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Business license | Produce license| SO 13485:2016

4i5:1 03516612
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REGISTRATIONNO. 04720Q10000330

CERTIFICATE OF QUALITY MANAGEMENT

gl

(W] dp ]y

E D0000EREBEE D@ EO0EHEOBOEBO®
n {3 SYSTEM FOR MEDICAL DEVICES
BE 7T 2R 4 7= VF AT i
d
E n B This is to certify that the quality management system of
ﬁ:’ (Eu *) a-n P Beijing Pro-med Technology Co., Ltd.
o &l Registered Address: C-3F, 8#, 738 Changliu Rd., Machikou Town, Changping District,
% it 215 H1ACRS 911101 L1078587382R E WAL R F201400085 Beijing
C C Manufacturing Address: C1, C-3F,C-1F, 8#, 738 Changliu Rd., Machikou Town, Changping
Qo # FoOHEE RO BEARAR o District, Beijing
e ) AR EAT s = /
= = & ﬁﬁéﬁf& A (%%Aﬁgﬁ.th) AT 2 Has been assessed and conformed to the following standard(s)
fE B AR BRX Bk DR B MR T8 S e Z ECIK I YY/T 0287-2017 idt ISO 13485:2016
EEREAN AL 20020R5 S E R 1% 1-6840 Sk
WO B A 1176470675 WAL 1168403 & 24§ U The certificate is valid for the following scope:
B B 8 2013tF08H 200 The Design, Development, Production and Service of Quantitative Immunoassay
2L ¥ PR 20134E08H29H % 2063408/ 28H Analyzer, Fluor I hromatoraphi Analyzer and Thrombelastograph
e | &7&?&}*‘ R AT R BARMS; SO, R | Instrument.

LAY S0 (X35 LA SRS O a8, 2 R
KESTRIR. (Al EHERFRETH, FRE
I AR A BT LR IR RIS W 2R 2
= RIERST 3 wu&ﬁ?#&ﬂéﬂ&m@ﬁl SANRIITHL

=rﬁﬂ: AR TR P AR I

Date of issue: August 15,2020
Date of expiry: August 14,2023

i
y Lz
General Manager: %

BEIJING HUA GUANG CERTIFICATION
O 11/ AR o
E?ﬂﬁnumg B @E%‘J @REKSNO 0003734 OF MEDICAL DEVICES CO., LTD.
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Note: Thls certfcae il mo e contiunousty vt wall the otgaslsaton. | b apoored i che ansual survitsnce awd; The cenifate nformaton ars wvailable on the
‘mebsie ofthe certification and areditation administraion o the Peopl’s Repbli of China r the website of
5" floor of Zhong Lian building, No.jia88, An Ding Men Wai street, Dongcheng district, Beljing, 100011, PR. China Telep
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Eihe i
lbEiR (30 lbEiR (330 ~mZEsl Ematn/EsS Si—HaEAEE ESMEMHALEER
EiEE (k=) BiEsREe=EP ro-med (Beijing) Technology Co., Ltd. FAEHRESE COVID-19 and COVID-19 91110114078587382R EREECE
Pl ] Mutant Strain (B.1.1.7

Strain)Antigen Rapid
Detection Kit (Colloidal
Gold) COVID-12 Antigen
Rapid Detection Kit
{Colloidal Gold) Influenza
A+B and COVID-18
Antigen Combo Rapid
Detection Kit (Colloidal
Gold) COVID-19 IgM/1gG
Antibody Rapid
Detection Kit (Colloidal
Gold) COVID-19
MNeutralizing Antibody
Rapid Detection Kit
(Colloidal Gold)
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EC Declaration of Conformity
Whose Authorzed Represctative:

Certificates = e

XR23CE | European CE

Name: Lot LB

EC Declaration of Conformity

Manufacturer Whose Authorzed Representative:
| Name:Promed CBeing)  Tesolgy Co, L1, Neme: Lo VLY,
: Address C3F, 84, 738 Chnglis Reod,Mictikou Town, Addres: Koingin olnapicn 101
Wepro-med eiing) Technology Co. L. hee declare that the below mentoned medicl device meets the - 4
e o Chngpin, 102202, B, Chion Verd 2595AR, TheHnge, Neternds.

whi

sy 0

&v R "’%l\\\“" NN

P e Yy o o Wero-mad CBefing) Techoloay Cor, L redecare tha th below meniond mdicldevics et he

= One etz
i . . | roponsiy of roms Cosin) Tehloy Co. L
cint - EC Declaration of Conformlty e
e . .| oD teM1eG Anibody Ropia| - One ki
Ministerievan Volksgezondheid, (| ot NamE i KiClloidl Gold) kil ipees
WelzjnenSport Manufacturer: Whose Authorized Representative: | Protwtrame | COVDY Neng oty oo
Notifcatie van in-vitro_ diagnostische medische hulpmiddelen impliceert dat de Name: Pro-med (Beijing) Technology Co, Lid. Name: Lotus NL B.V. | REEE R o
fabrikant, Pro-med ( Beijing) Technology Co., Ltd. de CE-conformiteitsmarkering i % i o e A ) R
heeft aangebracht op de desbetreffende producten alvorens deze in een EU-lidstaat Addrees: C-3E; 84, 738 Chungfins Road, Machikou Town, - Address: Koningin Julianapleln [0])e. ronded e | T K5 el o v detection o th COVID-19 g1 antbodis i e o o
In de handal te brengen, Zodoends garsndesrt Lotus NL DY, ot de In-viro | Changping, 102202, Beijing, China Verd, 2395AA, The Hague, Netherlands. serm. plasma or whle loodsampls. 4 Toe i T et o gt o 01, COVIDS1 meveliing ot ]
> Retouradres Posthus 16114 2500 BC Den Hasg Farmatee in bijlage 1 bij Richtiijn | Tel:+86-10-57277459 Websiterwww.pmdt.com.cn E-mail: peter@lotusnl.com =) I | meette s
oo 99/79/5@ (en in het daarmee cnrresponderem‘ie onderdeel 1 bij het besluit). [ Clusiteation [ Others = 1" I
i We,Pro-med (Beijing) Teshnology Co., Lid the below mentioned medical devi the
Lotus NL B.V. 2515 %P Den Hasg. Vo“emgheldsha\ve wuzen wij u erop dat een in-vitro dlaqnos(lcum moet voldoen ) | Aprihis Standasdeg
T.a.v. de heer X. Wei oo a0 eset uit IVD. Het BIVD is gebaseerd op n voor in-vitro provisions of Directive 98/79/EC which apply to them, The declaration of conformity is exclusively under the | NS0 135 2016 VIS0 Isi13-32011 £ 136122002 || Applcabie Standare
Koningin Jullanaplein 10 Giognostik, 98/70/EG. et nama wizen w  op de Nederandsc toalas 200t dere 15712019 e 13641202 150 23640.2015 | x50 s 016 ewiso o1 o ez
595 AA 's-Gravenhage [ p in Nederland geldt, de eisen voor het ter beschikking houden van de technische of Pro-med (Beijing) Technology Co., Ltd. VIS0 isi13- 12011 Ko 1523.1:2008 Ena2s66.1:2015 | 50 1971:2019 i eiraone soasmzs
9 documentatie en de plicht tot het hebben van een Post Marketing Surveillance- en % i e il VIS0 811322001 | o ampegy e B 20
nkctingan viglantiesysteem. | One test/package; (| veoms R
e napmiddelend i Ons testi |
vl Tob st merkl o o ik N fotfaie - de sckiletratiev noktitie 2s = e 1
fabciact: er de status of kwalificat { : 10 tests/kits |
Datum: 29 januari 2021 Mt oo Barakent et cat ol prake o o oo e | . Rapld Desection 20 testsfkit; e P
Betreft: panmelding Tn-vitro dlagnostica onekenmerk Viro disgnostiou I de <in van de onderbovige wer- & regelgeving. Product Name | Kit (Colloidal Gold) Specification | [ it: o o e |
voorkomende gevallen kan de Inspectie Gezondheidszorg en Jeugd (IGJ), belast g6 Position Held In The Company 4
. met het toezicht op de naleving van het bij of krachtens de wet bepaalde, een 30 testsrkit; i |
e ° standpunt innemen over de status van een product, waarbij het volgens vaste 40 tests/kit; =5
Geachte: heer Wei, o Jurisprudentie uiteindelijk aan de nationale rechter is om te bepalen of een product 4 50 tests/kit Date
e ‘onder de definitie van in-vitro diagnosticum valt. i = ey
Op 22 januari 2021 ontving ik uw notificatie krachtens artikel 4, eerste lid van het 2227 2021 i The kit is used for qualitative detection of the COVID-19 antigen in human| Place
Nederlandse Besl ro diagnostica (BIVD) om onder de bedrifsnaam Pro-med 3 Intended Use i
Beijing) Technology Co., Ltd. met Europees Lotus NL BLV. fereereom e emmmncres |
( Beij ., Ltd. De Minister voor Medische Zorg en Sport, 4 5 oth I T
onderstaande producten als in-vitro diagnostica op e Europese markt te brengen. ~vemsking van e catum 4 ers
het

onmer van deze brif namens deze,

Conformity Assessment Route:1VDD 98/79/EC Annex I1I(excluding Annex I11.6).

De producten staan geregistreerd als in-vitro diagnostica onder nummer: Afdelingshoofd

COVID-19 Ant d Detection Kit(Colloidal Gold), Appligabls Standarde;
COVID-19 Neutralizing Antibody Rapid Detection Kit(Colloi EN 150.13485:2016 EN SO 18113-3:2011 EN 13612:2002 §
COVID-19 19 /750 Artibody Rapid petection Kin(Colowal qold) 150149712019 o 1557 00 Vo dsssota0 ks
(geen merknaam) (NL-CA002-2021-55692) 4 :
Influenza A+B and COVID-19 Antigen Combo Rapid Detection ENISO 18113-1:2011 150 15223-1:2016 EN 62366-1:2015 8 - ’ s
Kit(Colloidal Gold), EN IS0 18113-2:2011

COVID-19 and COVID-19 Mutant Strain(B.1.1.7 Strain)Antigen Rapid Dr. M.J. van de Velde
Detection Kit(Colloidal Gold)
(geen merknaam) (NL-CA002-2021-55693)

EC Declaration of Conformity EC Declaration of Conformity

‘Whose Authorized Represcatatve: ‘Whse Authorized Representative:

i Name: Lous NLBY. (Beiing)Technology Co. Lid Name:
Hiermee heeft u voldaan aan uw verplichting op grond van artikel 4, BIVD. B R T - - Addres: Kningn uasaiein 10,1 Addewe O3RN T8 s Rimd. Micom Tomn. | o, Addrmut Kinlagh lllaaacia [
Name Of Authorized Signatory Cusgping, 102202, B, Cina Verd 2595, TheHgoe, Nethortands. Changping, 102202, Beiing, i Verd, 2595AA, The Hague, Netherlands

In alle verdere correspondentie betreffende bovenvermelde producten verzoek ik g
u deze nummers te vermelden. Aan deze nummers kunnen geen verdere rechten S [ Position' Held 18 The Cotapany .
ontleend worden, ze dienen alleen om de notificatie administratief te

WePromed (Beijing) Technoogy Co. Lid.

Wepromed (Bel

) Technology Co. Lid.

EC wich apply o them. |

vergemakkelijken. % Signature o
y i == responsibilty of Promed (Befjing) Teshnology Co. L responsibilityof Pro-med (Beiing) Technology Co., Lid.
De registratie van in-vitro diagnostica als medisch hulpmiddel op grond van de ~ Date
Classificatiecriteria (Bijlage II) bij Richtlijn 98/79/EG betreffende medische ) T
hulpmiddelen voor in-vitro diagnostiek is onderhevig aan mogelijke revisies van . [Place |
Europese regelgeving inzake de classificatie van medische hulpmiddelen en aan | — T i Iflunza A+B and COVID-19 Anigen COVID-19. and COVID-19. Mutant
voortschrijdend wetenschappelijk inzicht (zie artikel artikel 10, eerste lid van Seal (Manufacturer) Product Name | Combo Rapid Detection Kit(Colloidal| Specification Product Name Strain (B.1.1.7 Strain) Antigen Rapid | Specification

Richtlijn 98/79/EG).

Goldy Detection Kit (Collidal Gold)
Pagna 1van 2 Sagina 2 van 2 |
= — eaie e | TP RS el o T I ) T e T g B
R R R R 5 imens. | @11
\.;m. Wi 2 2 Classification | Otbers | Classification Others ]
Applicable Sandards: Applicable Standar
ENi50 13483:2018 YIS0 Is113:52011 N 13012.2002 EN IS0 134852016 ENISO 1811332011 EN 13612:2002
10145712019 150 236402015 180 149712019 EN 1364 150236402015
ENISO i3I 13-12001 o 152312006 EN62661.2015 EN 10 18115-1:2011 15015223-1:2018 EN 6236012015
ViSO is113-22011 ENIS0 18113:2:2011
Name Of Authorized Signatory AL N-me O Authorized Signatory|
osition Held In The Company 2
Signature \fw Sll.nl-n
Date Date
Place g Place |

Seal Manutacturer) |

‘Seal (Manufacturer)
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Germany BfArM

Hersteller

Handelsname des Herstellers  Evaluieru... =

Test: 1D / Europ. Bevollmichtigten PEI Name = Smdt
COVID-19 Antigen-

AT864/21  Schnellnachweis-Kit Nein $$hT§]i (eling) | Beiling
(Kolloidales Gold) e
COVID-19 Antigen-

AT863/21  Schnellnachweis-Kit Ja Pro-med (Beijing) Beijing

(Kolloidales Gold) Technology Co., Ltd.

.

Land

CN

CN

Européischer Bevollméachtigter

Lotus NL B. V.

Lotus NL B. V.

Stadt

Hague

Hague

Land

NL

NL

Deutsche...
Vertreiber

€] Det...

€] Det...

Testo...

POC
(ohne
Gerét)

POC
(ohne
Gerat)

Sensitivitat

94,74

93,98

95%iges
Vertraue...
intervall

89,53 -
9743

88,58 -
96,92
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https://antigentest.bfarm.de/ords/
f?p=110:100:2384549932382:::::

Q v Suchen: Alle Textspalten

4. Click
the Los

Qv Pro-med (search) Los
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Bundesinstitut fiir Impfstoffe und biomedizinische Arzneimittel N B ~ . a
Federal Institute for Vaccines and Biomedicines Paul-Ehrlich-Institut D=3

19.08.2021

Vergleichende Evaluierung der Sensitivitdt von SARS-
CoV-2 Antigenschnelltests

Ziel
Vergleich i i mit i i F

Material
Pools von naso- und oropharyngealen Abstrichen.

Trockene Tupfer wurden in PBS aufgenommen, feuchte Tupfer waren bereits in .
by Pools sind zufallige Mischungen aus

bis zu 10 Proben vergleichbarer CT Werte, die 1:10 in negativen Proben in PBS verdinnt Bundesinstitut fiir Impfstoffe und biomedizinische Arzneimittel Pa u | - Eh rl ich - I nstitut H
N

wurden. Die CT Werte eines Pools wurden mit verschiedenen PCR Assays bestimmt und die . . . .
mutmassliche Anzahl an RNA-Kopien mit Hilfe des INSTAND Standards berechnet. Bei den Federal Institute for Vaccines and Biomedicines
verwendeten PCRs entspricht ein CT Wert von 25 etwa 105 RNA Kopien / mL. Es wurden

jeweils 18 Proben mit CT<25, 23 Proben mit CT zwischen 25 und 30 und 9 Proben mit CT>30

analysiert. Vermehrung des Virus in Zellkultur wurde als mégliches Korrelat fiir Infektiositat als

weiteres Merkmal der Proben bestimmt.

Durchfiihrung

Die Pools wurden aliquotiert, X und zur der Tests aufgetaut. Pro _med covl D_1 9 Antigen Rapid Detection

Fur jeden Test wurden 50pL des Pools mit den vom Test bereitgestellten Komponenten z.B. .
Tupfer, analysiert. An der vergleichenden Evaluierung beteiligte Labors sind u. a. Robert Koch- Kit
Institut, Paul-Ehrlich-Institut, ili fiir C (Charité), Institut fiir Mikrobiologie

Pro-med (Beijing) Technology Co.,Ltd.

der Bundeswehr.

Zusammenfassung

Diese vergleichende Evaluierung einer groRen Anzahl von SARS-CoV-2 Antigenschnelltests

(point of care tests; POCT) i Designs und i Hersteller mit

Probenset ermdglicht einen Uberblick iiber den derzeitigen Stand der Technik hinsichtlich ihrer
itivitat. Die isse lassen keine Rii U auf die Spezifitat der Tests zu.

Diejenigen POCT, die bislang in die i i i sind und hier als

dem derzeitigen Stand der Technik entsprechend bewertet wurden, sind in der folgenden
Tabelle aufgefiihrt. Weitere Tests, die als nicht dem Stand der Technik entsprechend bewertet
wurden, wurden aus der Liste des BfArM entfernt. Die Untersuchungen werden kontinuierlich
fortgefiihrt, die Tabelle entsprechend erganzt.

Es sei ticklich darauf hil i dass diese i i nur eine
Stichprobe der beim BfArM It und somit ahi SARS-CoV-2

i iicksichtigen kann, und manche Tests bislang (noch) nicht
beriicksichtigt werden konnten, trotz seitens
Vertreibern.
Kontakt:

E-Mail: sarscov2ivd@pei.de

Paul-Ehriich-Institut
Paul-Ehriich-Str. 51-59
63225 Langen, Germany www.pei.de
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https://www.pei.de/SharedDocs/D
ownloads/DE/newsroom/dossiers/
evaluierung-sensitivitaet-sars-cov-
2-antigentests-04-12-

2020.pdf?__blob=publicationFile& > @
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4. On
page 6

Pro-med COVID-19 Antigen Rapid Detection
Kit
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I Glob

Elenco dispositiv

dividuati
Dati aggiornati al:16/05/2021

DISPOSITIVG MEDICO/ASSEMBLATO

FEGME

al Certifica

TIPOLOGIA IDENTIFICATIVG D1 ISCRITTO AL
DISPOSITIVD REGISTRAZIOHE ED/RDM REPERTORIO
Dispositivo 2105362 5
Dispositivo 2105364 5
Dispositivo 2105365 =
Dispositivo 2105366 5
Dispositivo 2108367 H
Dispositivo 2108357 3
Dispositivo 2108365 H
Cispositive 2105355 3
Cispositive 2105349 =

CODICE ATTRIBWITO DAL

FAEERICANTE/ASSEMELATORE

10 TESTSFKIT

I0 TESTS/KIT

25 TESTSFKIT

30 TESTS/AKIT

40 TESTS/KIT

5§ TESTS/KIT

50 TESTS/KIT

ONE TEST/KIT

0One test/package

EAFE Ry | Italian Salute

es

HOME COMMERCIALE E MODELLOD

COVID-17 ANTIGEN RAPID DETECTION
KIT(COLLOIDAL GOLD)

COVID-17 ANTIGEN RAPID DETECTION
KIT(COLLOIDAL GOLD)

COVID-1% ANTIGEN RAPID DETECTION
KIT(COLLOIDAL GOLD)

COVID-1% ANTIGEN RAPID DETECTION
KIT(COLLOIDAL GOLD)

COVID-1% ANTIGEN RAPID DETECTION
KIT[COLLOIDAL GOLD)

COVID-1% ANTIGEN RAPID DETECTION
KIT[COLLOIDAL GOLD)

COVID-1% ANTIGEN RAPID DETECTION
KIT[COLLOIDAL GOLD)

COVID-1% ANTIGEN RAPID DETECTIOH
KIT[COLLOIDAL GOLD)

COVID-1% ANTIGEN RAPID DETECTION
KIT[COLLOIDAL GOLD)

CHD

WOD5073037 - WIRDLOGIA - TEST RAFIDI E
"POINT OF CARE" - ALTRI

WOD5079097 - VIRDLOGIA - TEST RAFIDI E
"POINT OF CARE" - ALTRI

WO1D5095097 - WIRDLOGIA - TEST RAFIDI E
"POINT OF CARE" - ALTRI

WO1D5095097 - WIRDLOGIA - TEST RAFIDI E
"POINT OF CARE" - ALTRI

WO1D5095095 - VIRDLOGIA - TEST RAFIDI E
"POINT OF CARE" - ALTRI

WO1D5095095 - WIRDLOGIA - TEST RAFIDI E
"POINT OF CARE" - ALTRI

WO1D5095095 - VIRDLOGIA - TEST RAFIDI E
"POINT OF CARE" - ALTRI

WI01D50%5095 - WIRDLOGIA - TEST RAFIDI E
"POINT OF CARE" - ALTRI

WI01D5095095 - WIRDLOGIA - TEST RAFIDI E
"POINT OF CARE" - ALTRI

CLASSE CE

VD - Altro tipo
di IvD

D - Altro tipo
di IvD

VD - Altro tipo
di IvD

D - altro tipo
di IvD

VD - altro tipo
di IvD

VD - altra tipo
di vp

VD - altro tipo
di IvD

VD - alkra tipo
di VD

VD - Alkro tipo
di VD

DATA PRIMA

PUEELICATIOHE

1370572021

1370572021

1370572021

1370872021

13705/2021

1370Es2021

13705/2021

13/08/2021

13/05/2021

DATA FINE IMMISSIONE IN
COMMERCIO

FAEBERICANTE/ASSEMELATORE
RUOLO

DEMOMIHATIONE
ATIENDA

FAEERICANTE

MANDETARID

FAEERICANTE

MANDATARID

FASERICANTE

MANDATARID

FAEERICANTE

MANDATARID

FASBRICANTE

MANDATARID

FAZERICANTE

MANDATARID

FASBRICANTE

MANDETARID

FAZERICAMTE

MANDETARID

FARBRICANTE

MANDETARID

PRO-MED (EEIJING)

TECHHOLOGY CO., LTD.

LOTUS HLE.V.

PRO-MED (EEIJING)

TECHHROLOGY CO., LTD.

LOTUS HLE.V

PRO-MED (BEILJING)

TECHHOLOGY CO., LTD.

LOTUS ML BV

PRO-MED (EBEIJING)

TECHNOLOGY CO., LTD.

LOTUS HLE.V

PRO-MED (BEIJING)

TECHNROLOGY CO., LTD.

LOTUS HLE.V.

PRO-MED (BELNING)

TECHNOLOGY CO., LTD.

LOTUS HLE.V

PRO-MED (BELNING)

TECHNROLOGY CO., LTD.

LOTUS ML B

PRO-MED (BELING)

TECHROLOGY CO., LTD.

LOTUS HLE.

PRO-MED (BELNING)

TECHROLOGY CO., LTD.

LOTUS ML B

PARTITA IVANAT
HUMEER

BI12066T580M

BI1206675801

811206675801

BI1206675801

811206675804

SI1206675204

B21206675801

B1I1206675801

1 2zr08675801

HAZIGHE

CH

ML

N

ML

CH

ML

<N

ML

CH

HL

CH

HL

CH

ML

CH

ML

CH

ML
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Welgéme DPO'med

to contact fechnology =iniz

http://www.salute.gov.it/interrogazioneDispo
sitivi/RicercaDispositiviServlet?action=ACTIO
N_MASCHERA

Denominazione:

Ricerca . Ricerca
(search)

Caution: type ‘PRO-MED (BENING) TECHNOLOGY CO., LTD.
with English in Capitals
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BRHOFI R | Austrian BASG

VWUXI, Jiangsu, UN £141/4.

Pro-med (Beijing) Technology
Co., Ltd.

C-3F, 8#, 738 Changliu Road,
Machikou Town, Changping,
102202, Beijing, China

COVID-19 Antigen Rapid
Detection Kit (Colloidal Gold) -
Nasal swab

Pro-med (Beijing) Technology Co.,
Ltd.

C-3F, 8#, 738 Changliu Road,
Machikou Town, Changping, 102202,
Beijing, China

OSMUNDA Medical Technology Service GmbH
Von Oppen-Weg 15, 14476 Potsdam

Pro-med (Beijing) Technology
Co., Ltd.

C-3F, 8#, 738 Changliu Road,
Machikou Town, Changping,
102202, Beijing, China

COVID-19 Antigen Rapid
Detection Kit (Colloidal Gold) -
Saliva sample

Pro-med (Beijing) Technology Co.,
Ltd.

C-3F, 8#, 738 Changliu Road,
Machikou Town, Changping, 102202,
Beijing, China

OSMUNDA Medical Technology Service GmbH
Von Oppen-Weg 15, 14476 Potsdam

Pro-med (Beijing) Technology
Co., Ltd.

C-3F, 8#, 738 Changliu Road,
Machikou Town, Changping,
102202, Beijing, China

COVID-19 Antigen Rapid
Detection Kit (Colloidal Gold)

Pro-med (Beijing) Technology Co.,
Ltd.

C-3F, 8#, 738 Changliu Road,
Machikou Town, Changping, 102202,
Beijing, China

OSMUNDA Medical Technology Service GmbH
Von Oppen-Weg 15, 14476 Potsdam

14
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Welgéme DPO'me

https://www.basg.gv.at/fuer- i N |
ecnnolio achy
to contact 9YSiB

unternehmen/medizinprodukte/covid-19 o=

Pro-med (Beijing) Technology Co.,
a

c-3F, 84, 738 Changliu Road, |COVID-19 Antigen Rapid
Machikou Town, Changping, [Detection Kit (Colloidal Gold) - |C-3F, 84, 738 Changliu Road,
102202, Beijing, China Nasal swab [Machikou Town, Changping, 102202,

Pro-med (Beijing) Technology |0SMUNDA Medical Technology Service GmbH

[Von Oppen-Weg 15, 14476 Potsdam

gt
Pro-med (Beijing) Technology Co.,
. , o an 730 g om0 e sos o
COVID-19 Tests promes e etrlny L o oo oo ot [c .7 s, [(SHONDANd Ty e
102202, Beijing, China Isaliva sample [Machikou Town, Changping, 102202, | V" OPPen-Weg 15, otsdam
Beijing, China
NEU Pro-med (Beijing) Technology Co.,
H iiali H |C-3F, 84, 738 Changliu Road, Ltd. N
Selbstverpflichtung beziiglich Inverkehrbringen von SARS-CoV-2 Schnelltests oW 10 oo medtsein ety (£33 P oy gt S8 on et eanotey s o
102205, g chne Detection it (ColoidalGolg) (/3% 1 T30 Ch0E 0 oo, [V Oppen Weg 15, 14476 potsdam
b o

4 =  Ubersicht_Selbstverpflichtung_Inverkehrbringen_SARS-CoV-2.S.. 1 /70 —  85% + (R
.

Check
the PDF

Medizinprodukt, dem Hersteller und ggf. dem Bevollméchtigten. Die Liste wird regelmaBig aktualisiert.

« Selbstverpflichtung Inverkehrbringer SARS-CoV-2 Schnelltests (Stand: 18.05.2021)

von SARS-CoV-2

Tnverkehrbri
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China Chamber of Commerce for Import & Export of Medicines & Health Products
Add:11-12(E)Bldg3, Beijing INN, No.6 Nanzhugan Hutong, DongehengDist, Beijing, China P.C.100010
Tel: 00861058036272/75/78/71/70 Fax: 0086 1058036274  Website: www.ccemhpie.org.cn
Ecmbild 110982739@qg.com  82579517@qq.com  md@ccembpie.org.cn

BB W EIES
CERTIFICATE OF FREE SALE

2021YB1414
FERAHR: COVID-19 HRHUR M IR (BlhSH)
Product(s): COVlD—wAntlgen Rapid Detection Kit (Colloidal Gold)
RIS 1 ABAR 1A 5 AR 10 AR 20 ABEE. 25 A& 30
A 40 Ak 50 Ad/AR
Model : 1 test/package;1 test/kit;5 tests/Kit;10 tests/kit;20 tests/kit;25 tests/kit;30
tests/kit;40 tests/kit; 50 tests/kit.

FEREHR: COVID-19 Hihifh 1gM/IgG WRRIRAE (B
Product(s): COVID-19 IgM/IgG Antibody Rapid Detection Kit (Colloidal Gold)

FETIE: 1 AR, 1 ABHAL 5 AR, 10 A8 20 AM/&E. 25 ABdE. 30
A#yifE. 40 A/, 50 Aidx
Model : 1 1 test/kit;5 i tests/Kit; 20 tests/kit;25 tests/kit;30
tests/kit;40 tests/kit;50 tests/kit.

7% HR: COVID-19 $E PRI AIER BN & (REEH
Product(s): COVID-19 Neutralizing Antibody Rapid Detection Kit (Colloidal Gold)

RIS 1 ABHAR. 1Mﬁ/ﬁ‘ 5 A 10 A 20 A, 25 A/, 30
A 40 B 50
Model : 1 l !es(/kit;s it;10 tests/kit;20 tests/kit;25 tests/kit;30
tests/Kit;40 tests/kit; 50 tests/kit.

WERK: RE
Export to:  Thailand

FxK:
Bugker: AD NANO CO., LTD.
i

s
Address: 36/1-6, Soi Ramkhamhaeng 24 Yaek 4 (Thawon Tawat 2), Hua Mak, Bang Kapi,
Bangkok; 10240, Thailand.

xR WM GO RHEARAT
Manufacturer: Pro-med Belj Technology Co., Ltd.

Mk ERMEEED i 7305 8 HREUE C X, B 102202
Address: C-3F, 8#,738 Changliu Road, Machikou Town, Chang ping, 102202, Beijng,
China.

AW B3RP R A A SARTE, ARAE EEAY, Ot O SR,
THIS IS TO CERTIFY THAT THE ABOVE PRODUCTS COMPLY WITH THE
RELEVANT STANDARD HAVE NOT BEEN REGISTERED IN CHINA THE
EXPORTATION OF THE PRODUCTS ARE NOT RESTRICTED.

WA AR AR 2 .
THIS CERTIFICATE IS VALID FOR

CHINA CHAMBER
MED!

CFS

China Chamber of (‘ommerce for Import & Export of Medicines & Health Prodllcls

Add:11-12(5B(dg3, Beijing INN, No.6 Nanzhugan Hutong, Dongeheng Dist, Beijing, China P.C.100010
Tel: 0086M)S8036272/75/78/71/70 Fax: 0086 1058036274  Website: www.cccmhpic.org.cn
Eembild 110982739@aq.com  82579517@aq.com  md@cecmhpie.org.cn

B B EE S
CERTIFICATE OF FREE SALE

2021YB1835
FEREH:  COVID-19 HiHMISHRRBAE (R
Product(s): 'COVID-19 Antigen Rapid Detection Kit (Colloidal Gold)

MG 1 AR, L A S Mﬁlﬁ‘ 10 A/ 20 AM/gES 25 AR
30 A/ 40 AMidE, S0 AByEE

Model: 1 test/package; 1 test/kit; 5 tests/kit; 10 tests/kit; 20 tests/kit; 25 tests/kit;
30 tests/kit; 40 tests/kit; 50 tests/Kit.

HEEK: HEZE
Export to: Sri Lanka

XK

Buyer: Evan Perera, CEO of Eva Corp (Private) Limited
Huhk:

Address: 3/3 Rockwood Place, Colombo 00700, Sri Lanka.

il BT GERO PEARAR

Manufacturer: Pro-med (Beijing) Technology Co., Ltd.

Hubks  AGIR TR DM O BRRES 738 5 8 SRR C X, WR4 102202
Address: C-3F,8#,738 Changliu Road, Machikou Town, Chang ping, 102202, Beijng,
China:

FEY LR A ARSI, REEPENEM, HORZRE).

THIS IS TO CERTIFY THAT THE ABOVE PRODUCTS COMPLY WITH THE
RELEVANT STANDARD HAVE NOT BEEN REGISTERED, IN CHINA THE
EXPORTATION OF THE PRODUCTS ARE NOT RESTRICTED.

AT BRI RN 2 .
THIS CERTIFICATE IS VALID FOR TWO YEARS FROM THE DATE OF ISSUANCE:

N TH PR
GES FL: 2021 47 08 29 B
DAFE OF ls§nE August 24 2021
>
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Dear Sir/Madam

We acknowledge receipt of the EC certification and the documents provided for your antigen test for professional use for nasal
swabs.

The information provided is in accordance with national requirements. We will forward this information to the Ministry.

Kindly note that rapid antigen diagnostic tests on nasal swabs are subject to very restricted conditions of use, which must be
organized by a regional health agency or an educational institution, and have not yet been deployed as part of the national
strategy. As a result, and in order to avoid misuses or unregulated and unauthorized uses, the list of these products is not

published on the ministerial platform.

Persons interested in the methods of marketing and use of these tests are invited to refer to the provisions of the amended

Order of June 1, 2021 prescribing the general measures necessary for the management of the end of the health crisis.

Best regards,

Madame, Monsieur,

17
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