTG is subject to compliance with all conditions placed or
imposed on the ARTG entry. Refer Part 4-5, Division 2 {Conditions) of the Therapeulic Goods Act 1989
and Part 5, Division 5.2 (Conditions) of the Therapeulic Goods (Medical Devices) Regulations 2002 for
relevant information,

- Breaching conditions of the inclusion related to the device of the kind may lead o suspension or
cancellation of the ARTG entry; may be a criminal offence; and civil penalties may apply
Products Covered by This Entry

1. Mask, <specify=>
Product Specific Conditions
Mo specific conditions have been recorded against this entry.

Therapeutic Goods Administration ARTG ldentifier: 340534

PO Box 100, Woden ACT 2606 Australia ARTG Start Date: 30/07/2020
Fhane: 1800 020 653
Email: infoi@iga.gov.au
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Single-use Medical Face Mask(Non-sterile)
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RERE TEST REPORT

Tkrd®

EAMEOSE (FREED

Surgical Mask(Non-sterile)
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RIS IRL TEST REPORT Thrmid"
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Medical Coveralls(Non-sterile)
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BISIRE TEST REPORT Thrmid"
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Single-use Medical Face Mask(Sterile)
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Tkrd®
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Surgical Mask(Sterile)
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Medical Coveralls(Sterile)
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RIS RE TEST REPORT Thrmid”

Ql"iﬁi grqﬁﬁ

—GTTC— GTTC

T'Eﬂt Rﬂpﬂl‘t (Electronic werszion) Test REp[Irt (Electzronic verziom)

Verification Wehsite: www.gite.net.cn No: 20R003207
Verification Code: BXPR-0385-54

No:20R003207 [zzue Drate: 2020-07-010

Applicant: ANHUI TIANKANG MEDICAL TECHNOLOGY CO,, LTI,
Address:  NO. 228 WEIY] ROAD ECONOMIC DEVELOPMENT £ONE TIANCHANG CITY.

Information confirmed by applicant:

Medical coveralls

Quantity: 8 picocs

Brand: TKMD

Lot numbser: 200502

Production date: 20200502

Muodel: 185

Manufacture's name: ANHUT TIANKANG MEDICAL TECHNOLOGY CO., LTD.

Standard  Adopted:

Date Received/Date Test Started: 2020-06-20
Conclusion:

Resistance to penctration by synthetic blood -
Mote: “M"-Meet the standard’s requiremsent “F*-Fail to meet the standand’s requi b e
Remark:

This repon is the english rranslatson version of the repan 20R003 206,

All the tested ilems are lested under the standard comdition (exoept for indication).

Copies al the repont are valid only re-stamped.

The experiment was carried out at Mo, 1, Zhujiang Rozd, Panya District, Guangehou, Guangdong, P,R.China,

<
=
Approved By: Zishan Guo
ZiShan Guo  Senior Engineer ;
Guangahou Inspection Testing amd Certifieation Group CeLid. Guangehoo Inspection Testing amd Cortilication Group CoLid.
Add: M), Phsjuing Rasd, Parrvu Duitricr, G gebon, Guaangdeng, PROChine. Tel: + 862001 FRES T &1F04399 Add: e 1, Phejiang Rosd, Parvu Deitner, Crisss grhon, Grasngdong. PR.Chisi Tel: «Bi-I0<HIFRESTE 6170399

SBHEAREMRFRIABRAS



BIRIRE TEST REPORT Thrmid"

S~ B
Ly exa OB cwdlts L s @ e

1TEROB N AGED

T.Est Rep“rt (Electronic wersion) Test REp[Irt (Electzronic werzion)

Verification Wehsite: www.gite.net.cn No: 20R003209
Verification Code: L'TAW-6864-44

No:20R003209 [zzue Drate: 2020-07-010

Applicant: ANHUI TIANKANG MEDICAL TECHNOLOGY CO,, LTI,
Address:  NO. 228 WEIY] ROAD ECONOMIC DEVELOPMENT £ONE TIANCHANG CITY.

Information confirmed by applicant:

Medical coveralls

Quantity: 8 picocs

Brand: TKMD

Lot numbser: 200502

Production date: 20200502

Muodel: 185

Manufacture's name: ANHUT TIANKANG MEDICAL TECHNOLOGY CO., LTD.

Standard  Adopted:

EN 141262003/ AC: 2004 <Protective clothing - Performance requirements and 1ests methods for proteciive chothing against
infective agents=.Cliem Requirement

Dare Received Diate Test Saamed: J020-06-20

Conclusion:

The resistance to dry microbial penctration M

The resistance to wet bacterial penetration] Y Y/ T 0506.6-2009] -

The resistance to wet bacterial penetration] EN 150 226 10:2(M)6] e

Resistance 1o penetration by blosd-borne pathogens M

Mote: "M"-Meet the standard’s requirement “F"-Fail to meet the standand’s requi t "Moo

Remark:

This repont is the english translation version of the repan 20R003208,

The decision indicators are derived from the standard requined by client (EN 14126:2003/'AC: 2004 ). Our inspection capacily authorized by
CMA covers the imspection items EN 14 126: 2003/ AC: 2004,

All the tested fems are tested under the standard comdition (exoept for indication).

Copies of the repon are valid cnly re-stnmped,
The experiment was carried out at Ne. 1, Zhujiang Kead. Pany Disirict, Guangehou, Guangdong, P.R.China,

£
-
Approved By: Zishan Guo
ZiShan Guo  Senior Engineer x
Page ] of 4
Guangahou Inspection Testing amd Certifieation Group CeLid. Guangehoo Inspection Testing amd Cortilication Group CoLid.
Add: Mo, Phejang Resd, Paryvu Durier, Cussgrien, Guargdong, PR.Chisa Tel: 861061 PR &17594399 Add: Mo, Phejiang Rosd, Parvu Deamer, Crassgrhon, Gasrgdong. PR Clis Tel: =Bl FFREETE 6170309
www.tkmedical.com 65 66 SMAR EBD)RHNERASE
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RS

TEST REPORT

JLJEREOE

Children Hygiene Mask

LT

#

T =i il ., fEE T =i Aol g EE
c t €& 7est RepORT ey e e g €& 7est RepORT w@ A b TR
1% 88 % (No.): G520000434-1 I m"" " |I_”||I #1418 HNo.): G520000434-1 I I""" " |II|||I

#11 0{M: 6 0 Page 1ofs 912 {6 0 Page 2ofS

IS BT T LA 1 AL 24 ) g;::;;
Applicant Anhwi Tiankang Medical Technology Co., Ltd 5 AR AT .
4 RS B A2 Sl et 4 oo
Manufacture  Anud Tiankang Medical Technology Co.,Ltd 2 BT RE L =
Colour fastness to dry rubbing
B2 Trade Marks - 3 R M
EPLE B 0 sample Mame: LT 000 Children hygiene Mask. Formaldehyde content Pass
Hafie 29 coors — 1 wa
Submitted Sample P00 Quantity: 1. 438 Description: 305015 white mask FH,"E"";I _ e gl
Description = 15 i sample Grade: —. %435 T Safety Category: - : APREUE T RS (24 B i
PR 5 Style No,: — sz_aumisz Pass
& AL N O e
- L1 o o Trnnsferablei_‘lurcmm brighteners Pfss
b inirs RUEW e HAI 1 L 7 RN _ W
Test Type Examination Date Received Date Issued Residual amount of ethylens oxide Pass
B Rd i e
B He i = Mese -:I_ip_length Pass
Performance BAJY 38560-20:0 ijm.', m!i#u“} i 9 B e ar B b e
rderd GB/T 388802020 Technical specification of children mask Nose clip folding resistance fs
10 T b e 0 R g 0 R e AL R R &
Breaking strength of the mask band and the joint of mask Pass
band and the mask body
11 BRI e i
Particle filtration efficiency Pass
12 il i
Bacterial filuration efficlency Pass
13 FIL AR 4k - R ) i) ¥
Flamma bifity-burning time Pass
14 W A i e
Sharpness of the point and edge Pass
15 Rtk ety
Microorganism index Pass

{itith Approved by

43

Wang Bacjun (Director)

e L
The conclusion please refer to the attached pages

BT G RO, FREM SRS T, This mportis wlid oaly for the samples delivered by dienis.

HERRMNEI R, B PO ZHE 15 DA R, SRR FAER . i them is anyobection

conoeming the repor, itis mauired that the objecion should be put forth to the enter within 15 days from the
Wil recepiion date of the repart.

Notes AR R, AN BN T P R T L S O B B . Measure ment uncentaintyis nat
considened on the ol s and onformily sssessment in the eport unless reguined by the astemer
*FAPEHLET . *The testisn't requested for conBmaton tempomily.

FEah SIS L] OF 200003211

S R LA R R T
FEARESEROHRARRAERE Rl

R L R R )
FEAES R RRERR S S Rl Chinaleta Teatile Testing & Certibestion Services Tal: (10-65000R13  400-Oih-D486
T 1 A Al © e Yanjing!i Mddle Sroeer, Chayang Didricn, Beiing 10075, China Fax - 01065076595

L gt U F T B ] sk JERTEEEG R 1 B 100025 R IAR R A s ERTEEEE R 1 B 100025

__—A __A

67 68 SHKE(EFA) RAERAS
LBHEXEBEEFREIRIAEIRAE

Chinateits Teatile Testng & CermBeation Senoes Tel: MIO-65002813  400-0f6-DER6
EH AR TR Al - a3 Yenjingli Maddle Srreer, Chaoyang Dideier, Beiing 1005%, Chens Fax - OB0-65076593
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BIRIRE TEST REPORT Thrmid"

—REFERAEROE (EN 14683 Type I
Single-use Medical Face Mask(EN 14683 Type I)

Test Report No.: T21654570

Test Report No.: T21654570
Report Date: 18 May 2020

Report Date: 18 May 2020

TEST REPORT
SUBJECT Physical & Microbiological Test
Sample Description B Single-use Medical Face Mask
Sample Quantity e 50 pieces
TEST LOCATION TUv SUD China
Lot Number/Balch Code 200416
TOw 50D Products Testing (Shanghai) Co., Ltd. Specification : With earloop
B-34, No.18%8 Du Hui Road, Minhang District Size F !
Shanghal 201108, P.R. China Brand Mame : !

Remark: The above Information was provided by applicant.

CLIENT NAME
Anhui Tiankang Medical Technology Co.,Ltd Summary of Test Results
CLIENT ADDRESS Mo 228 WeaiyiRoad Economic Davelopmeant Zoné Tianchang City 239300
Anhui Chi“;’n e - Mo, Test ltem Test Mathod T“_:_ 5““?3“’ Judgemant
. Ype
; Bacterial Filtration Efficiency Test EN 14683:2019+AC:2019(E) - o
a55
TEST PERIOD 01-May-2020~12-May-2020 (BFE). % Annex B
Differential Pressure Test EM 14683 2019+AC:2019(E)
2 <40 Pass
(Pajcm®) Annex C
3 Microbial Cleanhness Test EN 14683:2019+AC: 2019(E) - o
a55
Prepared By (CFUig) Anmex D

Mote: Pass = Meal customer requirements;
Fail = Fail customer requirements;

# = No comment;

N.D. = Mol detected.

Bella .

(Balla Xu)
Repor Drafter

Photo of Samples

Noda: | 1) Ganaral Temrms & Conds, ns - d rinat. (2) Tha resulls nelate cnly [ the Berms basind {3) Tha test raport shall not
i nepreduled oo i Bl wihoul e waillen eppeoval of the laboralony. (4) Withow the sgrecment of e laboraiony |, e clien & nod
Athoreid o use th les) mul:brunww\ﬂdplwndu

EramicaiMicrobiciogy L ! Phana - ol (21] 6007 8378 Roganal Haad Bifice: ) )
T SO0 Products Testing §Shasghall Co.,  Fau:  +86 (31) 5037 6348 T 500 Certfcation and Testing ChemicalMicrobiolegy Ladaraiery: Prone | +26 (21) 8037 6375 Regienad Hioad Office: _
L Framd fasd thami@iu o 22 [Chisa} Co., Lad. TUV 800 Products Testng {Shanghad) G,  Fan: 56 (1) G037 (345 TV S0 Certification mnd Testing
B-14, Mo 1958 Du Mul Road, Michang Diskict.  Webpage: wwar fuy-sad on Ha. 151 Mang Torg Rioad Stasghal Lz Ermad ool cheminn s on {China] Ca, Lid,
Shanchni 000 _PRCRira B34 Mo 1550 Du bui Road, Mishang Dl Webpage: wew sl o Ho.197 Hang Tong Aoad Stanghal
21008 Shasgrs HQ070 PRChing
PR Chisa TDI.‘ Page 1018 2108 m‘! Page 2ol &
PR China
69 70 SHEARED RABEMRAS
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RIS TEST REPORT Tkrd®

S
P ﬁ PERATT
e 2
M A ix._“ﬁ—_r:ff, CNAS ggm Report No.: SSMT-R-2020-01 554-02A
?‘:ﬁ‘u; TESTING 1.0 P
1800153441889 o CHAS LL0DSE T ERNER

MNew Zealand rabbits were used io evaluate the potential of skin irritation of samples under the condition of
this fest,

2.0 Reference

Biological evaluation of medical devices-Part 10:Tests for irritation and skin - sensitization(IS0
10963 -10:20100
Biological evaluation of medical devices-Part 12:Sample peeparation and reference materials(ISO

Test Report P

Biological evaluation of medical devices-Pan 2: Animal welfare requirements (150 10993-2:2006)
3.0 Test and control articles

Report Number: SSMT-R-2020-01554-02A 3.1 Test article { The information about the test article was supplied by the sponsor wherever applicable.)
Test anticle name: Single-use medical face mask

Sterilization state: Sterilized, EO

Model: Type |

Size: 17.529.5 cm

Lot’ Batch#; 200415

Sample Name:  Single-use medical face mask

Study Title: Skin Irritation Test - 0.9% Sodium Chloride

Injection Extract Physical State: Solid
Color: Sce the photo

Standard: ISO 10993-10:2010 e
Stahility: N/S
Solubility: NS
Test Anticle Material: N/S
Packing Material: N/S

Storage Condition: Room temperature

Manufacturer: Anhui Tiankang Medical Technology Co..Lid.

Manufacturer address: NO.288, Weivi Road, Economic Development Zone, Tianchang City, Anhui Provinee,
P.R.China

Sample photograph;

Test facility Sponsor

Jiangsu _ Science Standard Medical Anhui  Tiankang  Medical
Testing Co., Ltd. Technology Co.,Ltd

NO.288, Weiyi Road, Economic
Developmen Zone, Tianchang City,
Anhui Province, P.R.China

C4 Building, ¥o.9 Changyang Road, Wujin
District, Changzhow, Jiangsu, China

Jiangsu Seience Standard Medical Testing Co., Lid.
4 Puslding, MNovd Cherggy o Fowd, Wigin District, Chengrhon, Jang=, China. 213161 Tkt (86-519-8358T859) Fanl RG-S IOEISHTRON www jsssmboom

Page 1 of 11 Page 7 of 11
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RIS TEST REPORT Tkrd®

L“q"-""'l':r., hmi
M A _-'-“Qvé"’xé’};,_ (m ;:;: Report No.: SSMT-R-2020-01554-03A

L7 TESTING
A e
160015344189 e e 1.0 Purpose

The test was designed to evaluate the potential of a test article to cause skin sensitization using Guinea Pig
Maximization Test.

2.0 Reference

Biological evaluation of medical devices-Part 10:Tests for irritation and skin - sensitization{ISO
105993 -10:2010)
Biological evaluation of medical devices-Part 12:Sample preparation and reference materials(IS0

Test Report Lo

Biological evaluation of medical devices-Part 2: Animal welfare requirements (150 10993-1:2006)
3.0 Test and control articles

Repﬂﬂ MNumber: SSMT-R-2020-01554-03A 3.1 Test anicle (The information about the test article was supplied by the sponsor wherever applicable.)
Test anticle mame: Single-use medical face mask
Sterilization state: Sterilized, EQ
Maodel: Type |
Size: 1T.5%9.5cm
Lou' Batchd: 2004 15
Physical State: Salid
Color: See the photo
Standard: 1SO 10993-10:2010 Density: N/S
Stability: N'S
Solubility: B/S
Test Anticle Material: N/S
Packing Material: N/S
Storage Condition: Room temperature

Sample Name:  Single-use medical face mask

Study Title: Skin Sensitization Test - 0.9% Sodium Chloride

Injection Extract

Manufacturer: Anhui Tiankang Medical Technology Co. Lid,
Manufaciurer pddress: NO.288, Weiyi Road, Economic Development Zone, Tianchang City, Anhui Province,

P.R.China
Sample photograph:
Test facility Sponsor
Jiangssu_ Science Standard  Medical Anhui  Tiankang  Medical
Testing Co., Ltd. Technology Co.,Ltd

MNO.288, Weiyi Road. Ecomomic
Development Zone, Tianchang City,
Anhui Province, P.R.China

C4 Building, No.% Changyang Road, Wujin
District, Changzhou, Jiangsw, China

Jiangsu Science Standard Medical Testing Co., Ltd.
4 Pualefing, M9 Chemgrviang: Rl Wain Disrict, Changgbon, Jingaa, Chine 203161 Tel: (B-510-83587899) Fiocl 86-515-HR88TH) Wi jsssmLoom

Page | of 12 Page 7 of 12
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EIERE TEST REPORT Thkrid"

2 -\"b":-rl,.? - =
M S m\s s Report No.:SSMT-R-2020-01554-01 A
A % ; s
ST c TESTING 1.0 Purpose
U TN S~eatl®  cusiio , T X :
TROREESAAIAY el The purpose of the test is to determine the potential cytotoxicity toxicity of a mammalian cell culture (mouse
fibroblass L-929 cells) in response to the test article.

L0 Standard

Biological evaluation of medical devices Part 5: Tests for In Vitro Cytotoxicity (150 10993-5:2009)

Biological evaluation of medical devices Part 12: Sample preparation and reference materials (1SO
10593-12:2012)

TeSt Rep 0 rt 3.0 Test and control articles

3.1 Test article (The information about the test article was supplied by the sponsor wherever applicable.)
Test article name: single-use medical face mask
Sterilization state: Sterilized, EOQ

Report Number:  gSMT-R-2020-01554-01A Model: Type |
Size: 17.529.5 cm
Sample Name: single-use medical face mask = Lot/ Batch#: 200415
L Phiysical State: Solid
Sl‘ud}' Title: In Vitro C}'toloxicity Test 7 Color: See the phoio
Density: M/S
. Stability: K/S
Diandaxd: ISO 10993-5:2009 ol
Test Article Material: N/
Packing Material: N/S
Storage Condition: Room temperature
Manufacturers: Anhui Tiankang Medical Technology Co., Lid
Manufaciurer address: NO. 288, WeiviRoad, EconomicDevelopment Zone, Tianchang City, Anhui Provinee,
P.R. China
Sample photograph:
Test facility Sponsor
Jiangsu Science Standard Medical Anhui Tiankang Medical Technology Co.,
Testing Co., Ltd. Ltd
C4 Building. No.9 Changyang Road, Wujin MO, 288, WeiviRoad, EconomicDevelopment Zone,
District, Changzhou, Jiangsu, China Tianchang City, Anhui Province, PR, China
3.2 Control Articles
3.2.1 Wegative Control Article Mame: High Density Polyethylene
Manufacturer: Jinngsu haiaosibui biotechnology co., LTI,
Jiangsu Science Standard Medical Testing Co., Ltd. Size: 1.6 mm thick, 300°300 mm
4 Buikling, Mo.9 Climgvang Foad, Wasin Disrict, Changehos, Mange, Chinn. 213060 Tel: (8-S 10-53587009)  Froc] BG-3159-8358T899)  www, Jassmibomm
Page 1 of 11 Page 7 of 11
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TEST REPORT Thrid"

RS

—REFEAERAOE (EN 14683 Type I1)
Single-use Medical Face Mask(EN 14683 Type II)

Test Report No.: 721655016

Test Report No.: 721655016
Report Date: 29 May 2020

Report Date: 29 May 2020

TEST REFORT
SUBJECT Physical & Microbiological Test
Sample Description : Single-use Madical Face Mask
TEST LOCATION TV S0D China Sampie Quantity : 50 piaces
Lot Mumber/Batch Coda 200428
TOW 50D Products Testing (Shanghai) Co., Lid, Spacification : I
B-3/4, Mo.1998 Du Hui Road, Minhang Districl Size : !
Brand Name : !

Shanghai 201108, P.R. China
Remark: The above information was provided by applicant.

CLIENT NAME Anhui Tiankang Medical Technology Co.,Ltd
Summary of Test Results
CLIENT ADDRESS MNo.228 Weiyi Road Development Zone Tianchang City 239300 Anhui China
0 e fainnd ' Na. Test ltem Test Method T"f'r smnﬁh"d Judgement
_ ype
] Bacterial Filtration Efficiency Test EN 14683 2019+AC:2019(E) 288 Pass
TEST PERIOD 17-May-2020-25-May-2020 (BFE), % Annex B
Ditfarantial Prasswra Tast EM 14683:2019+AC:2019(E)
2 < 40 FPass
{Pafcm?) Annex C
a2 Microbial Cleanliness Test EN 14683:2019+AC: 2019(E) —_— P
Prepared By {CFLYg) Annex [ A
3
[

Note: Pass = Meel customer requirements,

Fail = Fail customer requirements;

Wwo FRO
T

P

# = Mo comment;
N.D. = Not detected.

Bella .

(Balla Xu)
Report Drafler

Photo of Samples

Hote: (1) Genaral Temes & Conditions. as menSonsd overteal. (2 The resuils relate cnly 1o the Bems tasted {1) The Sest rapord shall not
b Fpisduesd Busapt in full withaul the wnitlen spqdoval of the laboeaiory (4) Witheu the agrasmant of iha [nbarstany | he cleat B nes
authorizad So uss ihe fesi results for snapproved propaganda

ChamicalBierskiclogy Lisaiasey.
TV $UD Produsts Testieg (Shasghal] Ca.,

s
5L, Mo 1958 Bu Ml Fioad, Minkang Distict
e

20 a8
PR Chisg

www.tkmedical.com

Phen . #8E {31) 03T 5375 Fogiminal Hosd Ofice:
Fam:  «8 [20) 8007 6345 T S00 Certification and Testing
Eruid dood chbrBtn i zn [Ching] Co., Led.
Webpage: was hvsud on Ko 151 Hang Tong Road Snanghal
WO PR CRing
m Page 1ofd

ChamicalMicrebiology Lusarstery: Phecrsy - 3 (1) B03T 5375
TUW SUD Products Testing (Shanghal] Co.,  Fax: =6 [21) 8007 £345

L Eruid dood chbrBtn i zn
B3, Mo 1990 Du Mul Road, Minhang Distict.— Webgage: wws hvsud on
Famziui

20 a8
PR Chisg

78

gl Haed Detfice:

T $00 Cerification and Testing
|Cking} Co. Led.

Ko 151 Mang Tong Road Snanghal
MO PR Cne

m Page2ofd
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RIS TEST REPORT Tkrd®

S g,
CNSREY N
SN= J’s. HF I Report No.: SSMT-R-2020-01553-02A
MA laciwk CNAS s
N S 4 1.0 Purpose
180015344189 AR b A

Mew Zealand rabbits were used to evaluate the potentinl of skin imitation of samples under the condition of
this test.

2.0 Reference

Biclogical evaluation of medical devices-Part 10:Tests for irritation and skin  sensitization{lS0O
10993-10:2010%
Biclogical evaluation of medical devices-Pant [2:Sample preparation and reference materials{1S0

Test Report

Biological evaluation of medical devices-Part 2: Animal welfire requirements (150 10993-2:2006)
3.0 Test and control articles

Report Number: SSMT-R-2020-0155 3-02A 3.1 Test article { The information about the 123t article was supplied by the sponsor wherever applicable.)
Test antiche name: Single-use medical face mask

Sterilization state: Sterilized, EO

Model: Type 11 |
Size: 17.5%9.5¢cm !
Lot' Baich#: 200413 -
Physical State: Solid ]
Color: Sec the photo

Standard: 180 10993-10:2010 Density: NS

Stability: N/S

Solubility: B/S

Sample Name:  Single-use medical face mask

Study Title: Skin Irritation Test - 0.9% Sodium Chloride

Injection Exiract

Te=st Article Material: NS
Packing Material: NS

Storage Condition: Room temperature

Manufacturer: Anhui Tiankang Medical Technology Co.Lid.

Manufacturer address: NO0.288, WeiyiRoad, Economic Development Zone, Tianchang City, Anhui Province,
P.R.China

Sample photograph:

Test facility Sponsor
Jiangsu  Science Standard Medical Anhui Tiankang Medical Technology
Testing Co., Lud. Co.,Ltd.

NO.288,  Weiyi  Road, Economic
Development Zane, Tianchang City, Anhui
Province, P.R.China

C4 Building, No.9 Changyang Road, Wujin
District, Changzhow, Jiangsu, China

Jinngsu Science Standard Medical Testing Co., Lid.
4 Bruilding, Mo9 Changyang Roud, Wigin District, Changrbou, Jiangso, China 203161 Teb (B6-510-83587809)  Fict RG-S 19-H3307890)  www jessmLeom

Page | of 11 Page Tof 11
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EIEIRE TEST REPORT Thkrid"

:‘F“'-—f:r“i- bt Report No.: SSMT-R-2020-01 553-03A
MA dacwcs CNAS " o

e TESTING
K77 1.0 Purpose
180015344188 e el oo o

The test was desipned 1o evaluate the potential of a test article 1o cause skin sensitization using Guinea Pig
Maximization Test.

2.0 Reference

Biological evaluation of medical devices-Part 10:Tests for firritation and skin sensitization(1S0
10993-10:2010)

Biological evaluation of medical devices-Part 12:Sample preparation and reference materials{ISO
Test Report e

Biological evaluation of medical devices-Pan 2: Animal welfare requirements (150 10993-2:2006)

3.0 Test and control articles

Report Number: SSMT-R-2020-01553-03A 3.1 Test article { The information about the test article was supplied by the sponsor wherever applicable.)
Test anticle name: Single-use medical face mask

Sterilization state: Sterilized, EOQ

Model: Type 1 1

Sizes 17.5X9.5cm

Sample Name:  Single-use medical face mask

Study Title: Skin Sensitization Test - 0.9% Sodium Chloride RO
|njECli01‘l Extract Physical State; Solid
Color: See the photo
Standard: IS0 10993-10:2010 Density: N/S
Stability: N/S
Solubility: NS
Teat Article Material: M/S
Packing Material: NS
Storge Condition: Room temperature
Manufacturer: Anhui Tiankang Medical Technology Co.Lid.
Manufecturer address: NO.288, WeiyiRoad, Economic Development Zone, Tianchang City, Anhui Province,
P.R.China
Sample photograph:
Test facility Sponsor
;;%emu Standard Medical Testing Co., gnhzid'riankﬂng Medical Technology
1d. 0., LT,

MOD.288,  Weivi  Road, Economic
Development Zone, Tianchang City, Anhui
Province, P.R.China

C4 Building. No.9 Changvang Road, Wujin
District, Changzzhou, Jiangsu, China

Jiangsu Science Standard Medical Testing Co., Ltd. _
4 Basiing, Mo Chengyang Road, Wigin Disrict, Changraon, Jongar, Chinn 213061 Tel (B6-519-81587899)  Fund RS 1R358TRE) www jesmiloom

Page 1 of 11 Page Tofl 11
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BIEIRE TEST REPORT Thrid”

Wi Report No SSMT-R-2020-023 10-01A
L .
AN ELE
N7, AP a
% ' :j UAS f-F.]
| IJ \ L=t T TESTING
i{,:;;::\\f v 5 1.0 Purpose
180015344189 L

The purpose of the test is to determine the potential eytotoxicity toxicity of a mammalian cell culture (mouse
fibroblast L-929 cells) in response to the test anticle.

2.0 Standard

Biological evaluation of medical devices Part 5: Tests for In Vitro Cytotoxicity (150 10993-5:2009)
Biological evaluation of medical devices Part 12: Sample preparation and reference materials (150

Test Report oz

3.0 Test and control articles

3.1 Test article (The information about the test article was supplied by the sponsor wherever applicable.)
Test article name: Single-use medical face mask
Sterilization state: Sterilized, EQ
Model: Tvpe 1 1
Size: 17.5*9.5
Lot Baich#: 200415
Physical State: Solid

Report Number:  gSMT-R-2020-02310-01A

Sample Name:  gingle-use medical face mask

Study Title: In Vitro Cytotoxicity Test Color: See the photo
Density: M/S
Standard: SO 10993-5:2009 Siability; M/S
Solubility: N/S
Test Article Material: MN/S
Packing Material: N/S
Storage Condition: Room temperature
Manufaciurers: Anhui Tiankang Medical Technology Co., Ltd
Manufscturer address: NO. 288, WeiyiRoad, EconomicDevelopment Zone, Tiznchang City, Anhui Province,
P.R.China
Sample photograph:
Test faeility Spensor
Jiangsu  Science Standard  Medical Anhui Tiankang Medical Technology Co..
Testing Co., Ltd. Ltd
C4 Building, No.9 Changyang Road, Wujin N0, 288, WeiviRoad, EconomicDevelopment Zone,
Disirict, Changzhou, Jiangsu, China Tianchang City, Anhui Province, P.R.China

3.2 Control Amicles

3.2.1 Megative Control Article Mame: High Density Polyethylene
Manufacturer: Jiangsu haiaosihui biotechnology co., LTD.
Size: 1.6 mm thick, 300*300 mm

Jiangsu Science Standard Medieal Testing Co., Lid.
4 Buikding Mo Changymng Road, Wi Dstrict, Changehon, Fangsay Chine. 213161 Tel: (-5 19-8358789) Fircl B6-519-83587859) www jissmL com
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BIRIRE TEST REPORT Thrmid"

—XEFEREROSE (EN 14683 Type IIR)
Single-use Medical Face Mask(EN 14683 Type IIR)

Test Report Mo.: T21653819
Report Date: 27 April 2020

Test Report No.: T21653819
Report Date: 27 April 2020

TEST REPORT
SUBJECT Physical & Micreblological Test
Sample Description : Single-use Medical Face Mask
Sample Quantity : 45 pieces
TEST LOCATION TOV 50D Chi
na Lot Number/Batch Code - 200308
TUV SUD Products Testing (Shanghai) Co., Lid. Specification : With earoop
B-3/4, Mo.1999 Du Hui Road, Minhang District Size : !
Shanghai 201108, P.R. China Type of Mask ] Type lIR
Brand Mamg g !
Remark: The above information was provided by applicant.
CLIENT NAME Anhui Tiankang Medical Technology Co.,Lid
CLIENT ADDRESS Mo 228 Weiyi Road Development Zone Tianchang City 239300 Anhui China Summary of Test Results
HNo. Tast ltem Test Standard Judgemant
1 Bacterial Filiration Efficiency (BFE) Test | EN 14683:2019+AC: 2019(E) Annex B Pass
TEST PERIOD 10-Apr -2020~18-Apr-2020
2 Differential Prassure Tast EN 14683201 9+AC2019(E) Annex C Pass
3 Synthetic Blood Penetration Test 150 22609: 2004 Pass
4 Microbial Cleanliness Test EN 14683:2019+AC2019(E) Annex D Pass
Prepared By

Note: Pass = Meet cusiomer requirements;
| Fail = Fail customer requirements;

# = No comment,
N.D. = Not detected.

=0l PROA

Bella. %,

(Bella Xu)
Report Drafter

Photo of Samples

Neta: (1] Ganarsl Tama & Cond o el (3] Thi resuss relate anly b the eme taited (3] Thae tes2 mepen shal noe
b reprocisces mcapt in full without the witten aporoval of the Iaboratony, (4} Without B agresmant of e laboralony . Bha chont is not
Butherzed 19 wie e 1861 reaulia for LaBpRRoved pRoRAGANdA

CremicalMicrobiciogy Laboeatory: Phona - +86 [21] B0AT 8375 Ruglosal Head Office: Cramical Micrabiology Labesatory: Phona - +86 [21] B0AT 8375 Ruglosal Head Office:
TUV 500 Preducis Teiling (Shanghal) Co,  Far: B0 (1) 8037 EM5 TOV 500 Cortification md Testisg TUV 500 Producs Tesling (Shanghal) Co,  Fac'  +B6 (21) 8007 £35S TOV 500 Cortification md Testisg
ILadl Email laod chemdiiuysud on {China) Ca, Lid. ILad. Email laod chemdiiuysud on {China) Ca, Lid.
B2, M2 1090 Dy Mo Ros, Makaeg Dostset  Webpage: waow a6 M 151 Hang Teng Read Sanghsl B340, Mo 1990 D Mol Poad, Miehoeg Distser  Wlpage wow vl ot M 151 Hang Teng Read Sanghsl
Sranghal 200070 _P.RChna Sranghai 200070 _P.RChna
Hnua 28
PR Chira TIN" Pa1citl PR Crira TIN" Pagu 2 11
85 86 SRARED)RIZBRAGE
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RNy T

M A i“&;—_{f}_ GN AS ::!IU. Report No.: SSMT-R-2020-01 555-02A

T, TESTING
e v
180015344189 LN CHAS LIsé L Rerposs

Mew Fealand rabbits were used 1o evaluate the potential of skin irritation of samples under the condition of
this test.

2.0 Reference

Riological evalvation of medical devices-Part 10:Tests for irritation and skin - sensitization(150
10R93-1 0:2010)

Biological evaluation of medical devices-Part 12:Sample preparation and reference materials(150
Test Report

Rinlogical evaluation of medical devices-Part 2: Animal welfare requirements (150 10493-2:2006)

3.0 Test and control articles

Report Number: SSMT-R-2020-01555-02A 3.1 Test anticle (The information about the test article was supplied by the sponsor wherever applicable.)
Teat article name: Single-use medical face mask

Sterilization state: Sterilized, EO

Model: Type 1R

Size: 17.5%9.5 em

Lot/ Batch#: 200415

Sample Name:  Single-use medical face mask

Study Title: Skin Irritation Test - 0.9% Sodium Chloride

Injection Extract Physical State: Solid

Color; See the photo
Standard: ISO 10993-10:2010 Density: N/
Stability: W/

Solubility: NS

Test Article Material: N/S

Packing Material: NS

Storage Condition: Room temperature

Manufacturer: Anhui Tiankang Medical Technology Co.,Ltd.

Manufaciurer address: NO.288, Weivi Road, Economic Development Zone, Tianchang City, Anhui Provinee,
P-R.China

Sample photograph:

Test facility Sponsor
Jiangsu _ Science Standard Medical Anhui  Tiankang ~ Medical
Testing Co., Ltd. Technology Co..Ltd.

MN0.288, Weiyi Road, Economic
Development Zone, Tianchang City,
Anhui Provinee, P.R.China

C4 Building, No.9 Changyang Road, Wujin
District, Changzhou, Jiangsu, China

Jiangsu Science Standard Medical Testing Co., Ltd.
€4 Buikding, Mo Changyang Road, Waijin Disinct, Crangzhon, Jiangzay Chirm. 213161 Tk (R6-519-03587095)  Froco{ S6-5 1083 587899) www Jsssiil.com

Page 1 of 11 Page Tof 11
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BIEIRE TEST REPORT Thrid”

L e
=] 51 Report Mo.: S5MT-R-2020-01 555-03A

MA ,'““*""

180015344189

&
'
€
&
g

TESTING
G iinoes 1.0 Purpose

The test was designed 1o evaluate the potential of a test article to cause skin sensitization using Guinea Pig

Maximization Test.
2.0 Heference

Biological evaluation of medical devices-Pam 10:Tests for irritation and skin  sensitization(1S0
10993-10:20107
Biological evaluation of medical devices-Pam 12:Sample preparstion and reference materials(150

Test Report

Bielogical evalustion of medical devices-Part 2: Animal welfare requirements (150 10993-2:2006)

3.0 Test and control articles

Report Number: SSMT-R-2020-01555-03A 3.1 Test arficle (The information about the 1est article was supplicd by the sponsor wherever applicable.) )
Test article name: Single-use medical face mask 1
Sample Name:  Single-use medical face mask i:i:::f:;ii’ it i
: AL : : Size: 17.5%9.5 cm :
Study Title: Skin Sensitization Test - (.9% Sodium Chloride S -
Injection Extract Physical State: Solid
Color: See the photo
Standard: IS0 10993-10:2010 Deensity: N/S
Stability: NS
Solubility: N/S
Test Article Material: N/S
Packing Material: NS
Storage Condition: Room temperature
Manufacturer: Anhui Tiankang Medical Technology Co.,Lid,
Manufacturer address; NO,2E8, Weiyi Road, Economic Development Zone, Tianchang City, Anhui Province,
P.R.China
Sample photograph:
Test facility Sponsor
Jiangsu  Science Standard Medical Anhui  Tiankang  Medical
Testing Co., Ltd. Technology Co..Lid.
MNO.288, Weiyi Rosd, Economic
C4 Building, No.% Changyang Road, Wujin Develsomient. Zons. Tianchang City:
District, Changzhou, Jiangsu, China . :muimc_ i 18 ity
Jiangsu Science Standard Medical Testing Co., Lid.
04 Buikding, Mo.S Changyang Road, Wigin Disric, Chongzhou, Fangay Chis 213161 Tk (B6-5 19533800 Im: B6-SI0-RRRTROT  woarw jSssmL.com
Page | of 12 Page 7 of 12
www.tkmedical.com 89 90 AR EDAERAS

LRRRETHIXRIABRA S



BISIRE TEST REPORT Thrad

TELE Report No. SSMT-R-2020-01 555014
HE

0

TESTING 1.0 Parpose

CTIAS LIDDEE

MA

180015344188

The purpose of the test is 10 determine the potentia® cviotoxdicity toxicity of a mammakian cell cubrure (mouse
fibroblast L-929 cells) in response to the test anticle.

2.0 Standard

Biological evaluation of medical devices Part 5: Tests for In Virro Cytotoxicity (150 1 0093-5: 2005}

Biological cvaluation of medical devices Pam 12: Sample preparstion and reference materials (IS0
10993-12:2012)

Test Report e e

3.1 Test aricle [The information abowt the test article was supplied by the sponsor wherever applicable.)
‘Test article name: single-use medical face mask
Sterilization state: Sterilized, EO
Report Number:  ggpMT-R-2020-01555-01A Model: Type TIR
Sire: 17.5=9.5 cm

Sample Name: single-use medical face mask Lot/ Bawch#: 200415
Physical State: Solid
Study Title: In Vitro Cytotoxicity Test Color: See the photo
Density: N/S
Standard: ISO 10993-5:2009 s S
Salubility: N/S
Test Article Material: N/S
Packing Material: N/S
Storage Condition: Room lemperature
Manufacturers: Anhui Tiankang Medical Technology Co., Ltd
Manufacturer address: NO., 288, WeiyiRoad, EconomicDevelopment Zone, Tianchang City, Anhui Provinee,
P.R. China
Sample photograph:
Test facility = _ Sponsor
Jiangsu Science Standard Medical “Anhui Tiankang Medical Technology Co.,
Testing Co., Ltd. Ltd
C4 Building. No.9 Changvang Read, Wujin WO, 238, WeiyiRnad, FeonomicDevelopment Zong,
Diswrict, Changehou, Jiangsu, China Tinnchang City, Anhui Province, PR, Chinn
3.2 Control Articles
3.2.1 Negative Control Article Name: High Density Polvethwiene
Manufacturer: Jiangsu hataosihui biotecknology co., LTD.
Jiangsu Science Standard Medical Testing Co., Ltd. Size: 1.6:mm thick, 300*300 mra
4 Pruiding. Mo ® Chenpaarg Read Wi Dedrit, Chorgrdon Jangi Chim 213161 Tl (365108388091 Frct BESIRERSERO veww,fssemt eom
Page | o7 11 PBage Tof 1]
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BIRIRE TEST REPORT Thrmid"

B TR 8 20 B R ) I IR 2%

Non-powered Air-purifying Particle Respirator

ZEMATERETEFTREHRIR

N EE& Anhui Provincial Supervising & Testing Research Institute for Product Quality
7 E L]
T TESTING
171200110769 o enAS Losce B B R £
TEST  REPORT
Mo: € 2020 ) &4 XFF & 06230 F £ 10 £ 1 %
Foad ik 2 : R
Product bass ARLR G RBWIRE Moo/ Typeo !
I E ﬁ ﬂ E I SR Bl S / ] B /
Fomdeal Mansfacierer iaipeciog Body
-2 e ity
y SR AR RS e
TEST  REPORT Hiw, [ SORERANRAOAESN | menis: |/
L YRS / ELT TR /
Cilgan Addrasy Saspling Shie
TErTERTE ‘o
Ne: (2020 ) 4k XF ¥ % 06230 % Totve | FAR LR s uns | HARE o
wnd Conditlon
|rmSa s am 7
RERI 1 2020, 05. 07-2020.05. 10 g :
Samfaciured Dute A
AR AR A IS | gt AR &!’f
P: 5 -% ﬁ' Boalna | Trads ! in'.;;i i ! Checking asd ! b
) -4 & ﬂﬁﬁﬂﬁﬁii-ﬂ‘?‘ﬂﬁ MerhiBrand Seading Sasmples
4 g o 4 b
Product Nome EIMEI"?"T?: 'H‘:"iﬂ SJL:TEf-Hﬁ: 'Ir h!l:-f!l i:filr WA
A ¥ - F0if B &g : LUEES:R ] -
i %_lﬁ_ .fi _,IF Suapie Goude LLES] Hamplieg Duie o Recolp: Dais 2020. 95. 0
{&ain CR2G26=2004
Inspecied Body Test Crltecis
LB GBI526-1000 T te ke, WAEh o,
Fares  IWMAEEAHERGAERLTE 5 TS
Test Coselimina
Client
hEEy  ERes i WML RIIE R AR,
Kind of Test
-
b i 1w P
P A s O IE o i J f@ f]b ?" r“'
(’.—-i‘ # ﬁ ﬁ F nn ﬁ i £ '@ m gﬁ ﬁ 91‘ ﬁ hpprovsd by A lied by Tewned by
Anhui Provincial Supervising & Testing Research Institute for Product Quality
93 94 KR (R )BRIABTIIRAS

www.tkmedical.com FWREETRIZAERAS



BIRIRE TEST REPORT Thrmid"
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Non-powered Air-purifying Particle Respirator
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RERE TEST REPORT

TR IEFEE (EN 149 FFP3 NR)
Particle Filtering Half Mask (EN 149 FFP3 NR)

58 A M 4R F
TEST REPORT

STFWT202017468
Product Name Particle Filtering Half Mask
Trust Unit Anhui Tiankang Medical Technology Co.. Lid.
Manufacturer Anhui Tiankang Medical Technology Co., Lid.
Test Category Entrusted Inspection

@ﬁﬁﬁﬁﬂﬁ%ﬁ!ﬂ?ﬂﬁﬂ%gﬁﬁmlﬂ

ANGSL QUALITY SUPERVISION AND ISPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODUCTS

www.tkmedical.com 97

Test Report
STEWT202017468 " — z page 1_ of 12 -
Specification Type TE-5
Product Wame | Particle Filtering Half Mask S | — |
Trademark TEMI
N . At Tel. 05S0-T309156
Technology Co.s  Ltd. Bt =2
Mibacturer | A0 Tecking Medical | cample Grade FFP3 .
Technology  Con.  Ltd |
Sample Sample Receiving
2020-08-03
Quintity | P Date —
Test Category | FEntrusted inspection Baich Mo/ Articke Mo 20200710
Smn_phs_ | ) . .
i | Meet the testing requiremenls
Conditions | )
| _ "~
D“"“r"}':;;m | EN 149: 2001+A1: 2009 {Respiratory protective devices -Filtering hatf masks 10 provect gainsi

Accordance | Particles-Requiremenis, festing, marking)

i o

| : v
The samples were tested, the ilems tested mest the mqulmmcnta\- if N 4920015412009 |
Test : "\\ Y
Ctibchisian standard for FFP3 level, e .
Signature Date:  2020-08-28
| “The head hamess of the mask provided by the applicant is head wearing,
| Compatibility with skin is not recognized hy the center. The test data are only for reference.
B o The sample is not marked for reuse (NR? and does not require testing for blocking performance.

THAErEs

The test conclusion of this report is only for the items inspected and does not mean that the

uninspected items or functions meet the requirements.
Thee results apply 1o the sample as received.
g 4 &
" Y : B 4
pprover | o Exarminer Major tester

@ JIANGSL QUALITY SUPERVISION AND INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION FRODUCTS.

.

98 SHKE EA RAGRAS
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RERE TEST REPORT

FhLEFEEFTFSE (EN 149 FFP3 NR)

Particle Filtering Half Mask With Exhalation Valve (EN 149 FFP3 NR)

gy
N N
S mREL
=x CNAS =
e L TESTING
% ‘ ﬁ\‘:‘ CHAS L7901

1 36 48 i =

TEST REPOHT

STFWT202017469

Product Name Particle Filtering Half Mask
Trust  Unit Anhui Tiankang Medical Technology Co., Lid
Manufacturer Anhui Tiankang Medical Technology Co. Lud
Test Category Entrusted Inspection

INERENEENPFEREESESEE DL

JUANGSY QUALITY SUPERVISION AND INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODUCTS

www.tkmedical.com 99

Test Report
STFWT202017469 = [_ui_i _o_l' 13 B
Specification Tvpe TR-5V
Product Mome | Particle TFiltering Hali Mask _— — —
Trademark TRMD
s Tiamban M 1'--r' 2
TrostUnit | 2" g e Fel | 0550-73091356
Technolozy Coo  Lud 1 . |
T Az Tiandang Medical Sample Grade CEPY
Technolegy Coo  Lid |
Sn.mp.lc 72 pes Sample Receiving 3 4
Quantity | Date
Teat Category | Entrusted inspection Batch Mo,/ Article Mo 20200710
Sampl
lm_]-l_ﬂ Meet the testing requirements .
Conditions _—

Drocument mnd
Decide

Accordpnce

EM 149; 20014A01: 2000 €Respiratory protective deviees -Fiitering bl marks fo pridectagatnst
prarticles-Requirements, festing, marking¥

[
Y . - ] B ",

The =amples were tested, the items tesied meet the n'quilrdmn‘:lﬂ.'i"-.{!lf ERL TRSZ008 12009 |
standard for FFP3 level. .
Signature Date; 2020-08-28

Test

Cenclusion

The head hamess of the mask provided by the applicant is head wearing

Compatibility with skin is not recognized by the center. The test data are anly for reference,

The sample is not marked for rewse (NR) and does not require testing for blocking performance.
| Remarks The test conclusion of this report is only for the ilems inspected and does not mean that the
| | uninspected items or functicns meet the reguirements.

| | The results apply to the sample as received.

|
4 T #
Approver - Examiner z@ Major tester

JIANGSU QUALITY SUPERVISION AND INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODUCTS.

- ]
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BISIRE TEST REPORT Thrid"

—XMEEREROE (RAFD

Single-use Medical Face Mask(Adult)

e ZLJL-185-04

MA éhas B4 SR B 2 T I
“eal®  cnasLoncs ﬁgﬁ?ﬁ%ﬁﬁ

170015143957
MG AH2020-05-00308 3| mLm
— S S
HERes BT | AHZ020-05) 00398
WS Mg ¢ )
2N s l ) i & | Thmd Riv ks | 17, 5cm x 9. Sco
,EL M EI = flE B AT a INE ) i
EHA T AT B A T A A tebediil | St
TR | ey KSR TR =i | 200319
Boaasy A
e AL AR R AT BB R PR A ) R R
. Sy AR R R AT B A PR E) Er=HM | 20200325
;g : AHZ020-QS5]-00398
W& w5 ) iif & MR ! fraase | 100
e ! AR | S
0 HEAM ! s | wilE R4 RN R ﬂé
@ Wk AN | 2020/05/08 P | 2020/05/06--2020,05/26
i
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BISIRE TEST REPORT Thrid"

—XEEREAOE (JLEF

Single-use Medical Face Mask( Children)

ZLJL-165-04
A i A T
Y [m]
MA Nas EF LS B 25 AR S
TESTING e
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et R L
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EAMEOE (FREE REID

Surgical Mask(Non-sterile/with Tie Coverall)

AP vmnw
MA nas EE
p

170015143957 SR
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RERE TEST REPORT

EAMEOSE (RER AFID)

Surgical Mask(Sterile/With Tie Coverall)

AP,
@ CNAS ew ZLIL-165-04
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Single-use Medical Face Mask (Compliance with the EU REACH testing)

&i#iigﬁrﬁ &i#iigﬁrﬁ

WEIFL JISHLU WEIFL JISHLU

Test Report Test Report

Report No, @ WP-20057115-)C-01En Page No, = |/ 16 Report Mo, ¢ WP-20057115-JC-01En Page No, ¢ 2/ 16
Client Name: Anhui Ti ankang Medical Technology Co., Ltd Test Part Description
: . L . ) ) No. Sample Name D i Material/Brand
Client Address: Mo.228 Weivi Road Economic Development Zone Tianchang City = 4 o espiping 4 ran
001 Single-use Medical Face Mask 2005044741 Silver metal !

The following sample(s) was/were submitted and identificd on behalf of the applicant as: Blue Face Mask
n VR P . 4 ue Face Mas ;
Date of Sample Received: 2020-05-11 002 Single-use Medical Foce Mask 2005044 74-1 P ———

Testing Period: 2020-05-11~2020-05-18
1. Tesi It Total Cadmium (Cd) and Total Lead (Pb)
Test Requested: Selected west (s) as requested by client. . W A S A Bl |
Test Method and Apparatuss
Test Criterion: Please refer to next page(s). Teat Items Test methods T
Test Hesults: Please refer to next page(s) Total Cadrmium (Cd} Laboratory internal methods ICP-0ES
According to the ruling of the Count of Justice of the European Union Total Lead (Ph) Laboratory internal methods ICP-0ES

) ) on the definition of an amicle under REACH, and the specified scope
Summary: FASS » ; e "
- and evaluation screening, the test results of SVHC are < 0,1% (wiw) in Test Resalts:

the articles of the submitted sample.

Test ltems LUnit MDL 1+
Toral LeadiPh) mp'kg 1 LI,
Tatal Cadmium (Cd) mp'kg 1 .10,
Femarks;

C1F 1mgks = ppm = 0O %

023 MK =Method Detection Limit

£33 MDD =MNot Debected (<MK, )

{4y " -7 =Nt Regulated

{53 When the result is egual to or greater than $00 mg'kg, the limat shall not apply where it can be demonstrated that the rte
of Lend release from such an snicle or any such aceessible pant of an article, whether coated or uneoated. docs not excond 0,05
pgiemh {equivalent to 05 pg'ghl However, the legal text does not define o specific method for the demonstmation of
release rate while the Commission may develop a method for Lead milt.r..-iun

(62 The composite sampling methed is based on the client’s special roquest and the result is caleulated using he manimum

ﬁ B, fﬁ sample weight

Complied by

Approved by 2020-05-18

Address: Building 9, Building 10, Building 18, Urban Industrial Park, Lane 139, Guowei Read, Yangpu District, Shanghai Address: Building 9, Building 10, Building 18, Urban Industrial Park, Lane 139, Guowei Read, Yangpu District, Shanghai
Teli 400-TT6-TH2TWebn www weipujishucom Telr 400-776-TH2TWebn www weipujishuoom
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BISIRE TEST REPORT Thrid"

B SN BRI R 22 (5 SBREE REACH ELMiX)

Non-powered Air-purifying Particle Respirator(Compliance with the EU
REACH testing)

&iﬁi%ﬁ TR &iﬁi s IX 7R

HEIFLU JISHLU WEIFLU JI15HLU

Test Report Test Report

Report No, ¢ WP-20057115-JC-02En Page Mo. « 1/ 16 Repost Mo, : WP-200371135-JC-02En PageMo. « 2716
Client Name: Anhui Ti ankang Medieal Technology Co.. Ltd Test Part Description
Client Address: No.228 Weiyi Road Economic Development Zooe Tianchang City Ne. Sample Name ample ID Description Material/Brand
i [Hsposable Protective Mask 200504476-1 Silver metal !

The following sample(s) wasiwere submitted and identified on behall of the applicant as:
02  Disposable Protective Mask  200504476-1 Dt Fans
Date of Sample Received: 2020-05-11 = Isposible Frotective Sda SR  Mon metal mixed test)

Testing Period: 2020-05-11-~2020-05-18
Test Requested: Selocted test (s) as requested by elient, 1. Test Items:  Total Cadmium (Cd) and Total Lead (Ph)
Test Method and Apparatus:
Test Criterion: Please refer to next page(s). Test liems Test methods Apparatus
Test Results: Please refer o next page(s), Total Cadmium (Cd) Laboratory internal methods ICP-0ES
According 1o the ruling of the Court of Justice of the European Union Total Lead (Ph) Laboratary internal methods ICP-0ES
) on the definition of an article under REACH, and the specified scope
Summary: PASS ; 2 o i
and evaluation screening, the test results of SVHC are = 0,1% (w/w) in Test Resulls:
the articles of the submitted sample.
Test Items Unit MDL 040 1 +002
Tewal Lead(Ph) mg'kg 1 M.
Teal Cadmium (Cd) mp'kg 10 NI

Hiemarks;

(1) Imgkg = lppom = 0.0001%

(20 MDL =NMethod Detection Limit

(30 N.Do=Noi Dietected ¢ ~<<MDL 3

4y 7 =7 =Moot Regulaed

{5) When the result is equal o or greater than S00 mg'kg, the limat shall not apply where it can be demonstrated that the rate
of Lead release from such an anick: of any such scoassible pant of an anicle, whether comed on uncoated, doss not exceed 0,08
pgem2h (equivalent to 0,05 pg'gh). However, the legal text doss not define a specific method for the demonstmtion of
release mie while the Commission may develop a method for Lead IhiErnI-lﬂ

L) The composite sampling method 15 based on the client’s speceal request and the resalt 15 caboulated usang the mminimam

Coamplicd by ﬁ j{: :"‘ g by E& I.E' fﬂ sample weight
Approved by; é‘ﬁ?‘_ F

2020-05-18

Shanghai Micro-spectial C ] A Test technology Co. Lid.
Adidress: Building 9, Building 10, Building 18, Urban Industrial Park, Lane 139, Guowei Road, Yangpu District, Shanghai Address; Building 9, Building 10, Building |8, Urban Industrial Park, Lane |39, Guowei Road. Yangpua District, Shanghai
Teli 400-776-T62TWeh: wwwoweipujisha.com Telr 400-TT6-T62 TWeba  wwwewerpujishu.com
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ISR TEST REPORT Thrid”
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Infrared Forehead Thermometer
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RERE TEST REPORT

Thrmid"

ERBIFOSE (REE  HrERD

Protective Face Mask for Medical Use (Sterile / Folded)

f 3 ik S

W% 8 . AH2020-QZC-00873

T

fi fh & FR: ERHABPTOE

fi B H oM Eae

www.tkmedical.com 115
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BIRIRE TEST REPORT Thrmid"

EABIFOSE (FREFE FrEED

Protective Face Mask for Medical Use (Non-sterile / Folded)

ZLJL-165-04
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PRODUCT INTRODUCTION

Thrmid"

—XEEREROR (FREE / MEFR)

Single-use Medical Face Mask(Non-sterile/With Earloop)

/i

::II."

f I
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ERSEE : Intended Use:
BFREZEEATEERKRIIERXEHEEE It is used for the health care of the wearer in
FINE TP AR, a general medical environment where there is
FEELMEGE - no risk of body fluids and splashing.
= > 95% ]lgll;(;adzu;styt’.erformance.
AENER  BEEtF Adjustable nose clip, good fit.
=ZEMF , IR Three layers of protection, smooth breathing.

A RFFB IR | FRIEEMLGIF Expandable fold processing for better

GRS protection.

FrmRE (2] BERY
Product Type Packaging Type Packaging Size

2 A
Firs:’}]ﬁf‘kage 19x10x8.5cm/50pcs
EREE / IEF
Non-sterile/With earloop
AEE

Outer package 53x40x36.5cm/2000pcs

www.tkmedical.com 119

—XtERERAOR (FREER ZFR)

Single-use Medical Face Mask(Non-sterile/With Tie Coverall)

EREE : Intended Use:

BT REEEATFEMREFERX G EEE It is used for the health care of the wearer in
FINS TR B AR, a general medical environment where there is
Rz RS - no risk of body fluids and splashing.

élﬂ:%ijﬁ%z%z 95% gll;(;zdzugcst(yf‘erformance.

AR AR mait Adjustable nose clip, good fit.

=R RIS Three layers of protection, smooth breathing.

A RFFBEAIE |, FRIEEMLGIF Expandable fold processing for better
protection.

FrmmRE (DS BERY
Product Type Packaging Type Packaging Size
NS
Unit package 330x170mm/25pcs

ERER / BB hE%
Non-sterile/With tie coverall Secondary package 21x12.5x13cm/50pcs
PNCES
Buier ped ke 65.5x43.5x27.5cm/1000pcs

120 TRMAR(EA)RIABRASG
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PRODUCT INTRODUCTION

Tkrmid

—XEEREROS (RKEH  #MEFI)

Single-use Medical Face Mask(Sterile/With Earloop)

ERSEE : Intended Use:

AT AEE EARAEERKRIIERX G EEE It is used for the health care of the wearer in
FFINS TR B AR, a general medical environment where there is
TGS - no risk of body fluids and splashing.

éEHiii},ﬁ&jz%z 959 gll‘:(;adzu;st(yi’.erformance.

AR AR malt Adjustable nose clip, good fit.

=REB5P  WIRIR8E Three layers of protection, smooth breathing.

A RFFB IR , FRISERGIF Expandable fold processing for better

protection.

FEmRE (DET S BERY
Product Type Packaging Type Packaging Size

121

www.tkmedical.com

—XEEREROS (RKEH ZFI)

Single-use Medical Face Mask(Sterile/With Tie Coverall)

EREE Intended Use:
BFREEEARATEERKRIIERXEHNEEE It is used for the health care of the wearer in
FFINE T B AR, a general medical environment where there is

no risk of body fluids and splashing.

FEERMEAE
e Product Performance:

WEISIRE 2 95%

. BFE>95%.
AELRR  malty Adjustable nose clip, good fit.
=R, IR IR Three layers of protection, smooth breathing.
BRI , SRIEEMHIF Expandable fold processing for better
protection.

FEmRE (2R E BERY
Product Type Packaging Type Packaging Size

UNGES
Uit package 218x103mm/1pc

REE [ BZHR hE%E
Sterile/With tie coverall Secondary package

KB
Outer package 55.5x45x35cm/600pcs
122

LRARR(ERDRIANBRAE
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21.8x10.5x11cm/20pcs



= R R

PRODUCT INTRODUCTION

—XEERERAOS (REE / JLEMR)

Single-use Medical Face Mask(Sterile/Children)

EAEE :
BFREEEAFERRIEEX NS EE
TIE TR EFE,
PR EEE
HENT IR > 95%
AREREX , BEMTF
ZERF , IFIRImES
A RFFB IR | FRIEEMLGIF

Intended Use:

It is used for the health care of the wearer in
a general medical environment where there is
no risk of body fluids and splashing.

Product Performance:

BFE>95%.

Adjustable nose clip, good fit.

Three layers of protection, smooth breathing.
Expandable fold processing for better
protection.

FrmE (2ESiE BERYT

Product Type Packaging Type

Packaging Size

%k
e 185x103mm
Unit package

KEE / JLEFK
Sterile/Children

%k
ek 18.5x10.5x20cm/50pcs
Secondary package

%
A% 55.5x38.5x41.5cm/1000pcs
Outer package

www.tkmedical.com 123

—XEEREAOS (FRER / JLEMR)

Single-use Medical Face Mask(Non-sterile/Children)

EREHE :
BFREEEAFERRIIEREXCHNEEE

FIME TR AFE,

FEERE

WEISIRE 2 95%
JEEX  ZEEHEF
=EB5F | FERIRE

A RITERAIE | FRIEENF

Intended Use:

It is used for the health care of the wearer in
a general medical environment where there is
no risk of body fluids and splashing.

Product Performance:

BFE>95%.

Adjustable nose clip, good fit.

Three layers of protection, smooth breathing.
Expandable fold processing for better
protection.

FrEsSE (2EESid BERT

Product Type Packaging Type

First package

IEREE / JLERK
Non-sterile/Children

Outer package

Packaging Size

16x10x8.5cm/50pcs

53x33.5x36.5cm/2000pcs

124 SRARED)RIZBRAGE
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PRODUCT INTRODUCTION

Thrmid"

ERAMIAOS (FERFEE BEER)

Surgical Mask(Non-sterile/With Earloop)

EAEE :
HisKRESAREBRIEIESRT  BE
EFERENO. BRTE, ABERER. MEY.
Kk, B ENEZESTIREERE.
P ElEEE
HEITIEER > 95%
IEAMEBROL IS EARNT 30%
ARAKXEX , BEHH
=BRGP IR IR
BENSH MK S
A RIT AR |, ISKEEMHIF

Intended Use:

It is used for clinical medical staff to wear it
during invasive operation ,covering the user's
mouth, nose and jaw, to provide a physical barrier
to prevent direct transmission of pathogens,
microorganisms, body fluids, particulate matter,
etc.

Product Performance:

BFE>95%.

The PFE is not less than 30%.

Adjustable nose clip, good fit.

Three layers of protection, smooth breathing.

It has resistance against penetration by synthetic
blood.

Expandable fold processing for better protection.

ERMEOR (FREER ZFR)

Surgical Mask(Non-sterile/With Tie Coverall)

EREHE :

HIaKRESAREBREIESRT  BS
EFERENO. BRTE , ABIERERER. HE.
KiK. IR ENEEESTRENERE,
FRMEEE

BRI IEE> 95%

IEAM BRI IEEAR/NTF 30%

aEREX , BElF

=y a4 [ 7

BENESRIMKEEM

AT RFERALIR |, FRIBEMEHIF

Intended Use:

It is used for clinical medical staff to wear it
during invasive operation ,covering the user's
mouth, nose and jaw, to provide a physical barrier
to prevent direct transmission of pathogens,
microorganisms, body fluids, particulate matter,
etc.

Product Performance:

BFE>95%.

The PFE is not less than 30%.

Adjustable nose clip, good fit.

Three layers of protection, smooth breathing.

It has resistance against penetration by synthetic
blood.

Expandable fold processing for better protection.

FEmERE (B SE BERY
Product Type Packaging Type Packaging Size

UNGES
Unit package
EXREE / ZHR h%
Non-sterile/With tie coverall Secondary package

330x170mm/25pcs

y: A
8% 19x10x8.5cm/50pcs

FemssE (2E2ESid BERT
Product Type Packaging Type Packaging Size

FEREE / B First package

Non-sterile/With earloop

21x12.5x13cm/50pcs

A8 65.5x43.5x27.5cm/1000pcs
Outer package : : :

PNGES
Outer package 53x40x36.5cm/2000pcs

%
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PRODUCT INTRODUCTION

Thrmid"

ERMEOS (KEE HiEN)

Surgical Mask(Sterile/With Earloop)

EAEE :

HiaKES ARIEBCRIEIERRT  B=
FERENO. BRTH, ABLEREER. /EY.
iR, BRI ENERETRUERE.

PR Ese

HENT IR > 95%

AEHMEERLT SIS A NTF 30%

AREREX , BEMTF

=EWF , [FIRIRS

BENAkKRZFELE

A RFFB IR , FRISEMRGIF

Intended Use:

It is used for clinical medical staff to wear it
during invasive operation ,covering the user's
mouth, nose and jaw, to provide a physical barrier
to prevent direct transmission of pathogens,
microorganisms, body fluids, particulate matter,
etc.

Product Performance:

BFE>95%.

The PFE is not less than 30%.

Adjustable nose clip, good fit.

Three layers of protection, smooth breathing.

It has resistance against penetration by synthetic
blood.

Expandable fold processing for better protection.

FEmRE (DET S BERY
Product Type Packaging Type Packaging Size

Unit package 218x103mm

KEE / BER
Sterile/With earloop

www.tkmedical.com

n
R 21.8x10.5x20cm/50pcs
Secondary package
PNGEIESS
Suien pedese 56x45.5x41.5cm/1000pcs
127

ERNMEOSE (REER ZFR)

Surgical Mask(Sterile/With Tie Coverall)

EASEE :

HIsKESAREBREIEFRT  B=
EFERENO. BRTH , ABLERERER. HEY.
KiK. MAYMENERSTIRENERE.

= Ese

HEITLIEE> 95%

BRI R NTF 30%

aEREX , BEltEF

=EmF , [FIRIRE

BENak&AFENE

AR BBREIE |, FRIEEMIHIF

Intended Use:

It is used for clinical medical staff to wear it
during invasive operation ,covering the user's
mouth, nose and jaw, to provide a physical barrier
to prevent direct transmission of pathogens,
microorganisms, body fluids, particulate matter,
etc.

Product Performance:

BFE>95%.

The PFE is not less than 30%.

Adjustable nose clip, good fit.

Three layers of protection, smooth breathing.

It has resistance against penetration by synthetic
blood.

Expandable fold processing for better protection.

FrmmRE (DS BERY
Product Type Packaging Type Packaging Size

Unit package

218x103mm/1pc

KREE / ZHR
Sterile/With tie coverall

he%
Secondary package 21.8x10.5x11cm/20pcs
KB%E
Outer package 55.5x45x35cm/600pcs
128
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PRODUCT INTRODUCTION

®

Tkrmid

—REFEHAEBOZE (BN 14683 Type I, IEREE / IR EH )

Single-use Medical Face Mask(EN 14683 Type I,Non-sterile/With earloop)

EAEE :

ERTFEENEBATERTRIERFENER
ThRE. BEFERENO. 8F0TH, BEEMNOR
MEFREFHSEEHASEY | R ERREENX
o
FEREEE

HENT IR > 95%

ESM (EHE) < 40Pa/cm?

MEWIBIEE < 30cfu/g

ARENEX , BEMTF

=2rG1P . FRINS

A EFE AR |, SR EMRFHIF

Intended Use:

It is used for patients and other persons
to wear it in epidemic or pandemic
situations,covering the user's mouth, nose
and jaw, blocking the exhaling or spraying
pollutants from the mouth and nasal cavity to
reduce the risk of infection transmission.
Product Performance:

BFE>95%.

Differential Pressure<40Pa/cm’.

Microbial cleanliness<30cfu/g.

Adjustable nose clip, good fit.

Three layers of protection, smooth breathing.
Expandable fold processing for better
protection.

—XEFEHEERAOE (EN 14683 Type I, IEREE / RH )

Single-use Medical Face Mask(EN 14683 Type I,Non-sterile/With tie coverall)

EASEE :

ERTEEMEMATRITREERBFNER
TRE. BEFEASNO. EFHTE, BEEAD
BEAEETEHEBEASRY . DRERRREERN
XU
RS

HENTIEIE > 95%

ESM (EHE) < 40Pa/cm?

MEMIBIEE < 30cfu/g

oA Exk , BanF

=EB5P . IR/

O EF B IE |, SREEMREP

Intended Use:

It is used for patients and other persons
to wear it in epidemic or pandemic
situations,covering the user's mouth, nose
and jaw, blocking the exhaling or spraying
pollutants from the mouth and nasal cavity to
reduce the risk of infection transmission.
Product Performance:

BFE>95%.

Differential Pressure<40Pa/cm’.

Microbial cleanliness<30cfu/g.

Adjustable nose clip, good fit.

Three layers of protection, smooth breathing.
Expandable fold processing for better
protection.

UNGES
UniEpackage 330x170mm/25pcs
EXREE / ZHR h%
Non-sterile/With tie coverall Secondary package

pNGIESS
Outer package

PILRES
First package

FEmERE (B SE BERY
Product Type Packaging Type Packaging Size

19x10x8.5cm/50pcs

FemssE (2E2ESid BERT
Product Type Packaging Type Packaging Size

EREE / INETE 21x12.5x13cm/50pcs

65.5x43.5x27.5cm/1000pcs

Non-sterile/With earloop .
PNGIESS
Outer package 53x40x36.5cm/2000pcs

www.tkmedical.com 129 130
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PRODUCT INTRODUCTION

Thrmid"

— R EBERAOZ (EN 14683 Type 1L, JIERE B / MM EH )

Single-use Medical Face Mask(EN 14683 Type II,Non-sterile/With earloop)

—XEFEHEBROSZE (BN 14683 Type I, IERF R / RHER)

Single-use Medical Face Mask(EN 14683 Type II,Non-sterile/With tie coverall)

ERERE
ERTFEMRIFASEFNEGMEGRMUEK
NETHRBEFNTIEARER , LR TIEARFE
B Z [ ERBHIERE.
FERtERe
HERITIRE > 98%
ESM (EHE) < 40Pa/cm?
MEWBEE < 30cfu/g
AEREX , BEHTF
=EBhiP , [R5
A RFFEALIR |, FRIBEMFHIF

Intended Use:

The product intended to limit the transmission
of infective agents between staff and patients
during surgical procedures and other medical
settings with similar requirements.

Product Performance:

BFE>98%.

Differential Pressure<40Pa/cm’.

Microbial cleanliness<30cfu/g.

Adjustable nose clip, good fit.

Three layers of protection, smooth breathing.
Expandable fold processing for better
protection.

FrmssEl R BERYT
Product Type Packaging Type Packaging Size

EREE / IREFR
Non-sterile/With earloop

www.tkmedical.com

meE

First package 19x10x8.5cm/50pcs
REE

Outer package 53x40x36.5cm/2000pcs
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EREE
ERTFEIMRIFALEFMEMBEETRMUEK
MEFHRBEFHNITEARSER, DREITEARTZR
B Z [ BERBHERE.
FERRlERE
RIS IEER > 98%
ESM (EHE) < 40Pa/cm?
MEMBEE< 30cfu/g
aiEek , BEaMTF
=ErhiF , [FIRIGE
O ERFEAL IR | SRE RSP

Intended Use:

The product intended to limit the transmission
of infective agents between staff and patients
during surgical procedures and other medical
settings with similar requirements.

Product Performance:

BFE>98%.

Differential Pressure<40Pa/cm’.

Microbial cleanliness<30cfu/g.

Adjustable nose clip, good fit.

Three layers of protection, smooth breathing.
Expandable fold processing for better
protection.

FrRRRE (255 BERYT

Product Type

Unit package

EXRER / BB

i
Non-sterile/With tie coverall Secondary package
PNt
Outer package 65.5x43.5x27.5cm/1000pcs

132 LWMAR (D) RAERA S
ZFWRRETRBERATRAS

Packaging Type

Packaging Size

330x170mm/25pcs

21x12.5x13cm/50pcs



PRODUCT INTRODUCTION

Thrmid"

— R EBERAMOSE (EN 14683 Type IR, IEREE  HERX)

Single-use Medical Face Mask(EN 14683 Type IIR,Non-sterile/With earloop)

EFEE
ERTFEMRIFASEFNEGMEGRMUEK
NETHRBEFNTIEARER , LR TIEARFE
B Z [ ERBHIERE.
FEaRERE
HERITIRE > 98%
ESMH (FEHE) < 60Pa/cm’
MEMFEE < 30cfu/g
B (ERMRKREE ) > 16.0kPa
AEXEX , Bmatr
=ERF , IFIRIRS
AIRFFERELIE , FKEBEMLIF

ES

Product Type Packaging Type

PILRES
First package

IEREE / IRETHT

Non-sterile/With earloop .
PNGIESS
Outer package 53x40x36.5cm/2000pcs

www.tkmedical.com 133

Intended Use:

The product intended to limit the transmission
of infective agents between staff and patients
during surgical procedures and other medical
settings with similar requirements.

Product Performance:

BFE>98%.

Differential Pressure<60Pa/cm’.

Microbial cleanliness<30cfu/g.

Splash resistance pressure>16.0kPa.
Adjustable nose clip, good fit.

Three layers of protection, smooth breathing.
Expandable fold processing for better

protection.
BERT
Packaging Size

19x10x8.5cm/50pcs

—REFEHERAOE (EN 14683 Type IR, JIEREE! / RH )

Single-use Medical Face Mask(EN 14683 Type IIR,Non-sterile/With tie coverall)

EREE
ERTFEIMRIFALEFMEMBEETRMUEK
MEFHRBEFHNITEARSER, DREITEARTZR
B Z [ BERBHERE.
FERRlERE
RIS IEER > 98%
BESM (FEHE) < 60Pa/cm?
MBS E < 30cfu/g
KM (IS RMKREE ) > 16.0kPa
oA Esxk , BanT
=EmF , IFRIRE
O EF B IE |, SREEMRGP

Intended Use:

The product intended to limit the transmission
of infective agents between staff and patients
during surgical procedures and other medical
settings with similar requirements.

Product Performance:

BFE>98%.

Differential Pressure<60Pa/cm”’.

Microbial cleanliness<30cfu/g.

Splash resistance pressure>16.0kPa.
Adjustable nose clip, good fit.

Three layers of protection, smooth breathing.
Expandable fold processing for better
protection.

PR (DR BERY
Product Type Packaging Type Packaging Size

NIk
Unit package 330x170mm/25pcs

2l hEx
Non-sterile/With tie coverall Secondary package A S B e

IEXREE / B

REE
Outer package 65.5x43.5x27.5cm/1000pcs
134
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Thrmid"

—XEEAEAOES (FREE REFR, RBEIR)

Single-use Medical Face Mask(Non-Sterile/With Earloop, Blister bag)

EAEE :
BFREEEAFERRIEEX NS EE
TIE TR EFE,
PR EEE
HENT IR > 95%
AREREX , BEMTF
=BRGP, IR IR
A EFE AL IE |, SR EMRFHIF

Intended Use:

It is used for the health care of the wearer in
a general medical environment where there is
no risk of body fluids and splashing.

Product Performance:

BFE>95%.

Adjustable nose clip, good fit.

Three layers of protection, smooth breathing.
Expandable fold processing for better
protection.

FEmRE (25 EENRRT
Product Type Packaging Type Blister bag Size

1R/ RBNR

240x130mm

lpc/Blister bag

10 R / |G
10pcs/Blister bag

20 R/ fRENEE
20pcs/Blister bag

50 R / 4REBINR
50pcs/Blister bag

EREE / IREFHH
Non-sterile/With earloop
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250x145mm
300x170mm
430x350mm

—REERAEROS (RFEE  MEFHIN, KB/IR)

Single-use Medical Face Mask(Sterile/With Earloop, Blister bag)

ERSEE :
AFREEEAFERRIEEXCHNEEE

TINE TR REFE,

P EREsE

METIRZE> 95%
R8sk EalF
=B, FIRIRE

A RIFERAIE | SRIEEMF

Intended Use:

It is used for the health care of the wearer in
a general medical environment where there is
no risk of body fluids and splashing.

Product Performance:

BFE>95%.

Adjustable nose clip, good fit.

Three layers of protection, smooth breathing.
Expandable fold processing for better
protection.

FEmRE BEEEE HEBNRRT
Product Type Packaging Type Blister bag Size

1R /BN
1lpc/Blister bag

10 R/ REBNGE
10pcs/Blister bag

20 R/ fREEINR
20pcs/Blister bag

50 R/ 4R
50pcs/Blister bag

KER / NEHT
Sterile/With earloop

240x130mm

250x145mm
300x170mm
430x350mm

136 LRARR(ERDRIANBRAE
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EAMEOSE CKER FiEl, HKBPR)

Surgical Mask (Sterile/With Earloop, Blister bag)

1k
\

\

EAEE :

HiaKES ARIEBCRIEIERRT  B=
FERENO. BRTH, ABLEREER. /EY.
iR, BRI ENERETRUERE.

PR Ese

HENT IR > 95%

AEHMEERLT SIS A NTF 30%

AREREX , BEMTF

=EWF , [FIRIRS

BENAkKRZFELE

A RFFB IR , FRISEMRGIF

L

Intended Use:

It is used for clinical medical staff to wear it
during invasive operation ,covering the user's
mouth, nose and jaw, to provide a physical barrier
to prevent direct transmission of pathogens,
microorganisms, body fluids, particulate matter,
etc.

Product Performance:

BFE>95%.

The PFE is not less than 30%.

Adjustable nose clip, good fit.

Three layers of protection, smooth breathing.

It has resistance against penetration by synthetic
blood.

Expandable fold processing for better protection.

FEmRE (25 EENRRT
Product Type Packaging Type Blister bag Size

1R/ RBNR

240x130mm

1pc/Blister bag

10 R/ 4RENR

KEE / B
Sterile/With earloop

10pcs/Blister bag

20 R/ fRENEE
20pcs/Blister bag

250x145mm
300x170mm

EAMEOS (FREER HiEXN, REBIHR)

Surgical Mask (Non-Sterile/With Earloop, Blister bag)

ESEE :
HIaKESAREBCREIEFRT  B=
EFERENO. BRTH , ABLRERER. HEY.
KiK. MAYMENBERSTIREYNERE.
P amEse
HEITLIEE> 95%
BRI A NT 30%
aEREX , BEEMEF
=EmF , [FIRIRE
BENak&AFSEE
AR EBHAEIE |, FRISEMHIF

Intended Use:

It is used for clinical medical staff to wear it
during invasive operation ,covering the user's
mouth, nose and jaw, to provide a physical barrier
to prevent direct transmission of pathogens,
microorganisms, body fluids, particulate matter,
etc.

Product Performance:

BFE>95%.

The PFE is not less than 30%.

Adjustable nose clip, good fit.

Three layers of protection, smooth breathing.

It has resistance against penetration by synthetic
blood.

Expandable fold processing for better protection.

FrmssE (2R WBNERT

Product Type Packaging Type
1R/ HREBINGR

Blister bag Size

240x130mm

1lpc/Blister bag

10 R/ KEB Nz
10pcs/Blister bag

20 R/ HREINR

EREE / BER
Non-sterile/With earloop

250x145mm

300x170mm

20pcs/Blister bag

50 R /RN
50pcs/Blister bag

50 R / 4REBINR

50pcs/Blister bag 430x350mm

430x350mm

137 138 SRARED)RIZBRAGE
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Thrmid"

—RMEEAEROS (FREER/ MEFIN, orr EGEFREL IR

Single-use Medical Face Mask(Non-Sterile/With Earloop, polybag with hanging
hole)

E TR T
CmEam g n,  EET dd H

10 0=

T e a0

TR

—RMEEREROE (EFRER ZFN, orr EGEFEEAD
- )Single-use Medical Face Mask(Non-Sterile/with tie coverall, polybag with
hanging hole)

SENE R

-

o LT

EAEE :
RAFREEEAFERRIIERXGNEEE
TIRE TR EFE,
R EEE
HENT IR > 95%
AREREX , BetTF
=ZERF , IFIRImEs
A ERFE IR |, SR EMRFHIF

[l e~ 2k S

Intended Use:

It is used for the health care of the wearer in
a general medical environment where there is
no risk of body fluids and splashing.

Product Performance:

BFE>95%.

Adjustable nose clip, good fit.

Three layers of protection, smooth breathing.
Expandable fold processing for better
protection.

OPP SEGIR/NERYT

Product Type Packaging Type Polybag Size

Unit package

IEREE / IREHR
Non-sterile/With earloop

Outer package

www.tkmedical.com 139

Secondary package

280x150mm/10pcs

280x205x150mm/100pcs

575x425x470mm/1200pcs

EREE : Intended Use:
BT REE EAEERRIREX SN EE It is used for the health care of the wearer in
FFIME TR AR, a general medical environment where there is

FEERTERE
MEILIRE2 95%
JREAEX , BatlF
=B, PRI
AIRFHERAIE | FRIGEMIR

PR GE=Ci]

no risk of body fluids and splashing.

Product Performance:

BFE>95%.

Adjustable nose clip, good fit.

Three layers of protection, smooth breathing.
Expandable fold processing for better
protection.

OPP SHE/NERT

Product Type Packaging Type Polybag Size

Unit package

EXRRE / ZHR
Non-sterile/With tie coverall

Outer package

Secondary package

295x150mm/10pcs

29.5x18x15cm/60pcs

60.5x37.5x47cm/720pcs

140 SRARED)RIZBRAGE
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Thrmid"

ERAMIOSE GEREHE RFN, orr EGEFREILNR)

Surgical Mask (Non-Sterile/with tie coverall, polybag with hanging hole)

EAEE :

HIFKRES AREGIRIEIRERRE , BS
EFERENO. BRTE, ABLEREER. #MEYD.
R, BRI ENERESSREERE.

P Ese

HHENTIERER > 95%

IERMEBRIL ISR NT 30%

ARAKXEX , BEHH

= EBBIP |, IR IR

BENERM&EZFEN

A RITERALIE |, SKEEMHIF

Intended Use:

It is used for clinical medical staff to wear it
during invasive operation ,covering the user's
mouth, nose and jaw, to provide a physical barrier
to prevent direct transmission of pathogens,
microorganisms, body fluids, particulate matter,
etc.

Product Performance:

BFE>95%.

The PFE is not less than 30%.

Adjustable nose clip, good fit.

Three layers of protection, smooth breathing.

It has resistance against penetration by synthetic
blood.

Expandable fold processing for better protection.

—RMEERAEROS EN 14683 Type 1, IEREFE / MM EHK, orr &

SRHEAELDIR)

Single-use Medical Face Mask (EN 14683 Type I,Non-Sterile/With Earloop,

polybag with hanging hole)

S5INGLE-USE
MEDICAL FACE MASK

EASEE :

ERTEENMEMBAERTRIERBENER
TRE. BEFERENO. 8FT8, BEREANOE
MERFHEEHSRY , UBEEREENIX
o
FERMERE

HEITIEE > 95%

ESM (EHE) < 40Pa/cm?

MEYBEEE < 30cfu/g

aEREX , BEEltEF

=EWiF , IFRImS

O RFEBBSEIE |, FRIEEMHIF

FrssE R

Intended Use:

It is used for patients and other persons
to wear it in epidemic or pandemic
situations,covering the user's mouth, nose
and jaw, blocking the exhaling or spraying
pollutants from the mouth and nasal cavity to
reduce the risk of infection transmission.
Product Performance:

BFE>95%.

Differential Pressure<40Pa/cm’.

Microbial cleanliness<30cfu/g.

Adjustable nose clip, good fit.

Three layers of protection, smooth breathing.
Expandable fold processing for better
protection.

OPP E8E/NERT

LN Packaging Type Polybag Size
141
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Product Type

IEREE / IREHT
Non-sterile/With earloop

Packaging Type Polybag Size

ANaE
Unit package 280x150mm/10pcs
R

Secondary package 28x20.5x15cm/100pcs

REE

Outer package 57.5x42.5x47cm/1200pcs

142 SWMER (KD RIAEIRAS
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PRODUCT INTRODUCTION

Thrmid"

TREFEHEMOS (EN 14683 Type IR, FFREAR ) BN, orr &
aEFEFEEANMN)

Single-use Medical Face Mask (EN 14683 Type IIR,Non-Sterile/With Earloop,
polybag with hanging hole)

—REERAEROZE (EN 14683 Type I, JLERR, IEREE  EFK,
orr EFERHERELNE)

Single-use Medical Face Mask(EN 14683 Type I,Children,Non-sterile/With
Earloop, Polybag With Hanging Hole)

EAEE :
ERTFEIMFATEPNEMEBTRMUEK
NETMEFRNTEARMSER , LIRS TEARME
B Z e RmHIERE.
FERMEEE
HENT IR > 98%
BESMH (EHE) < 60Pa/cm?
MEBEEE < 30cfu/g
M (e KRMREE ) > 16.0kPa
ARENEX , BetF
=EBHIF |, FFIRIREE
ARFEBPRLIE , REEMHIF

Unit package

Intended Use:

The product intended to limit the transmission
of infective agents between staff and patients
during surgical procedures and other medical
settings with similar requirements.

Product Performance:

BFE>98%.

Differential Pressure<60Pa/cm”’.

Microbial cleanliness<30cfu/g.

Splash resistance pressure>16.0kPa.
Adjustable nose clip, good fit.

Three layers of protection, smooth breathing.
Expandable fold processing for better
protection.

280x150mm/10pcs

FEmRE (kS OPP S&R/NERT
Product Type Packaging Type Polybag Size

IEREE / IREHT

i 28x20.5x15cm/100pcs
Non-sterile/With earloop Secondary package :
KBE
I 57.5x42.5x47cm/1200pcs
143
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EREE
RAFREEEAFERRTEEX NS BEE
TIRE TR EFE,
=R EsE
HEITIEIE > 95%
ARAKXEX , BEHHF
=B , IFIRIRES
AR B EAIR |, FRIEEMRGIF

Intended Use:

It is used for the health care of the wearer in
a general medical environment where there is
no risk of body fluids and splashing.

Product Performance:

BFE>95%.

Adjustable nose clip, good fit.

Three layers of protection, smooth breathing.
Expandable fold processing for better
protection.

PR 0 53 98 NS R
AR B Packaging Type Blister bag Size
10/ 8RN

1pc/Blister bag 200x120mm

10 R/ REBINE

JEREE / JLERK
Non-sterile/Children

10pcs/Blister bag

20 R / fREING
20pcs/Blister bag

50 R/ REBINGE
50pcs/Blister bag

240x150mm
270x170mm
320x260mm

144 LRARR(ERDRIANBRAE
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Thrmid"

LLSp e Eimit

Infrared Forehead Thermometer

2 850K B9 FVER 5T 3R B 4 XS SR A9 AR

i
i
=

7|

IFEMUNE | BRI SR

HOERER

ZBENMRERER  HERANE , KEER
EEHEZ

W32 AHIC)Z , BERKRERTMN , XFIRK

BIRIRE , —HZ0

Intended Use:

To display the body temperature by measuring
the thermal radiation on the forehead.
Product Performance:

Non-contact measurement to avoid cross
infection.

Inlet sensor.

Three-color backlight temperature warning,
convenient night measurement, temperature
warning more direct.

Double 32 group memory, grasp the
continuous changes of body temperature,
support clinical thermal diagnosis.

Fever alarm, one machine with multiple
functions.

EABIFOE CREE  HER)

Protective Face Mask for Medical use(Sterile/Folded)

EASEE :
BFREEFNOESRSYEEMNART
B, BTk EEENREEES A RERE.
FERMEEE
MR OT IR ER 1 K (2 95%)
BERESRIM&ESEE
aEREX , BEF
MRES , WIRIFIR

Intended Use:

Used to wear on the face of persons in contact
with virus materials in medical institutions, to
prevent the transmission of virus from patients to
medical personnel.

Product Performance:

Non-oily particle filtration efficiency Class 1
(295%).

It has resistance against penetration by synthetic
blood.

Adjustable nose clip , good fit.

3D ventilation, smooth breathing.

FEmRE (255l BERY
Product Type Packaging Type

FrsEE (2E=SiE BERYT

Product Type Packaging Type Packaging Size Packaging Size

NSRS

Unit package 210x120mm /1pc

. 3
e 100x50x160mm/1pc

First package

REZ / frasy hE%E

Sterile/Folded Secondary package 21x12x14cm/25pcs

TKWQ-01

ABE

Outer package 33.5x32x28cm/30pcs

PN

Quter package 49.5x43.5x43.5cm/600pcs
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PRODUCT INTRODUCTION

Thrmid"

EAMBIFAOE (FREHE HEER)

Protective Face Mask for Medical use(Non-Sterile/Folded)

EAEE :
BFEEETNESRSYRIEMINARER
B, BTHLLkERENRSRES ARERE.
EMERE
AEHEMEFRNT IEHEZR 1R (2 95% )
BEnaklzREFEE
ARENEX , BREtF
MKES | BIRIER

Intended Use:

Used to wear on the face of persons in contact
with virus materials in medical institutions, to
prevent the transmission of virus from patients to
medical personnel.

Product Performance:

Non-oily particle filtration efficiency Class 1
(=95%).

It has resistance against penetration by synthetic
blood.

Adjustable nose clip , good fit.

3D ventilation, smooth breathing.

B EX AR IFReE (T1k-3, EED

Non-powered Air-purifying Particle Respirator(TK-3,Folded)

EFEHE :
ERFU=SHIERERA TR &
BSOS ERNm L. WS
Frattee :
KN95 138 , BRI I8 > 95%
RERF , 23
SRR 2RISR
REZIR , REMEMRE  FIRIREE
SEMET , MEEFE

Scope of Application:

Applicable to the respiratory protection of
non-oily particulate matter in the air,including
dust,smoke and fog generated by various
mechanical forces or heat.

Product Performance:

KNO95 filter fabric,the filtration efficiency of
non-oily particles >95%

Five layers of protection and safety purification.
3D cutting,comprehensive fit protection

With sponge strips for deep blocking,breathing
smoothly.

Elastic earloop for comfortable wearing.

Packaging Size

FemsRE BaRE BERY
Product Type Packaging Type Packaging Size
UNES
Unit package 175x125mm /1pc

Packaging Type

LRARR(ERDRIANBRAE
LRRRETHIXRIABRA S

EXREE / RSB
Non-Sterile/Folded

hE
Secondary package 17.5x12.5x14cm/25pcs

RE%E
Outer package 54x39x29.5cm/450pcs

Outer package

www.tkmedical.com
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Thrmid"

RS EFEHEE (EN 149 FFP2 NR,TK-3 BY)
Particle Filtering Half Mask (EN 149 FFP2 NR,TK-3)

EASEE :

BT E LR YR IRBEIR , SET YR
FEL, BE EMEE BERTARTLEESE
ERMESARRASIERME L,

R EEE

FFP2 xBhP , BB H Ll MR ETRMETRI I BY
IR FGHR | SRR ARAET 94%

RERF , fE2FK

SIREYD , M E R

REZIK , REEFE , TR

EMET , MEEFE

Scope of Application:

It is used for respiratory protection for some
particulates, such as mineral or coal dust,
cotton dust, flour dust, etc. It is also suitable
for liquid or non oily particles that do not
produce harmful volatile gases.

Product Performance:

The protection level is FFP2, it is used for
respiratory protection of some oily and non
oil particles, the penetration of the filter of
the filtering half mask is not less than 94%.
Five layers of protection and safety
purification.

3D cutting, comprehensive fit protection
With sponge strips for deep blocking,
breathing smoothly

Elastic earloop for comfortable wearing

(DTS BERY
Packaging Type Packaging Size
NGRS
Unit package 205x130mm/1pc

kb3
Secondary Package 205x130x130cm/20pcs
680x425x680cm/1000pcs
149

PNES
Outer package
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ERMRSRES

Medical Isolation Goggles

EASEE :
ERTFEFNAERISERTRTERF/ER , B
PR, MK CMKaikk.
FEEREsE
RIFHES M
BRIEMEF. K. B
ML AP KE  EESMLEmE
—ARXER  TSHRRE—RRE
EFERMG |, BEIBEIP

Intended Use:

It is suitable for medical institutions to
play a protective role during inspection and
treatment, to blocking body fluids, blood
splashing or splashing.

Product Performance:

Good air permeability.

The ocular has good light transmittance,
splash proof and impact proof.

Elastic head hoop, adjustable length, suitable
for all kinds of heads.

Integrated ocular , which can be worn
together with the straightening spectacle.
Comfortable fit, sealed protection.

FrmE (2R BERYT

Product Type Packaging Type

Packaging Size

280x190mm

Unit package

IREARE

Isolation Goggles

Outer package

Secondary package

10x7x19cm/1pc

53x45.5x39.5cm/60pcs
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ERA—XERP R

Medical Coveralls

KEREETT B3R AR

T

IEm

EFREE :
ERTAHEFARELERNEREGEERE
MHHEELNR. KiK. 2w, =SSP E
1RMHLEFRE. BAiP1ERA.
FEEee
BEEEAR/NF 25009/(m>d)
namlRFEMEARETF 1.75KPa
Yap7aliFE S Ve g SYNE -2 SIS OE il 2 T VA=)
HIEEANF 70%
HEREAKXTF 0.6uC/ 14

2EEs
Packaging Type

INES

Unit package

pNIES
Outer package
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HH

Intended Use:

Provide barriers and protection for medical
personnel in contact with potentially
infectious patients' blood, body fluids,
secretions, and particulates in the air, etc.
Product Performance:

The moisture permeability is not less than
2500g/(m>.d).

The resistance against penetration by
synthetic blood is not less than 1.75KPa.

The PFE which is in the key parts and seam
of the non-woven coveralls is not less than
70%.

Electric capacity not more than 0.6 p C/
piece.

BERY
Packaging Size

460x300mm

51x37x38cm/20 {4

bR 1%

Non-woven Isolation Gowns

REREEFrimeAx

1IEm

EREHE
BERFETNMEIZ. BB, KEEEFEEE
fRE.

P EREsE
ESMEE> 80mm/s
BN BRI FEEAR/NTF 30%
TKERAMETF 3 %K

(2EEE S
Packaging Type

N2t

Unit package

AE%E
Outer package

HH

Intended Use:

Applicable to general isolation of medical
institutions, clinics, wards, laboratory, etc.
Product Performance:

Air Permeability>80mm/s.

The PFE is not less than 30%.

The grade of resistance to surface wetting is
not lower than 3.

BERY
Packaging Size

430x310mm

54x37x45cm/40 {4

152 SRARED)RIZBRAGE
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EROEE~E (1 SFEED

Production Line of Medical Face Mask (No. | workshop)

SRARED)RIZBRAGE
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g PRODUCTION EQUIPMENT Thrid"

EROEE~E 2 SFEED

Production Line of Medical Face Mask (No. 2 workshop)

: 155 156 SHER ED) RAERAS
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g PRODUCTION EQUIPMENT Thrid"

B R AR & ™= 2%

Production Line of Medical Coveralls

- 157 158 SHER ED) RAERAS
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