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SARS-CoV-2 diagnostic kits qualification catalogue

F5

UEH

Serial number | Certificate

Part I: AR ¥/& Company Certificate

B R

Business license

BEIT S#MAE VAT

Medical device business license

BEFT SR 7= ATHE

Medical device production license

WESAR SR B A BT

Registration certificate of customs declaration unit

—REST A& R

Medical device production license of class I

BER R AL B th O B EE A
CERTIFICATE FOR EXPORTATION OF DNA/RNA Extraction Kit

ARG 2 A7) B H 189 5 E B
CERTIFICATE FOR EXPORTATION OF Nucleic acid extraction kit (magnetic
beads method)

IR BHEEERBILR

Registration Form for Foreign Trade M 1t Record

15013485 f& RiEH
15013485 Certificate

10

—REHARERREERERR (MEXD
Record information form of disposable virus sampling tube (guanidine salt
inactivation)

11

—UREEARERFEEREER (REFEERKE)
Record information form of disposable virus sampling tube (surfactant
inactivation)

Part II: EC fF&#EA B K CEEH
EC Declaration of Conformity and CE Certificate

EC Declaration of Conformity of SARS-CoV-2 Antigen Rapid Test (Self-test)
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IR, T

2 EC Declaration of Conformity of SARS-CoV-2 Antigen Rapid Test
(Professional use)

3 EC Declaration of Conformity of System Device for SARS-CoV-2 Antigen Rapid
Test

4 EC Declaration of Conformity of SARS-CoV-2 PCR Test

5 EC Declaration of Conformity of System Device for SARS-CoV-2/Influenza
A/ Influenza B Combo antigen Rapid Test

6 EC Declaration of Conformity of SARS—CoV-2 IgM/IgG Antibody Rapid Test

7 EC Declaration of Conformity of SARS-CoV-2/Influenza A/ Influenza B PCR
test

8 e
CE Certificate

9 CE Certificate (System Device for SARS-CoV-2 Antigen Rapid Test, System
Device for SARS-CoV-2/Influenza A/ Influenza B Combo antigen Rapid Test
SARS—CoV-2/Influenza A/ Influenza B PCR test)

Part IIl: 7SR RAESAE K PTIRIEFHIC S
List of SARS-CoV-2 Antigen Rapid Test Certificate in other countries

1 FETUR B R EAF 48
Italian white list of SARS-CoV-2 antigen (Self-test)

9 FRTUR LA AR 48
Italian white list of SARS-CoV-2 antigen (Professional use)
Fi A R A AR PARER AR

3

SARS—CoV-2, digestive tract and reproductive tract tests are registered
by the Italian Ministry of Health
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4 R IRET I HSA I
System Device for SARS-CoV-2 antigen test was certified by Singapore HSA
5 HiE USRI+ 3K T 76 T MDA JALE
SARS—CoV-2 antigen test was certified by Malaysia MDA
o | FIRSURIAEE FOA ERHE
SARS-CoV-2 antigen was certified by Indonesian FDA
7 YR FR G M D Rk AHE
SARS-CoV-2 antigen test was certified by Guatemalan FDA
3 Fi IR IRFTHRE ANMAT AIE
SARS—CoV-2 antigen test was certified by Argentine ANMAT
9 i HUR e 5 FDA JAIE
SARS—CoV-2 antigen test was certified by Philippine FDA
o | FSURRMAESRER FOA EAHE
System Device for SARS-CoV-2 antigen test was certified by Indonesian FDA
H/ T A/ TR B HUR BRI AR 8 E FDA S &R
11 System Device for SARS-CoV-2/Influenza A/ Influenza B Combo antigen Rapid
Test was registered by German FDA
i/ Tk A/ G B HUR =B R BRI DA EM &R
12 System Device for SARS-CoV-2/Influenza A/ Influenza B Combo antigen Rapid
Test was registered by the Italian Ministry of Health
13 YR B ELTE ANVISA AE
System Device for SARS-CoV-2 antigen test was registered by Brazil ANVISA
| FESUREBER DiSC WiE
SARS-CoV-2 antigen test got DHSC certification in UK
1| FSURSBEL I HSA U

SARS-CoV-2 antigen test was certified by Singapore HSA
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16

R IR b B O AT
SARS—CoV-2 antigen test has obtained import license from Bangladesh

17

R RS e AHE
SARS-CoV-2 antigen test obtained South Africa registration certificate

18

YU DR P L B WE
SARS-CoV-2 antigen test self-test certificate from Malaysia MDA

19

FRHUREIRARE FDA EWIE (BT
SARS-CoV-2 antigen test pen obtained the self-test certificate of
Thailand FDA (nasal swab)

20

FRHUREREE FDA BWIE (BB
SARS—CoV-2 antigen test pen obtained the self-test certificate of
Thailand FDA (saliva)

21

FRHUR-RIRRE FDA EWIE (AT
SARS—CoV-2 antigen test obtained the self-test certificate of Thailand
FDA (nasal swab)

22

FORHREIREE FDA HWE (D
SARS-CoV-2 antigen test obtained the self-test certificate of Thailand
FDA (saliva)

23

U R S LA ENE
SARS-CoV-2 antigen test has been certified by Ministry of Health, Brunei
Darussalam.

24

FRHUR RN FIND (R
SARS-CoV-2 antigen test enters the FIND evaluation list

25

FRAEAFEARELENGRZEERERER
SARS-CoV-2 antigen test enters the common list of EUROPEAN COMMISSION
DIRECTORATE-GENERAL FOR HEALTH AND FOOD SAFETY
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Part IV: ¥i5& PCRRFAZE A E R HTIRIEHICE
List of SARS-CoV-2 PCR Test Certificate in other countries
1 T fin3s HSA
SARS-CoV-2 PCR was certified by Singapore HSA
2 SARS‘COV 2 PCR was certified by Indonesian FDA
3 H 7 PCR 3R JEJR £ /RINE
SARS-CoV-2 PCR was certified by Ecuadorian FDA
4 PCR 3RE NVISA AIE
SARS-CoV-2 IgM/IgG antibody test and PCR were registered by Brazil ANVISA
B
5 The nucleic acld extraction reagent was registered by Indonesia FDA
6

SARS—-CoV-2 PCR was reglstered by Brazil ANVISA

Part V. HiEHIARAESE R FHRIEICE

List of SARS—CoV-2 IgM/IgG Antibody Rapid Test Certificate in other countries

FRTUREAS BTG ANVISA AE
SARS-CoV-2 IgM/IgG antibody test was registered by Brazil ANVISA

Hi 3R T 3R 76 I MDA ALE
SARS-CoV-2 IgM/IgG antibody test was registered by Malaysia MDA

Part VI: #75i0 CEUE MAURA IR &
Test Report for SARS—CoV-2 diagnostic kits from different lab

GRS R
Test Report for SARS-CoV-2 antigen test from National Institute for Food
and Drug Control

e IR AR A = A R
Validation outcome for SARS-CoV-2 antigen test in phase 3A conduct by DHSC
in UK
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3 FEFUR R EDE CDC Rk
Test Report for SARS-CoV-2 antigen test from Indonesian CDC
Consuleote Scientifico Futura Diagnostica ffi%H] SARS-CoV-2 LRk

. HIE A BEML SARS-CoV—2 I HHEATH) B ik
Consuleote Scientifico Futura Diagnostica Assessment Strongstep®
Sars—COV-2 antigen reagent is ideal for preliminary screening of suspected
SARS-COV-2 infection
HE R (R LR E FDA REFT FIHUMITAL, PERERR:, Rtk 100%,
U 95%LL |

5 Sars—CoV-2 antigen reagent has been evaluated by the research institution
designated by the FDA of Thailand, with excellent performance, 100%
specificity and more than 95% sensitivity
B HTER 1E LR ToRG MEAEVE A, PERER ST

6 Sars—CoV-2 antigen self-test reagent has been evaluated by the University
of Malaysia and has excellent performance
S R 3 o L B 2 A 00 5 2 9 TE BT VP A Bl

7 Sars—CoV-2 antigen self-test reagent has been evaluated and accepted by
Paul-Ehrlich-Institut
HEFUR B RS AP, R 100%, BUREE 90%

8 Sars—CoV-2 antigen self-test reagent was evaluated by Italian laboratory

with specificity of 100% and sensitivity of 90%
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i PCR H R BEdR 75

9 Test Report for SARS—-CoV-2 PCR from National Institute for Food and Drug
Control
(L7 4307 B LRI KA 0 B2 W PCR P REDPAS IR 5

10 Evaluation report on performance of Strongstep® SARS-CoV-2 PCR by
Espirito Santo State University
T L R 2 B e ot B B 5 PCR VY-l R AR 98. 77%, e 98. 13
The sensitivity and specificity of evaluation of Strongstep® SARS-CoV-2

11
PCR in Servicio de Microbiologia. Hospital Universitario de
Getafe, Madrid. Marzo were 98.77% and 98. 13%, respectively
FRWIHE PCR BUFIEDJE CDC PHAER T, BURERIRERAE392 100%

12 The sensitivity and specificity of Strongstep® SARS-CoV-2 PCR from
Indonesia CDC evaluation report were 100%
RO S BRIl KR T BRI I PRIMAE Y 5 G b

13 Strongstep® SARS-CoV-2 antibody performance evaluation was published in
European Journal of Clinical Microbiology & Infectious Diseases
RUTH T RE VA R R T B PR g Ak

14

Strongstep® SARS-CoV-2 antibody performance evaluation was published in
International Journal of Infectious Diseases
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Operation License
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Manjing Liming Bio-products Co.,Ltd. gagmm.g capital
B fiREEAR 00
Limited liability company g!abl:l\}cd E‘hdﬁ -Em, 1_:5.26:{%012 7H
by B oA W8 R 200LF0H2TH Eeerers
Zh!na rting from 27th.June 2001
Df’?# Wb * Fﬁ KREHFERM116-1%
G s Registered location  No.116-1 Jiangwangmiao, Xuanwu
District, Nanijing
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Medical device Business License

IEEEE®

—
B

VFAIIE SR B ¢ s o b ¥20150433%
License No.: No. 20150433 Suning Food and Drug
Supervision and Equipment Management Permit

Bl B FR e R AT EEREAMN: wux

Company name:Nanjing Liming Bio—products Co., LTD Legal representative:Zhang Shuwen

ZEHN  wx A FAE AN ks

Business mode: Wholesale Head of enterprise: Zhang Shuwen

2o

@
i
@)
@
5

g 2002 edition whalesale: 2823 &B24, 6BI5, 6840 IVD(low-temarature
E .ﬁﬁ S = —_L_‘ELLREIF_—‘{&T’.]S_.I% 2§ ﬁ }'E @ it Z'JE.‘Z . B&Z3, BBZA., SB25, GHAD CiEHE trinia:'tst:m‘.. G6B5T, 6A5E.
Registered location: Mo, 116-1, Jiangwanzmiac Business scope: SUEBRAREGET  sesr ase, s 6670
Street, Xuanwu District, Nanjing
2017 edition wholesala: L PR TSR TR PR L
i 2 .
% 2 ﬁlﬁﬁ AT EL RS 2e E’E‘a;f;‘:“fi-";fﬁi-’f:‘l-"u‘mﬁL AR BN TR ARERR) 17 (TERARSEIEY
Business location:7/F, Mo, 12 Huayuan Road. No nlagtic contact feng) 18 STEMASEED . 21, 22, BBADRAMENTATIN G
L : » i 17iEscluding instrunent), &3 el
Auatwu District, Nanjing 16 (Excluding instrument) 21,27, 6840 1V {iow—temperaturs

EEBE AL : vtz mmr e mis <o RIAEERIT .  misimiirs L
Warchouse address: 00~ 5 License issuing department:
Floor 4, No. 12 407

! : Frovincial Administration of Na J'Iiﬁ
A

EEEEEE

EEG

=

BE

TS
\EAENE S,

Huayuan Road, Xuanwu District, Nanjing (400-407)

BHHIBR: & 2024 £ 09 A 23 H ZirEH: 2021

Term of validity:Unil September 28, 2024 Date of issue: July 21, 2001

f_é'@@@@@@m BEHHHHEEHRHEEEOPONSREGEEEETLDRLIDERREEEIEPLENDRDREBEG
ERGmEEEEEH 1903792
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edical device Production License

VERIE 45 5« J5 & 25 M E P ¥F 20010489 5
License No. : Su Food Pharmaceutical Supervisory
apparatus Production permit 20010489

Ml B FR - RSO A A IR A L2 PR HHE - s sl KK 12 5

Company name: Nanjing Liming Bio-products Co., LTD  production Address: No.12, Huayuan Road, Xuanwu

District, Nanjing
EERERA: X

Legal representative: Zhang Shuwen

1| 4729 N L B EFEEE . AR
Head bt enterprli? Zha_ng Eljuwen/ - Scope of production: see registration form of medical
MR XX T 1161 5 device productiol

D AN
£ RAEEBIT Im%“éﬂm%
fa

; b = ; ; g
Registered location: No. 116-1, Jiangwangmiao License issuing dmartndat:

Street, Xuanwu District, Nanjing ngsu Drug Administration

Py N
T

BHMR: E 205 £ © F 13 B HIEAH:\ 202 gl

Term of validity: until September 13, 2025
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FREARSNE
PEOPLE’S REPUBLIC OF CHINA
7 88407 a0 4 & G
CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

EHBT: NI 20212373 5
Certificate NO.: snvixcao212373

PR LM

Product(s): See Attachment

AR S LR,

Model: See Attachment;

FhEREEREES: T

Registration certificate(s): See Attachment;

E e SR AT S )

Manufacturer: Nanjing Liming Bio-Products Co., Ltd.

SR ER: W ERE T 1161 9

Address of manufacturer: 116-1jiangwangmiso street, Xuanwu District, Nanjing
EFFTREERET: B0 EHERET & 20170008 T
Manufacturing License(s):  NO.SNSYIXSCE20170006

HEH AR OEREFEAFREE.
This is to certify that the above products have been
registered to be manufactured and sold in China.

EHAHREAME: 3B
This certification valid until: 2023-.08-23

&HE:

Remark:

1/2



P

TET S S Sk 20212373 5
Certificate NO.: Snyixcz0212373
=8 & EAHE | P R EAHE
A S : () ) . i | s
rgl ‘mx) | TRER | ABES (RX) | gumy gy |REREE|AERED
(#30)  |Specification/model (¢ A g () S (H)
NO| Product(s) ; Specification/'mode o s
E Productis) hinese ) Registration | Registration
( chinese } f z
certificate(s) | certificate(s)
- : i See FphE | NOSNXB20210
1 &mmm{%{k DHA(RNA MR R [attachment { NO.SMXB2021) 20210038 5 039
il Extraction Kit 20210039 42 PRt

2/2



FREARSNE
PEOPLE’S REPUBLIC OF CHINA
7 88407 a0 4 & G
CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

EHBT: MUk 20212520 5
Certificate NO.: swyixc2o212520

PR LM

Product(s): See Attachment

AR S LR,

Model: See Attachment;

FhEREEREES: T

Registration certificate(s): See Attachment;

E e SR AT S )

Manufacturer: Nanjing Liming Bio-Products Co., Ltd.

SR ER: R ERE T 1161 9

Address of manufacturer: 116-1 Jiangwangmiao street, Xuanwu District, Nanjing
EFFTREERET: B0 EHERET & 20170008 T
Manufacturing License(s):  NO.SNSYIXSCE20170006

HEH AR OEREFEAFREE.
This is to certify that the above products have been
registered to be manufactured and sold in China.

EHAHEME: wafoidop
This certification valid until: 2023-.08-02

&HE:

Remark:

1/2



P

TET S S Sk 20212520 4
Certificate NO.: SnyixC20212520
= Rd & EAHE | P R EAHE
4 B 2 g e 1 (e i . o L : . 48 or
o] o) | FREW | MERY (RX) | ogupy oy |REATE|ZERER
(#30)  |Specification/model (¢ S () S (H)
NO| Product(s) ; Specification/'mode o s
E Productis) hinese ) Registration | Registration
( chinese } f z
certificate(s) | certificate(s)
Nucleic acid i FphE | NOSNXB20210
" t&ﬁif&%‘tih extraction LB t}r:‘HPﬁ lattachment (No.stxazozt| 20210939 5 039
il e kit{magnetic 20210039 52 P
beads method)

2/2



WAL EEEREILR

HFEBIDRES: 02780852 #HOewAR:

BEFPXEHR | R ER AR A

BEHERILEBIR NANJING LIMING BIO-PRODUCTS CO. LTD.

......... BEExN
ARYIGRE I(mﬁ%gﬁiﬁ*tﬁﬁ)’ Rl
& A RIS KR 4 E R E116-1%

ZEB (PX) HA KRR T Hifi116-1%

REZEE (33X 116-1 JIANGWANGMIAO STREET XUANWU blSTRICT NANJING
BRBIE 02585476723 BRI | 02585476387
L5 204 TR S i | INFOBLMINGEIO.C

TwemHpam | w0ear, | Teeems |

HENETHB RN LEARSHUTRE ‘

DA EERRALS | Gbsc BER l HBGEMS [510702196612229358

EMES BEAT T ‘ (F%IE)

HEMELHEICMNE CBXK) BURMETHA (RELER) FAASUTASE

SUERREA ;
AT BRI S l ARIES

RAH =/ AN l (#i %t

it

JERANHASUDES A RR, FAEWERRRARMETHRRA LT~

2017



15013485 IAUEUESS L
TUVRheinland

Certificate

The Certification Body of
TOV Rheiniand LGA Products GmbH

hereby certifies that the organization

Nanjing Liming Béo products
0., Lt
No12 Huayuan Road
210042 Nanjing, Jiangsu
China

has established and applies a quality management system for medical devices
for the following scope:

Design and Developmen(, Manufacture and sttnbutlon of
In Vitro | Di Kits
for Infectious Dlseases and Femhty

Proof has been fi that the requi i in

EN ISO 13485:2016
are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2019-08-02
Certificate Registration No.: SX 60135624 0001
An audit was performed. Report No.: 15047001 008
This Certificate is valid until: 2022-02-01

Certification Body

(pAkks

Deutsche
Akkreditierungsstelle
D-2M-14169-01-02

Date 2019-08-02
Fuxiu Sheng

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Numberg

Tel: +49 221 806-1371 Fax +49 221 806-3935 e-mail cert-validity@de tuv com http Jwww tuv convs
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HES: FTHWH02101645

HENEWH S A A R PR AR
YRR
oo 9132010272837745XD
e T LR 116-1%5
HreHhhl WETZHNEIEEBR 125 —%—2
7= S U A R
ImL/SE: 20308 CE20HAT)Y | S0EAE CESOMET) L 100
A CHI00HET) « 2mLoE: 20304 (E20METY L S0
s 5 CFSORMET) « 1003 (F100MEE) ¢ 3mL: 2050

CH2200ET ) « S0 CEHSORHRT)Y o 100304 ¢ 10004
T oo SmL/3E: 2030 (F200%MF) ¢ 6mLaz: 2087 (2
0T .

EPEMBBLT . REE CERFR) MR TR0, Wi
7 i i FEA: Tris- HCLEEM L A EERULUER,. NP0, EDTA-IN
a, TritonX-100, BR4L, #hifhak,

HiH IR FIF WG Fl, HiEAn ez,

FRAARIH
L

AR




FRESTBMEREER

HES: KTHE20210166%

RN o SCR A A PR )
HRNEHHL

it 9132010272837745XD
#’ﬁ’tfﬂm T B E I 116-15

s s MR ERR S 25—

et — U A

ImL/3Z: 203080 CH20MT) « SOE/E (HSOMELTY L 100

R CEI00RET) ¢ 2mL/d. 200/ (H0MET) . s0%

S B CHRSOMEF) o 1003/ (FI100MEF) + 3mLrg: 204/

o CEOMET) | S0LME CHS0MBT) L 100388 CA100%

Ty SmLE: 20300 (F0EF) ¢ emLiE: 2085 (4
00EHET) .

AFRBET . R CHEAERD M. dEERR S, Wi
FEERe | EEMRA: Tris-HCLEMM, SEEMIL. NaCl, EDTAINa. Tri
tonX-100, WL, #hdkok;

T AR FATIERE R AR, s R

ERABRIE
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EC Declaration of Conformity

according to the Directive 98/79/EC
{applicable to self-testing 7D Devices only)

HEARRN-FERER (BN

Manufacturer: Nanjing Liming Bio-Products Co., Ltd.
Address: No. 12, Huayuan Road, Nanjing, Jiangshu, 210042, P.R. China
Products:Strongstep®SARS-CoV-2 Antigen Rapid Test(Cat.No.500200)
Model: 1Testbox. 2Tests’box. 3Tests’box. 4Tests/box. 5Tests/box.
TTests/box. 10Tests'box. 15Tests’box. 20Tests’box. 25 Tests/box

Category: Self-testing
Conformity assessment route:  Annex I1(6), of Directive (98/79/EC on IVDD)
Applicable Standards:

ENISO 18113-1:2011 ENISO 18113-2:2011 EN 13612:2002

EN ISO 23640:2015 EN 13641:2002 EN ISO 14971:2019
EN IS0 15223-1:2016  EN ISO 13485:2016 EN 13975:2003

EN 62366:2015

We, the Manufacturer, herewith declare with sole responsibility that our product/s
mentioned above meet/s the provisions of the Directive 98/79/EC of the European
Parliament and of the Council on In-Vitro Diagnostic Medical Devices.

We hereby explicitly appoint Wellkang Ltd t/a Wellkang Tech Consulting located at
Enterprise Hub,NW Business Comples,] Beraghmore,Rd.Derry,BT48 8SE,N.
Ireland UK to act as our European Authorised Representative as defined in the
aforementioned Directive.

Signed on __ 06 /(Day) __ 05 /(Month) of 2021. Place: Nanjing

Represented by: Zhang Shuwen

Signature (on behalf of the mani




EC Declaration of Conformity

according to the Directive 98/79/EC
(applicable to Others/General /VD Devices only)

HERRIFERER (F15)

Manufacturer: Nanjing Liming Bio-Produets Co., Ltd.
Address: No. 12, Huayuan Road, Nanjing, Jlangshu‘ 210042, P.R. China
Products:Strongstep®SARS-CoV-2 Antigen Rapid Test(Cat.No.500200)
Model: 1Testbox. 2Tests'box. 3Tests’box. 4Tests/box. 5Tests/box.
TTests/box. 10Tests'box. 15Tests’box. 20Tests’box. 235 Tests/box

Category: Others/General
Conformity assessment route:  Annex lll, except point 6, of Directive (Module A)

Applicable Standards:

ENISO 18113-1:2011 ENISO 18113-2:2011 EN 13612:2002
EN ISO 23640:2015 EN 13641:2002 EN ISO 14971:2019
ENISO 15223-1:2016 ~ ENISO 13485:2016 EN 13975:2003

We, the Manufacturer, herewith declare with sole responsibility that our product/s
mentioned above meet/s the provisions of the Directive 98/79/EC of the European
Parliament and of the Council on In-Vitro Diagnostic Medical Devices.

We hereby explicitly appoint Wellkang Ltd t/a Wellkang Tech Consulting located at
Enterprise Hub,NW Business Comples,] Beraghmore,Rd.Derry,BT48 8SEN.
Ireland,UK to act as our European Authorised Representative as defined in the
aforementioned Directive.

Signedon _ 06 /(Day) _ 05 /(Month)of 2021. Place: Nanjing

Represented by: Zhang Shuwen
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EC Declaration of Conformity

accordmg to the D|rect|ve 98/7T9/EC
ppiicable o Oth | JFD Devices only)

Manufacturer: Company Name: Nanjitg Liming Bio-Products Co., Ltd.
Address; Mo, 12, Huayuan Road, Nanjing, fiangsu, 210042, P.R. China

Product’s; StrongStep® System Device for SARS-CoV-2 Antigen Rapid Test
(Cat. No. 500210}
Model: 20 Tests/Box

Category. Others/General
Conformity assessment route; . Annex lll, except point 6, of Directive (Module A)

Applicable Standards:

ENTISO 18113-1:2011 ENISO18113-2:2011 EN 13612:2002
EN ISO 23640:2015 EN 13641:2002 ENISO 14971:2012
ENTSO 15223-1:2016 EN ISO 13485:2016 EN 13975:2003

We, the Manufacturer, herewith declare with sole responsibility that our product/s
mentioned above meet’s the provisions of the Directive 98/79%/EC of the European
Parliament and of the Council on In-Vitro Diagnostic Medical Devices.

We hereby explicitly appoint Wellkang Ltd t/a Wellkang Tech Consulting located at
Enterprise Hub, NW Business Complex,| Beraghmore Rd. Derry, BT48 8SE, M.
Ireland, UK. to act as our European Authorised Represemtative as defined in the
aforementioned Directive.

Signed on _©2-/(Day) || /Month) of 2020, Place: Nanjing

Represented by: Zhang Shuwen

Signature (on behalf of the manufacturer) Z}Lctrlg Shut W

Full Name of authorized signatory: thmg Shuwen
Position held in the n.ompmy' =

Company Seal/Stamp:
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EC Declaration of Conformity

according to the Directive 98/79/EC
fappiicable to Others/General (17 Devices only}

Menufacturer: Company Mame: Nanjing Liming Bio-Products Co., Ltd.
Address: No. 12, Huayuan Road, Nanjing, Jiangsu, 210042, P.R. China

Product’s:  StrongStep® Novel Coronavirus (SARS-CoV-2) Multiplex Real-
Time PCR Kit» {detection for three genes) (Cat. No. S00190)
Muodel: 96 Tests/Box

Category, Others/General
Conformily assessmeni rouie:  Annex Il except peint 6, of Directive (Module A)

Applicable Standards;

EN IS0 18113-1:2011 EN ISO18113-2:2011 EN 13612:2002
EN IS0 23640:2015 EN 13641:2002 ENISO 14971:2012
EN ISO 15223-1:2016 ENISO 134852016 EN 13975:2003

We, the Manufacturer, herewith declare with sole responsibility that our product/s
mentioned above meet/s the provisions of the Directive 98/79/EC of the European
Parliament and of the Council on In-Vitro Diagnostic Medical Devices.

We hereby explicitly appoint Wellkang Lid 1/a Wellkang Tech Consulting located at
Enterprise Hub, NW Business Complex.l Beraghmore Rd. Derry, BT48 8SE, N.
Ireland UK. to act as our European Authorised Representative as defined in the
aforementioned Directive,

Signed on 9V /(Day) ||  AMonth) of 2020. Place: Nanjing

Represented by: Zhang Shuwen

Signature (on behalf of the manufacturer) %_ﬁu Llet,

Full Name of authorized signatory; Zhang Shuwen
Position held in the compapy(. sidles

Company Seal/Stamp:
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EC Declaration of Conformity

according to the Directive 98/79/EC
fappiicabie to Others/General (17} Devices only)

&l
=
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Eﬂl

Manufocturer; Company Name: Nanjing Liming Bio-Produets Co., Ltd,
Address: No. 12, Huayuan Road, Nanjing, Jiangsu, 210042, P.R. China

Products:  StrongStep® System Device for SARS-CoV-2 & Influenza A/ B
Combo Antigen Rapid Test (Cat. No. 500220)
Model:  20TestsBox

Category; Others/General
Conjormity assessment route:  Annex lll, except point 6, of Directive (Madule A)

Applicable Standards:

ENISO 18113-1:2011 EN ISO18113-2:2011 EN 13612:2002
EN ISO 23640:2015 EN 13641:2002 EN ISO 14971:2012
ENISO 15223-1:2016 ENISO 13485:2016 EN 13975:2003

We, the Manufacturer, herewith declare with sole responsibility that our product/s
mentioned above meet/s the provisions of the Directive 98/79/EC of the European
Parliament and of the Council on In-Vitro Diagnostic Medical Devices.

We hereby explicitly appoint Wellkang Lid t/a Wellkang Tech Consulting located at
Enterprise Hub, NW Business Complex,| Beraghmore Rd. Derry, BT48 8SE, M.
Ireland UK to act as our European Authorised Representative as defined in the
aforementioned Directive,

Signed on M:(Day 1 /Month) of 2020, Place:  Nanjing

Represented by: Zhang Shuwen

Signature (on behalf of the manufacturer) Zﬁomg shu Len,

Full Name of authorized mgnatgr_,...,{\aug Shuwen
Position held in the compmy’" idet.

Company Seal/Stamp:
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EC Declaration of Conformity

according to the Directive 98/79/EC
licahle io Oth TFD Devices only)

Meamfacturer: Company Name: Nanjing Liming Bio-Produets Co., Lid.
Address: No. 12, Huayuan Road, Nanjing, Jangsu, 210042, P.R. China

Product’s: StrongStep® SARS-CoV-2 1gM/1gG Antibody Rapid Test
(Cat. No. 502090}
Model: 20 Tests/Box

Category: Others/General
Conformiiy assessmient ronte:  Annex lll, except point 6, of Directive {Module A)
Applicable Standavds:
EN IS0 18113-1:2011 ENM ISO18113-2:2011 EN 13612:2002
EN IS0 23640:2015 EN 13641:2002 . ENISO 14971:2012
EN IS0 15223-1:2016 EN ISO 13485:2016 EN 13975:2003

We, the Manufacturer, herewith declare with sole responsibility that our product/s
mentioned above meet/s the provisions of the Directive 98/79%EC of the European
Parliament and of the Council on In-Vitro Diagnostic Medical Devices.

We hereby explicitly appot Wellkang Ltd t/a Wellkang Tech Consulting located at
Enterprise Hub, NW Business Complex,] Beraghmore Rd. Derrv, BT48 8SE, N.
Ireland, UK to act as our European Authorised Representative as defined in the
aforementioned Directive,

Signed on _© 2-/(Day)_ i /Monthyof 2020, Place;  Nanjing

Represented by: Zhang Shuwen

Signature (on behalf of the manufacturer) ‘Z;_aﬂj' SJ’LL( weil,

Full Mame of authorized stgnaeo
Position held in the comp

Zhay 2 Shuwen
N

Company Seal/Stamp:
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EC Declaration of Conformity

according to the Directive 98/79/EC
(applicakic 1o Others/General /170 Devices only)
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o
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Marmufaciurer: Company Name: Nanjing Liming Bio-Products Co., Ltd.
Address: No. 12, Huayuan Road, Nanjing, Jiangsu, 210042, P.R. China

Praduct’s: StrongStep® SARS-CoV-2 & Influenza A/B Multiplex Real-Time
PCR Kit (Cat. No. 510010)
Model: 96 Tests/Box

Category: Others/General
Clonformity assessment route:  Annex I, except point 6, of Directive (Module A)

Applicable Standards:

EN IS0 18113-1:2011 EN I5018113-2:2011 EN 13612:2002
EN IS0 23640:2015 EN 13641:2002 ENISO 14971:2012
ENISO 15223-1:2016 EN ISO 13485:2016 EN 13975:2003

We, the Manufacturer, herewith declare with sole responsibility that our product/s
mentioned above meet/s the provisions of the Directive 98/79/EC of the European
Parliament and of the Comneil on In-Vitro Diagnostic Medical Devices.

We hereby explicitly appoint Wellkang Ltd t/a Wellkang Tech Consulting located at
Enterprise Hub, NW Business Complex,| Beraghmore Rd. Derry, BT48 8SE, N.
Ireland UK to act as our European Authorised Representative as defined in the
aforementioned Directive,

Signed on 0V A(Day)_ || {Month)of 2020. Place; Nanjing

Represented by: Zhang Shuwen

Signature (on behalf of the manufacturer) Z_JE‘j[ Shu wery

Full Name of authorized Slhw ang Shuwen
Position held m the com;z;my Tes

Company Seal/Stamp:
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Medicines & Healthcare products
Regulatory Agency

MHRA

MHRA

10 South Colonnade
Canary Wharf
London

E144PU

United Kingdom

Our Ref:IVD000560

Dr Edward Wang
Wellkang Ltd

16 Castle Street
Dover

Kent

CT16 1PW

20 March 2020
Dear Dr Wang

IN VITRO DIAGNOSTIC MEDICAL DEVICES REGULATIONS 2002: REGULATION 44
of of In-Vitro Di: ic Medical Devices
and devices for Performance Evaluation

Thank you for informing the Competent Authority of the change to the original notification dated (date the
registration was registered); Manufacturers Name:- Liming Bio-Products Co Ltd located at Manufacturers
Address:- No.12 Huayuan Road Nanjing, Jiangsu, China 210042 for whom you are acting as the
authorised representative and for supplying the medical device information.

The to your regi: ion has been based on your declaration that you have

determined that the devu:e(s) fall within the definition of “in vitro diagnostic medical device”, and that

you have classified it/them correctly taking into account the intended purpose(s) and mode(s) of action.

In accepting your registration, | should make clear that the Competent Authority does not examine each
and cannot and does not ily these deter

Neither does this letter represent any form of accreditation or app by the UK Comp Authority.

Your registration is based upon your declaration on the RG3 form and means that you should now be operating
under the In Vitro Diagnostic Medical Devices Directive and the 2002 Regulations for the products you asked
us to register, by fully complying with the essential requirements, CE marking those products or labelling them
as such.

If you stop placing devices on the market or if you are not plying with the ions you should
inform us as required by the Regulations. You should be aware that it is an offence to place on the
market CE marked devices that do not comply with the Regulations.

The information you provided has been recorded against the reference number shown at the top of this letter,
which we ask you to quote in all future correspondence and communications.

Please inform us of any changes to:

the company information

additional generic groups of devices or, for Annex Il or Self-Test devices, additional devices
discontinuation of a generic group of devices or, for Annex Il or Self-Test devices, discontinuation of
devices



% CEF

Medicines & Healthcare products
Regulatory Agency

Please use RG3, the Registration form, to tell us about any of these changes. A ee of £70 is payable for each
change or set of changes notified.

Thank you for registering the following generic groups of devices
1. Part 5: IVDs which are not Annex Il and not self-test devices

For reagnets, reagent products, calibration and control materials:
group by i istics and/or analy

3.

4.

5.

6. New products:
7. None
8.

9.

For performance evaluation:

10. None

11.

12. Neither:

13. HSV Antigen

14. Gonococcal Antigen Detection

15. Candida albicans
16. Other Parasitology

17. Other Bacteriology Rapid Tests
18. Rotavirus
19. Adenovirus

20. Other Multiple Viruses

21. H. Pylori Antibody Assays
22, H. Pylori Antigen Detection
23, Strep B - Rapid Test

24, Human Papilloma Virus

25. Strep A - Rapid Test

26. Haemoglobin (Hb)

27. Procalcitonin

28. Salmonella Antigen Detection
29, Salmonella Antibody Assays
30. Legionella Antibody Assays

31. Other Mycology Immunoassays

32, Other Specific Proteins Rapid Tests

33. Other Indivit and Speci r RT & POC
34. Coronavirus

35. Coronavirus - NA Reagents

36.

37.

38. For other IVDs, group by appropriate indications
39.

40. New products:

41. None

42.

43. For performance evaluation:

44. None

45.

46. Neither:

47. None

48.

49.

50. Part 6: IVDs which are Annex Il or self-test devices
51.

52. For reagnets, reagent products, calibration and control materials:

ConfRivd7 Vers 3 Sept 2008
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Medicines & Healthcare products

Regulatory Agency
53. group by i istics and/or analy
54,
55. New products:
56. None
57.
58. For performance evaluation:
59. None
60.
61. Neither:
62, None
63.
64.
65. For other IVDs, group by appropriate indications
66.
67. New products:
68. None
69.
70. For performance evaluation:
71. None
72.
73. Neither:
74. None
75.

If you have any queries regarding your registration, please do not hesitate to contact us.

Yours sincerely

H\ el e

/

Malcolm Ridgway
Data Integrity Support Officer

ConfRivd7 Vers 3 Sept 2008
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Regulatory Agency

1 Sowth Cobonmade
Canary Wiharl'
Leadon

El4 4PU

United Kingdom

a4 () 240 S0 G000
gov.akimb

Wellkang Ltd

Enterprise Hub, NW Business Complex
1 Beraghmore Road

Derry, Northern Treland

BT48 §5E

United Kingdom

09 December 2020

Dear Edward Wang

We are pleased to confirm that the application to register or update an existing registration for the following
manufacturer, which you submitted on 049 Dy ber 2020 has been revi |

Application reference: 2020120901188535

Manufacturer organisation: Nanjing Liming Bio-Products Co., Ltd.
Address:

No.12, Huayuan Road,

Nanjing, Jiangsu

210042

China

Manufacturer registration stamus: Registered

Device(s):



CE wMIE

GMDN term MHRA comment

G47R7 - SARS-CoV-2 antigen IVD, kat,
immuncchromatographic test (1CT), rapid

Please note this letter docs tiot any form of acercditation, ¢
Authority,

ation or approval by the UK Competent

1 you stop placing devices on the market or if you are not complying with the Regulations you should inform us so
that we can amend our records. You should be aware that 1115 an offence to place on the market CE marked devices
that do not comply with the regulations.

Please inform us of the following chargeable changes:
1. company/organisation information e.g. name and address
1. additional devices (GMDN code or term)

Please also use the Devices Online Registration Database (DORS) 10 tell us of the following changes e.g, removal!
discontinuation of a device (GMDN) or product from your registration record, change of confact person, telephone
raenber and'or email address, for which payment of our stamtory fee does not apply,

Please note that the rame and address of E and auth, i ives and their devices that have
been regi d will he published on our Public Avcess l)nl.ahnsr (PARD]). This applics to non-in vitro
diagnosric devices only,

The aeeount numher for your company/organisation is 0000011119,

Yours sincerely,

Ngozi Onyeukwu
Device registeations serviee

Digviges division
MHREA
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16/12/2020, 13:00 '1,

Dear Edward Wang,

(Fh /A RRA/ T R BAR FR = B iR 7))

We are pleased to confirm that the application to register or update an existing
registration for the following manufacturer, which you submitted on 10 December
2020 has been reviewed:

Application reference: 20201270017 188589

Manufacturer organization: Manjing Liming Bio-Froducts Co., Ltd.
Address:

Mo.12, Huayuan Road,

Manjing, Jiangsu

270042

China

Manufacturer registration status: Registered

Device(s):

MHRA

GMDMN term Status SrRnraeE

A7922 - Multiple respiratory
virus nucleic acid IVD, kit, Registered
nueclelc acid technigque (NAT)

Please note this email confirmation does not represent any form of accreditation,
certification or approval by the UK Competent Authority.

If you stop placing devices on the market or if you are not complying with the
Regulations yvou should inform us 2o that we can amend our records. You should be
aware that it is an offence to place on the market CE marked devices that do not
comply with the regulations.

Please inform us of the following chargeable changes:

- 1 infor i e.g. name and address
- additiurlal devices (GMDN code or term)

Please also use the Devices Online Registration Database (DORS) 1o tell us of the
following changes e.g. removal/discontinuation of a device (GMDN) or product from
your registration record, change of contact person, telephone number and/or email
address, for which payment of our statutory fee does not apply.

Please note that the name and address of manufacturers and authorised
representatives and their devices that have been registered will be published on ocur
Public A ; ation Datab (PARD). This applies to non-in vitro diagnostic
devices only.

To see full details of this registration you will need to gign into your account.

The account number for your company/organisation is 0000011119, Keep a record
of this.

Remember: do not share your account details and keep them safe,
MHRA won't accept responsibility for any unauthorised access to your account.

Please do not respond directly to this email address, The originating emall account is
not monitored,

Yours sincerely,

Device registrations service

Devices division

MHRA

10 South Colonnade, Canary Wharf, London, E14 4FPU
D20 20807272
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b 2 MHRA Device registrations service - Nanjing ~_Liming~_ ~_Bio~_-P...

10/12/2020, 12:50 CE_LAiE

Dear Edward Wang,

(BB /RIEA/ B HUR = Bl )
We are pleased to confirm that the application to register or update an existing
registration for the following manufacturer, which you submitted on 10 December
2020 has been reviewed:

Application reference: 20207121007 188588

Manufacturer organisation: Manjing Liming Blo-Products Co., Ltd.
Address:

MNo.12, Huayuan Road,

MNanjing, Jiangsu

210042

China

Manufacturer registration status: Registered

Device(s):

MHRA
GMDM term Status cominent
84770 - Multiple respiratory
wirus antigen IVD, kit,
Iimmunochromatographic test
(ICT), rapid

Registered

Please note this email confirmation does not represent any form of accreditation,

pRroval by the UK Competent Authority.

If you stop placing devices on the market or if you are not complying with the
Regulations you should inform us so that we can amend our records. You should be
aware that it is an offence to place on the market CE marked devices that do not
comply with the regulations,

Please inform us of the following chargeable changes:

= % infor e.g. name and address
= additional devices (GMDM code or term)

Flease also use the Devices Online Registration Database (DORS) to tell us of the
following changes e.g. removal/discontinuation of a device (GMDN) or product from
your registration record, change of contact perscon, telephone number and/or email
address, fTor which payment of our statutory fee does not apply.

Please note that the name and address of manufacturers and authorised
representatives and their devices that have been registered will be published on our
Public ation b (PARD). This applies to non-in vitro diagnostic
devices anly.

To see full details of this registration you will need to sign into your account.

The account number for your company/organisation is 0000011119. Keep a record
of this.

Remember: do not share your account details and keep them safe.
MHRA won't accept responsibility for any unauthorised access to your account.

Please do not respond directly to this email address. The originating emalil account is
not monitored.

Yours sincerely,
Device registrations service
Devices division
MHRA
10 South Colonnade, Canary Wharf, London, E14 4aPU
020 30807272
gistratiens@mbhra.gov.uk

Thi= email and any files transmitted with it are confidential. If you are not the
intended recipient, any reading, printing, storage, disclosure, copying or any other
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Medicines & Healthcare products

Regulatory Agency
Medicines & Healthcare products
Regulatory Agency
10 South Colonnade
Canary Wharf
London
E14 4PU
United Kingdom
+44 (0) 20 3080 6000
gov.uk/mhra
‘Wellkang Ltd
Enterprise Hub, NW Business Complex
1 Beraghmore Road
Derry, Northern Ireland
BT48 8SE

Northern Ireland, United Kingdom

05 November 2021

Dear Edward Wang

We are pleased to confirm that the application to register or update an existing registration for the following
manufacturer, which you submitted on 28 October 2021 has been reviewed:

Application reference: 2021102801220197

Manufacturer organisation: Nanjing Liming Bio-Products Co., Ltd.
Address:

No.12, Huayuan Road,

Nanjing, Jiangsu

210042

China

Manufacturer registration status: Registered

Device(s):



CEIEH (FrE hFHLIF)

GMDN term Status Comment

65441 - SARS-CoV-2 total/neutralizing antibody
IVD, kit immunochromatographic test (ICT). Registered
rapid

Please note this letter does not
Authority.

any form of acc ion. certification or approval by the UK Competent

If you stop placing devices on the market or if you are not complying with the Regulations, you should inform us
so that we can amend our records. You should be aware that it is an offence to place on the market UKCA or CE
marked devices that do not comply with the regulations.

Please inform us of the following chargeable changes:
1. company/organisation information e.g. name and address
2. additional devices (GMDN code or term)

Please also use the Devices Online Registration Database (DORS) to tell us of the following changes e.g. removal/
discontinuation of a device (GMDN) or product from your registration record, change of contact person, telephone
number and/or email address. for which payment of our statutory fee does not apply.

Please note that the name and address of manufacturer, UK Responsible Person or Authorised Representative
(Northern Ireland only) and devices that have been registered will be published on our Public Access Registration
Database (PARD).

The account number for your company/organisation is 0000011119.

Yours sincerely,

Ngozi Onyeukwu
Device registrations service

Devices division
MHRA



Bren temuatica Dispastiv medicl | Archivio Banche dat

A Miniiitse HEMEBENRERFERE

M Stampa | B Scarica | datset
Elenca del diipotithd medicl

Criter! & rioeec:

Oeversrarione (ibreste:

Codhen frscale Inbbreate:

Partica 1A J 6T rusber fibbricame:

Cothow marione {abbrizants:

Deromirarione mandatiie:

Codhen facale mandataic:

Pt 1 J 68T runser mandintiri;

Codce marione masdatarie:

Tisotaga dspesitivee

Verificativ & reglstraione sttritte dal sistema BO/RDM: 2048745
Codhee sttrbuita dal fabbrcamie:

Fare commenclale & modele:

Classifiexzione (M0

Descrichane (M40

Clnsse CF {radida s ger dhapasitivl medic & classe, imglastatsli st & VD IND - Altve tipo dl VD
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Elenco dei dispositivi medici

Criteri di ricerca:

Denominazione fabbricante: liming bio

Cadice fiscale fabbricante:

Partita VA / VAT number fabbricante:

Codice nazione fabbricante:

Denominazione mandatario:

Codice fiscale mandatario:

Partita VA ¢ VAT number mandatario:

Codice nazione mandatario:

Tipologia dispositiva:

Identificativo di registrazione attribuito dal sisterna BD/RDM:
Cadice attribuito dal fabbricante:

Mome commerciale e modello:

Classificazione CHD:

Descrizione CHD:

Classe CE {valida solo per dispositivi medici di classe, impiantabili attivi e IVD):

Elenco dispositivi individuati

Dati aggiornati al:31/10/ 2020

DISPOSITIVO MEDICOSASSEMBLATO FABBRICANTE/ASSEMBLATORE
IDENTIFICATIVO DI ATA FIRE PARTITA
TIFGLOGIA ISCRITTO AL COBICE ATTRIGUITE DAL NOME EOMMERCIALE £ CLASSE  DATA PRIMA RUBLS COBICE
<HD AMISSIONE IN DENOMINAZIONE VANVET  HAZIONE
ATORE MODELLC CE PUBBLICAZIONE AZIENDA FISCALE
BD/RDM COMMEREID HUMBER
o - | toang o
WRS10301 - : |
STRONGSTER) NEISSERIA Altre FABBRICANTE | PRODUCTS CO., [=3
Dispositiva TITT 5 So00e0 GONDCGEEHI, REZERCA LAITLLHNE i
GOMORRHOEAE AHTIGEN RAPID P tipe i
L] IANDATARIG | WELLIANG LTD GuTamaaT | e |
o - | LMING B
R . s CANDEA ALBICANS ANTIGENE | WOIDSOG030L - CAMDIDA | Altro P FABDRICANTE | PROGUCTS CO., L
o RAPID TEST ALBICANS tipe o Lo
WO MANDATARIC | WELLKANG LTD D4740028T 6B
WIHOSI9045% - TEST wo - LIMING B3O
Drispositl 1hB614E 5 SO0040 b S RARIALIS RAPIDI PER Al IO SME FARBRICANTE PRODUCTS CO. (=]
r tris | "
i ANTIGENE TEST RAFIDO
PARASSITOLOGH - TR | tipo o o

Cila IO, 16
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i ] .
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CANDIDA WO - v - | LG B0
Dispositi 68T 5 00080 SEHEATE] i TS 022018 T G, )
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o | Liing g0
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= e, i | PROBUCTS CO, o
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CHIMICA CLINICA - ALTRI | tipe |
B Test |
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Provisional Authorisation for COVID-19 Tests
Applicant SK BIOTECH PTE. LTD.

Name of test Liming Bio StrongStep® System Device for SARS-
CoV-2 Antigen Rapid Test

Intended purpose (As per monufocturer’s The StrongStep@System Device for SARS-ColV-2

information for use) Antigen Rapid Test is o rapid
immunachromatogrophic assay for the
detection of SARS-CoV-2 virus Nudeacapsid
Protein antigen in human Nosal/Oropharyngeal
swab collected from individuals who are
suspected of COVID-19 by their healthcare
pravider within the first five days of the anset of
symptoms, The assay (s used as an aid in the
diagnosis of COVID-19,

Date of Provisional Authorisation 25 February 2021

Provisional Authorisation for Covid-19 Test
Health Sciences Authorlty
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Piven BEREAsA PERANTI PERUBATAN
Medical Device Autharity
KEmEnTenies Kessatan ML

Ministry of Health Malaysiz

s 6, Prima 9, Prima Averme 1|, Tel: (+602)8230 0300

Blok 3547, Persisran Apet, Faks: [+603|82300200

63000 Cyberjaya, Selangar Portat Rasmi: www.madagov.my
Malaysia, Emall; mdb mda gav.my

Ref, No. : { 27 ) dim. MDA.60D-3/1/12 Jid 83
Date  : 1 September 2021

INTERSCIENCE SDN BHD

2, Jalan Sg Kayu Ara 32/38,
Berjaya Industial Park,

40460 Shah Alam, Selangor.
{attention t : Mr Tan Nam Kwang)

Dear Sir,

NOTIFICATION ON IMPORTATION/SUPPLY OF MEDICAL DEVICES FOR SPECIAL ACCESS UNDER
THE MEDICAL DEVICE (EXEMPTION) ORDER 2016 :

- Medical Device Name © SwongStep SARS-Col-2 Antigen Rapid Test
- nasopharyngealjoropharyngeal samples

- Manufacturer : Naniing Liming Blo-products Co, Ltd,
o 12 Huaywan Road 210042 Manjing, Jiangsu China

'With regards to your notification dated 30 November 2020, 1 wish to Infarm you on the decsion made by the
Expert IVD Evaluation Committee en 11% March 2021 to your application is as follows:
Recommended for Use,

2 Therefore, for the purpose of issuance of Spedial Access Letter, you are kindly requested to provide
us with the required information as follows:

i, Completed Special Access Route B Form (with the information on Section B, Medical
Practitioner Detalls);

ii, Customer Order Form ({signed and stamped by the Public or Private Pathology
Laboratory/Hospital) who is requesting the supply of COVID-19 Detection Kits during COVID-
19 outbreak,

3 This letter DOES NOT CONSTITUTE AN APPROVAL for the product and shall not be used for the
purpase of promoting or advertising the product,

Yours Sincerely,

Thank you,

Medical Device Autharity
Ministry of Health Malaysia



KEMENTERIAN KESEHATAN REPUBLIK INDONESIA
' DIREKTORAT JENDERAL KEFARMASIAN DAN ALAT KESEHATAN
. Jalan H.R. Rasuna Said Blok X-5 Kaviing 4 - 9 Jakarta 12950 é

Telepon : (021) 5201590 Pesawat 2029, 8011
Faksimile : (021) 52964838 Kotak Pos : 203 GERMAS

Bl 1 IR BU{S B JE FDAVE i Uk

1 Menteri K 1 R.I Nomor 62 Tahun 2017 Tentang Izin Edar Alat Kesehatan,
Alat Kesehatan Diagnostik In Vitro Dan Perbokalan Kesohatan Rumah Tangga dengan ini diberikan
persetujuan untuk diedarkan dengan :

NOMOR IZIN EDAR

ALAT KESEHATAN

KEMENKES RI AKL 20303024804

Nama Dagang / Merek : STRONGSTEP® SARS-CoV-2 Antigen Rapid Test
Kelompok / Kelas Resiko ~ :  Diagnostik In Vitro / B

Kategori Produk :  Peralatan Imunologi dan Mikrobiologi

Sub Kategori :  Pereaksi Serologi

Jenis Produk :  Respiratory viral panel multiplex nucleic acid assay
Tipe / Ukuran :  Ref. No. 500200

Kemasan : Dus, Kit, isi 20 tes cassette

Nama Produsen / Pabrikan :  NANJING LIMING BIO-PRODUCTS CO., LTD., China
Nama Pendaftar :  PT. SANSICO NATURA RESOURCES, DKl Jakarta

Atas dasar lisensi dari i o=

Ketentuan
1. Persetujuan ini adalah Persetujuan Izin Edar Dimasa Darurat Covid-19, berlaku sampai dengan
25 Agustus 2021 (1 Tahun).
2. Waijib menyampaikan laporan berkala dan laporan jika ada kejadian yang tidak diinginkan akibat

penggunaan Alat Kesehatan tersebut di atas sesuai ketentuan berlaku.

3. Persetujuan Izin Edar Dimasa Darurat dapat diperpanjang jika tidak ditemukan kejadian tidak
diinginkan pada pemakaian.

4. Kementerian Kesehatan berhak meninjau atau mengevaluasi aspek keamanan, mutu, dan
kemanfaatan apabila ditemukan bukti baru terkait Alat Kesehatan yang diterbitkan izin edarnya.

5. Apabila dikemudian hari ada pihak lain yang berhak atas merek dan/atau keagenan produk
tersebut, pendaftar bersedia mengembalikan izin edar.

6.  Penandaan dan informasi produk yang terlampir merupakan bagian yang tidak terpisahkan dari
persetujuan izin edar ini.

7. Apabila di kemudian hari terdapat kekeliruan, maka persetujuan izin edar ini akan ditinjau
kembali.

Jakarta, 25 Agustus 2020

[ Ditandatangani Secara Elektronik Oleh
KEMENTERIAN

KESEHATAN " Dreurknd

DirkturPendaian At esehatan dan PIRT

REPUBLIK
‘ INDONESIA D1, [GM. Wirabrata, Apt

NIP 19751206 2003121001

Catatan:
- UU ITE No 11 Tahun 2007 Pasal 5 ayat 1

Informasi Elektronik dan/atau Dokumen Elektronik dan/atau hasil cetaknya merupakan alat bukti hukum yang sah
- Dokumen ini tefah secara elektronik sertifikat elektronik yang diterbitkan BSTE.




AL SR ARG 1D oo % o AHIE

L& mnascm Jetanira del Departamento de Requlaciin y control de I‘arrnou:utms ¥ Afines, en vista def dictamen
favorable emitide por fa Unidad de i Sanitarias, y con ‘ para el Control Sanktario de los
Medicarmentos y Productos Afines | de fecha 20 de Ocubre de 1,999

MINISTERIO DE SALUD PUBLICA Y ASISTENCIA SOCIAL d’
DIRECCION GENERAL DE REGULACION, VIGILANCIA Y CONTROL DE LA SALUI

CERTIFICA

QUE HA QUEDADD INSCRITO EL PRODUCTO

|IM‘I'08 DE LA INSCRIPCION SANITARIA:

TIPO OE AFIN: EXPEDIENTE: Wo INSCRIPGION:

oo G s LT
DIAGNCSTICO

SERIE: 0210972020 RESOLUCION: 03/09/2020 VENCE: 02/09/2025 PROCESO OBP
DATOS DEL PRODUCTO:

NOMBRE:

STROWGSTEPH SARS COV-2 FRUESA RAPLDA DE ANTIGENO | STRONGSTEPD SARS CON-2 ANTIGEN RARID TEST

LABORATORIO FABRICANTE
NANIING LIMING BIO-PRODUCTS CO. LTD
PRODUCIDS PARA:

TECWOIMPLANTE

PAS DE ORIGEN:

REPRESENTANTE EN EL PAiS:
CHTA

FRANCISCO JOSE ORELLANA ALEIOS
DISTRIBUIDO POR:

1 TECHOLOGIA IMPLANTABLE SOCIEDAD ANONIMA

[paTos TEcnicos DEL PRODUCTO:

PRESENTACION ¥ ENVASE

CAJA DE CARTON CONTENIENDD 20 PRUEBAS RAPIDNS DE ANTIGEND SARS-COVE BN EMPAQLUE DE ALUMINIC: DOS FRASCOS GOTERD VIAL
JCON TAMPON D€ EXTRACCION. 20 TUBCS DE EXTRACTION, 20 HISOROS EN EMPACUE INDIVIDUAL E INSERTO. (REF; SULRGL

FORMA COSMETICA: LY

vis DE ADMINISTRACION: CONDGIGION DE VENTA:

Tl EXCLUSIVO LABORATORID CLINICD
EXTENSIONES:
e
L 1
DISTRIBUIDORES ADICIONALES

wiDa O7IL EN MESES:

53
[DATOS DEL PROFESIONAL RESFONSABLE:

NOMBRE DEL PROFESIONAL:
CLALDEA LOREMA RODRIGUEE RAMIRED

NUOMERG DE COLEGIADD: PERTENECIENTE AL COLEGID DE:

3,014 COLEGIO DE FARMACEUTICOS ¥ QUIMICOS DE GUATEMALA

IMPORTANTE: La inscripoitn el praducts sutorizade, podra cancelado ¢ el ey de los andksis enel
Laberateric Madonal oe Salud, demuestre que nao comesponde a la Mrmla cuali-cuankitstiva con que fue inscritn o uutﬂoicne a5 wndooresdc
cakdad indispensaties para este tipo de producios, ¥ oom propetaro yo fegal y

chigadas a retiraro del mercado en un tiempa de ouince das.

Lioe ireresacos ra podran hacer uso dal nombre de k Dircocdn General de Regulacidn, Vigilancia y Conbrol de

Guatemals, 02 segembre, 2000

R 0




iR IR FTIR ZANMATIAE

“2020 - ANO DEL GEMERAL MANUEL BELGRANO"
Ministerio de Salud
Secretaria de Calidad en Salud
AMNMAT.

AUTORIZACION PARA LA IMPORTACION DE PRODUCTOS PARA DIAGNOSTICO DE USO
IN VITRO NO REGISTRADOS DE BAJA COMERCIALIZACION DISP, 2675/99 ART. 6°

ANEXO

DATOS DEL SOLICITANTE
Razén Social: ALCAT S.A.
M® de Inscripcidn: 1680

Dirgcoion: INGENIERO EIFFEL 4180 ,PARTIDO DE MALVINAS ARGENTINAS, EL
TRIANGULO BUENOS AIRES
Teléfono: 011-15-2461-2223

DATOS DEL PRODUCTO
MNombre del producto: StrongStep® Sars-CoV-2 Antigen Rapid Test

Indicacion de uso: El StrongStep® SARS-CoV-2 Antigen Rapid Test es un ensayo
inmunocromatografico rapido para la deteccion del antigeno COVID-19 del virus SARS-
CoV-2 en en la nasofaringe humana

El ensayo se utiliza como ayuda en el diagnostico de COVID-19,

Descripcion; El StrongStep® SARS-CoV-2 Antigen Rapid Test emplea una prueba
cromatografica de flujo lateral. Los anticuerpos conjugados con latex (Latex-Ab)
correspondientes a SARS-CoV-2 se inmovilizan en seco al final de tira de membrana de
nitr ful Los pos del SARS-CoV-2 se unen en la zona de prueba (T) y la
biotina-BSA se une en la zona de control (C). Cuando se agrega la muestra, migra por
difusion capilar rehidratando el conjugado de latex. Si estan presentes en la muestra, los
antigenos del SARS-CoV-2 se uniran a las particulas formadoras de anticuerpos menos
conjugados. Estas particulas continuaran migrando a lo largo de la tira hasta la Zona de
Prueba (T} donde son capturadas por los anticuerpos del SARS-CoV-2 generando una
linea roja visible. Si no hay antigenos del SARS-CoV-2 en la muestra, no se forma una
linea roja en la zona de prueba (T). El conjugado de estreptavidina continuara migrando
solo hasta que sea capturado en la Zona de Control (C) por la agregacién de Biotina-BSA
an

Pagina 1 de & Phging 1 5

El prasants il AR s TG da 1 Lay N* 75 50R, 6l Mecraln N- PRARFOOZ v al Dacrea N° 7552003 -




Republic of the Philippines
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DIREKTORAT JENDERAL KEFARMASIAN DAN ALAT KESEHATAN L
Jalan H.R. Rasuna Sakd Blok X-0 Kavling 4 - @ Jakarta 12950
Telepon - (021) 5201580 Pessawat 2029, 811 =
Fakeinide - (021) 52054836 Kolok Pos © 203 GERMAS

' KEMENTERIAN KESEHATAN REPUBLIK INDONESIA

B R LM L 5RIR EN R FDAEME
@ Menter Rl Momor 62 Tahun 2017 Tentang Izin Edar Alat Keschatan,
At Oi ke In Witen Dan Rumah Tanggs dengan ini diberikan

persetujuan untuk diedarkan dengan :

MOMOR 1ZIMN EDAR

ALAT KESEHATAN

KEMENKES RI AKL 20303120549

Mama Dagang / Merak ! STRONGSTEPE® SARS-CoV-2 Antigen Rapid Test
Kelompok / Kelas Resiko : Diagrostik In Viro [ B

Hategari Produk i alatar i dan

Sub Kategori { Pereaksi Sedologi

Jenis Produk :  Respiratory viral panel muliplex nucleic acid assay
Tipe / Ukuran ¢ Retf. No. 500210

Kemassn : Dus, kil, isi 20 tes

Harna Produsen  Pabrikan. @ NANJING LIMING BIO-PRODUGCTS GO LTR,, China
Mama Pendaftar 1 PT. SANSICO NATURA RESOURCES, DKI Jakarta

Atas dasar lisensi dari B«
Hatentuan
1. Parsetujuan ini adalah Persetujuan izin Edar Dimasa Darurat Covid-19, berlaku sampai dengan
22 Janwari 2022 (1 Tahun}.
2. Waljib menyampalkan laporan Derkala dan laporan ks ada kejadian yang tidak diinginkan akibat
penggunaan Alat Kesehatan tersebut di atas sesuai ketentuan berlaku.
3. Perselujuan |zin Edar Dimasa Darural dapal diperpanjang jika tidak ditemukan kejadian lidak
diingirkan pada pemakaisn.
4. i baerhak inj: atau i aspek . mutu, dan
kemanfaatan apabila ditemukan bukti baru torkait Alat Kesehatan yang diterbitkan izin edamya.
6. Apabita dikemudian hari ada pihak lain yang berhak atas merek dan/atau keagenan produk
tersebut, bersadia izin edar.
-3 Penardaan dan informasl produk yang terlampir merupakan baglan yang tidak tarplsahkan darl
persatujuan izin adar ink,
7. Apabita di kemudian hari terdapal kekeliruan, maka persetujuan izin edar ini akan ditinjau
kembali.

Jakarta, 24 Januari 2021
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REPUBLICA FEDERATIVA DO BRASIL
MINISTERIO DA SAUDE
AGENCIA NACIONAL DE VIGILANCIA SANITARIA
GERENCIA GERAL DE TECNOLOGIA DE PRODUTOS PARA SAUDE
CERTIFICADO DE PRODUTO

Agéncia Nacional de Vigilincia Sanitaria, vinculada ao Ministério da Salde,
CERTIFICA que o produto abaixo indicado, é fabricado de acordo com as leis vigentes no
Brasil, com a sua venda autorizada em todo o Territrio Brasileiro.

RAZAO SOCIAL: EQUILIBRIO COMERCIO DE PRODUTOS FARMACEUTICOS EIRELI
CNPJ: 05.215.461/0001-03
ENDEREGCO: SHCGN CR QUADRA 714/715, BLOCO D, LOJA 40, PARTE SUBSOLO

CEP: 70761-640

NOME TEGNICO CORDNAVIRUS

NOME COMERCIAL StrongStep® System Device for SARS-CoV/-2 Antigen Rapid Tast

CLASSE DE RISCO [T~ Classe 1TT: produtos de alto nsco ao NAVGUD & oU MEdio 560 4 satde
pliblica

FABRICANTE LEGAL NANJING LIMING EI0-FPRODUCTS CO., LTD - CHINA, REFUELICA POPULAR
- Fabricar

REGISTRO N° 20583510016

DATA DO REGISTRO 08/03/2021

VALIDO ATE 0B103/2031

MODELO COMERCIAL:

20 dispositivos de teste embalados individualmente; 20 pacotes de swabs (2 swabs/pacote); 1
estagdo de trabalho; 1 instrugdes de uso

Documenta emitide eletronicamente ds: 17:00:07 do dia 26/03/2021 (Hora e data de Brasllia - DF}

Cadige de contrale do comprovante: 916C. AAET EFB4 ESTF 584F FEDT.157A BE28.BBF1.0CCE

Conforme §2°, Art. 6", RDC n® 27 de 15 de maio de 2013, qualquer alteragdo ou inclusfio pds-registro ou pés-
cadastro deferida que altere as informagdes do documento emitide, tornd-lo-a invalido.

Verifique a autenticidade deste documente no enderego: hitpiwwew.anvisa gov brivalidacertificadogatps
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Guidance

Outcome of the evaluation of rapid

diagnostic assays for specific SARS-CoV-
2 antlgens (lateral flow devices)

s Ot of the ewaluation of rapd dagrosiic sssays for speciic SARS-Cal-2 aniguns {latera flow devioes| - GOVUK
Lateral flow device Status :::;::;mon
e el b ] . Pass | 13 November 2020
e Y R TR o ) Pass . 10 March 2021
LS B T Pass | 21 May 2021
e el P ol B R Bl il i Pass | 11 September 2020
Liming Bio StrongStep SARS-CoV-2 Antigen Rapid Test . Pass . 2 March 2021

el R SR A LT

Ll IR Pass | 21 May 2021

A e | e | Pass | 5 February 2021

ey gy by T ey = Pass | 21 January 2021



Health Sciences Authority

11 Qutram Road Singapare 169078
Tel: 65 0213 0838 Fax; 65 6213 0740
Website: waw.hsa.gowsg
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H5A 600:36/01

01 March 2021

SK BIOTECH PTE. LTD.
COLEMAN STREET #10-06
THE ADELPHI

Singapore 179803

Dear M3 Too Wan Theng,
RE: STATUS OF SUPPLY OF MEDICAL DEVICES IN SINGAPORE

This letter serves to confirm that the following medical device product(s) have been issued Provisional

Authorisation (MOPA2020-179) for supply in Singapore and may be i fram Singap
No. | Device Name Intended Use
i Thc StrongStep@System Device for SARS-Col-2 Antigen Rapid Test is a
.
;umtnz:‘Bao StrongStep ic assay for the detection of SARS-CoV-2 virus
1 D::im for SARSCoV-2 Nudw:answ Protein antigen in human Masal/Qropharyngeal swab
Antigen Rapid Test collected from individuals who are suspected of COVID-19 by their
‘ml;':}' healthcare provider within the first five days of the onset of symptoms. The
assay is used as an aid in the diagnosis of COVID-19.
Product Owner: Nanjing Liming Bio-Products Co., Ltd.

MNa. 12 Huayuan Road, Nanjing,
Jiangsu, 210042
P.R. China.

Manufacturing Site(s): Nanjing Liming Bio-Products Co., Lid,
Mo, 12 Huayuan Road, Nanjing,
Jiangsu, 210042
P.R. China.
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SAHPRA #@itmsmiEEme = s

15 Park

South African 2 Flaor
Health Products Kirkness Road
Regulatory Autherity Arcaifia
el

Enguiries:  Medical Dewice Unit

Tei: K
Em) ' 1
Ref, Mo, MOF WSS
W Care Medi Products Pty Ltd Licence:  OODO1356MD_vi
373 Chief Albert Road
Pietermaritzburg
3200

Telephone number (033) 341 1522
E-mail address parma.naiki@gmail.com / parma.naik@vearemed.co.za

ATTENTION: hr PS Maik
Dear Sirf Madam,

RE: AUTHORISATION FOR THE SALE OF COVID-19 Antigen POINT-OF-CARE TEST KIT —
SARS-Cov-2 Ag test Rapld

Authorisation is hereby granted by the South African Health Products Regulatory Authanity [SAHPRA]),
in terms of Section 21 of the Medicines and Related Substances Act, 1965 (Act 101 of 1965), the
Medicines Act, to V Care Medi Products Pty Ltd | the holder of a lieence to manufacture andfor
distribute medical devices and invitro diagnostics {IVDs), issued in terms of Section 22C[1)k) of the
Medicines Act, to sell  StrongStep® SARS-CoV-2 Antigen Rapid Test subject to the conditions
provided below.

"PRODUCT NAME StrongStep™ SARS-CoV-2 Antigen Rapld Test
ORIGINAL MANUFACTURER Nanjing Liming Bio-Products Co., Ltd.
HOLDER OF LICENCE ISSUED ITQ | V Care Medi Products Pty Ltd

SECTION 22C{1)(B)

LICENCE NUMEER 00001356MD_vl

AUTHORISED ATIVE Mr P5 Naik

SECTION 21 REFERENCE NUMBER | MD21.202109/02

Section 21 of the Medicines Act enables SAHPRA to authorise any persen to sell during a specified
period ta any specified person o insti a quantity of any medical device or WD which is
not registered. Any medical device or IVD sold in pursuance of autharity granted under Section 21
may be used for such purposes and in such manner and during such peried as the SAHPRA may in
writing determine,
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Home(f) ¢ Annguncement [fannguncementhtml) ¢ SELF-TEST COMD-149 TEST KIT FOR COMDITIONAL APPROVAL [ARPROVED)

SELF-TEST COVID-19 TEST KIT FOR CONDITIONAL
APPROVAL (APPROVED)

saarch..

a

SELF-TEST COVID-19 TEST KIT FOR CONDITIONAL APPROVAL (APPROVED)
The list of Self-Test Covid-19 Test Kit that is approved for Conditional Approval based on the decision on the
consensus of the Cowid-19 Test Kit Expert committee is as follows.

Al test submissions are scored according to: -

= the manufacturer reported clinical and analytical performance evidence,

» the evaluation test results from testing facilities are according to the committee evaluation criteria set by Clinical
expert panels.

= Supporting Documents for COVID-19 WD Test Kits Canditional Approval,

The use of COVID-19 saif- test kit shall be limited for screening purpose only and all test results need further
confiemation using RT-PCR,

This test kit can be supplied by registered pharmacists or private healthcare facilities.

Below s the list of all tests that have been selected to date and the status is Conditional Approval (please note: list
is updated on a routine basis).

MNates:
*Sample type is based on testing facility evaluation report.
* Self Test Kit COVID-19 IS FOR SALE/ PURCHASE AT LICENSED PHARMACIES AND CLINICS ONLY

SAMPLE
TYPE

NO  COMPANY NAME PRODUCT NAME MANUFACTURER IDENTIFIER DETECTION

gl T U e O B -
g ey O 19 gy e bre g  datigan 2
P 0 ' UM 01 P Hem PeTTmery On (4, SEAD o

: P
it el P D sl
L]
- : P B e Sl i
DR WMNCWIloe focepelnails. RN R Gy
+ Temwmry BT P e g G a8 el
c =i
Mg HERolm iy T Gesgores Oecharyg ; il .
I Bugede L N !:-_.v“ Rk
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]
StrongStep® SARS-Coli-2  Nanjing Liming Bio- AET.K'H
24 Interscience Sdn Bhd  Antigen Rapid Test (Self-  Products Co, Ltd, PR, 500200 :S:?f Nasal swab
Test) China. test;

r 1-tees8-covid- 1 8- test kit-for-conditional-appraval aed, i 14
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StrongStep x Crazydoctor Premium SARS-CoV-2 Antigen Rapid Test (Nasal Swab)
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UUUATIIN keUFIUAIBAEY (Home use/Self-test)

A4a90579 Nasal swab

4 48 d s d a &
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Nanjing Liming Bio-Products Co., Ltd No. 12 Huayuan Road, Nanjing, Jiangsu, 210042 P.R. China
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StrongStep x Crazydoctor Premium SARS-CoV-2 Antigen Rapid Test (Saliva)
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WUUATIIN UBUALIUAIBABS (Home use/Self-test)

A9An579 Saliva

o 4% d o o “a 8
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Nanjing Liming Bio-Products Co., Ltd. No. 12 Huayuan Road, Nanjing, Jiangsu, 210042 P.R. China
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StrongStep x Crazydoctor SARS-CoV-2 Antigen Rapid Test (Nasal Swab)

Swanduaiedosilownme  SWARLAY 500200
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4 P s PN I o
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WUUATIIN UBURAIIUAI8ALLIBY (Home use/Self-test)

A9899579 Nasal swab
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Nanjing Liming Bio-Products Co., Ltd. No. 12 Huayuan Road, Nanjing, Jiangsu, 210042 P.R. China
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StrongStep x Crazydoctor SARS-CoV-2 Antigen Rapid Test (Saliva)

swauSuniedostiounmg  iaduen 500200

VUINVTTY 1M Inadaunenand

A e o : ad oo o o
Usziniiemsitladenisuensianie 'ﬁuﬂlwﬂﬂ’ﬁ’mﬂﬂﬂﬁﬂi{ﬁﬂﬂ UUURATIIAANTDY

WUUATIINT UBUFIUATEAULEY (Home use/Self-test)

A1an9a Saliva
d oot

WwilkaAedasl Susnsuszna

Nanjing Liming Bio-Products Co., Ltd. No. 12 Huayuan Road, Nanjing, Jiangsu, 210042 P.R. China
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Ministry of Health
Brunei Darussalam

COVID-19 RAPID TESTS KITS (ART)
AUTHORISED FOR USED IN BRUNEI DARUSSALAM.

The listed Covid-19 antigen rapid test kits that are recommended and authorized for use are based on the
evaluation done by Ministry of Health, Brunei Darussalam. The results of the evaluations are determined
according to the clinical and analytical performance of the test kits (sensitivity and specificity claimed by
the manufacturers), safety standards, quality and efficacy of the test kits.

Ministry of Health, through the Department of Laboratory Services will continue to update the list of
authorized Covid-19 rapid test kits in order to ensure the supplied antigen rapid tests kits are meeting the
required standards.

This list is updated as at 22 November 2021.

['No [ PrODUCTNAME | MANUFACTURER [ DETECTION| ~ SAMPLETYPE |
3, | StrongStep SARS-CoV- | Nanjing Liming Bio-product ien Nasal/
2 Rapid Antigen Test | Co.Ltd, China 8 Oropharyngeal




FIND EVALUATION OF SARS-
COV-2 ANTIGEN (AG)

DETECTING TESTS

SARS-CoV-2 antigens are shed as the virus replicates dunng actve infecton, and thus their detecton can be used
to diagnose current infection.
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EUROPEAN COMMISSION
DIRECTORATE-GENERAL FOR HEALTH AND FOOD SAFETY

e i Public health, country knowledge, crisis management
ik Health Security

RAFBI RN

MEIENERTERRERER
EU health preparedness:
A common list of COVID-19 rapid antigen tests;
A common standardised set of data to be included in COVID-
19 test result certificates; and
A common list of COVID-19 laboratory based antigenic assays

Agreed by the Health Security Committee

Common list of COVID-19 rapid antigen tests (Annex 1)

Agreed by the Health Security Committee on 17 February 2021.
First update: 10 May 2021; Second update: 16 June 2021; Third update: 7 July 2021; Fourth update:

14 July 2021; Fifth update: 23 July 2021; Sixth update: 20 October 2021; Seventh update: 10
November 2021; Eight update: 8 December 2021.

Common standardised data set to be included in COVID-19
test result certificates (Annex I1)

Agreed by the Health Security Committee on 17 February 2021.
An update to Annex I was agreed by the HSC on 19 March 2021

Common list of COVID-19 laboratory based antigenic assays
(Annex III)

Agreed by the Health Security Committee on 20 October 2021

Completed SARS- Included
Mintocurer | AATcommerctrame | PSUE210 okl pertomance ity 8| | T
Ll protein list since:
. scor. s 3619%, o s
g Ui ot S S 2y cotonbypol bt [Spatc9926% ot [ [Nastswab  [Desember
Sensitivity of 100% at Ct < 25; Manufacturer Nasal swab protein 2021
e 3926




Health Sciences Authority

11 Qutrasn foad Siagapore 165078
Tel: 05 6213 0838 Fax: 65 6213 0149
Website: www hia.govsy

M R PCRIEHT INSEHSAIME
28 July 2020

All Eights {Singapore) Pte Ltd

& Harper Road #03-02 / #0607,

Leang Huat Building,
Singapore 369674

Dear locelyn Koh,
RE: STATUS OF SUPPLY OF MEDICAL DEVICES IN SINGAPORE

This letter serves ta confirm that the following medical device product(s} have been issued Provisional
Authorisation (MOPA2020-101) for supply in Singapore and may be exported from Singapore.

No. | Device Name I ded Use

StrangStep® Novel This product is intended to be used 1o achieve qualitative detection of
Coranavinus (SARS-CaV-2) | SARS-CoV-2 viral RNA extracted fram nasopharyngeal swabs,
1 Multiplex Real-Time PCR. | oropharyngeal swabs, sputum and BALF from patients in association

Kit with an RNA extraction system and the designated PCR platforms listed
(500190} above, The kit is for use by lat trained p
Product Owner: Nanjing Liming Blo-Products Co., Lid,

No. 12 Huayuan Read, Nanjing, lisngsu,
210042 PR, China,
1 -
Manufacturing Site: Manjing Liming Bio-Products Co,, Ltd. & s
No. 12 Huayuan Road, Nanjing, liangsu,
210042 P.R, China,




2. The medical device product{s) may be supplied to the healthcare instituti private hospital

medical clinics or clinical laboratories licensed under the PHMC Act (Cap. 248) for use on their patients.

3. The medical device product(s) may be experted out of Singapore subject to the duties and obligations:
as stipulated in the Health Products Act and the Health Products (Medical Devices) Regulation 2010.

4, The confirmation above is subject to the manufam._lmr's activities conforming to the 150 13485
quality system.

#FEPCRIXF INRHSATAIE

Yours sincerely,

DR CHRISTOPHER LAM 2 J\“';_
SENIOR REGULATORY SPECIALIST &‘/ WS™he
For GROUP DIRECTOR 3

HEALTH PRODUCTS REGULATION GROUP
HEALTH SCIENCES AUTHORITY

Page 20f 2
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KEMENTERIAN KESE HATAN REF'UBLIK INDONESIA
DIREKTORAT JENDERAL KEFAI ALAT KESEHATAN
Jalan HR. Rasuna Said Biuk x 5 K:wllng 4 9 .lak.'ma 12950
Tetepon © (021} 5201590 Pesawat 2029, 5011

Fasksimile : (021) 52564530 Kotak Pos - 203 GERMAS
# 78 PCRER1SEN R FDAEAHIE
F Mentari Rl Momar 62 Tahun 2017 Tentang lzin Edar Alat Kesehatan,

Alat Kesehatan Diagnostik In Vitre Dan Perbekalan Kesehatan Rumah Tangga dengan ini diberikan
persetujuan untuk diedarkan dengan :

NOMOR IZIN EDAR
ALAT KESEHATAN

Rl AKL 20:
Nama Dagang / Mersk : Novel © {SARS CoV- 2) Multiplex Real-Time
PCR Kit (detection for three genes)
Kelompok / Kelas Resiko :  Diagnostik In Vitro / B
Kategori Produk ¢ Peralatan imunologi dan Mikrobiologi
Sub Kategori . Pereaksi Serologi
Jenis Produsg 1 Respiratory viral panel multiplex nuckeic acid assay
Tipa ! Ukuran i Ref. No. 500190
Kemasan : Dus, kit, isi 96 tes
Nama Produsen / Pabrikan  © NANJING LIMING BIO-PRODUCTS CO,, LTD, China
MNama Pandaftar i PT. SANSICO NATURA RESOURCES, DK Jakarta

Atas dasar lisensi dar o=

Hatenluan

Parsetujuan ini adalab Persetujuan Izin Edar Dimasa Darurat Covid-19. berlaku sampal dengan
14 Agustus 2021 (1 Tahun).

‘Waljib menyampaikan laporan berkala dan laporan jika sda kejadian yang fidak diinginkan akibat
penggunaan Alat Kesehatan tersebut di atas sesual ketentuan berlaku.

Parsetujuan Izin Edar Dimasa Darurat dapat fika tidak kejadian tidak
diinginkan pada pemakaian.
Kementerian Kesehatan berhak meninjau atau aspek mutu, dan

kemanfaatan apabila ditemukan bukti baru terkait Alat Kesehatan yang diterbitkan izin edamya.
Apabila dikemudian hari ada pihak lain yang berhak atas merek danfatau keagenan produk
tersebut, bersedia izin edar.

F dan produk yang bagian yang tidak terpisahkan dar
persetujuan izin edar ini.

Apabila di kemudian har terdapat kekeliruan, maka persetujuan izin edar ini akan ditinjau

Kkembail. Jakarta, 14 Agustus 2020
' Dapdaingane e Euireeh 090
KEMENTERIAN
&N i nderd
. ﬁw Doty Fesdaar Al Xesshaan das AET
‘ INDONESIA 90 Wk, At
I 1051205 200 oo

Catatan:
- UL ITE No 11 Tahun 2007 Pasal 5 ayat 1

Infarmast Elektrant danatau Dokumen Elekirenik daniatau hasi cetaknya merupakan alat bukll hukum yang sah
- Dokumen Ini tetah secan elektank serifikat slekbranik yang diterbitcan BSTE




INFORME TECNICO PARA LA EMISION DEL CERTIFICADO DE INSCRIPCION EN EL REGISTRO
SANITARIO DE DISPOSITIVOS MEDICOS DE FABRICACION EXTRANJERA

Fecha de elaboracion: 08/08/2020

De conformidad con el {los) analisis técnico (s) y legal realizados para la Emision del Certificado De Inscripcion
En El Registro Sanitario De Dispositivos Médicos De Fabricacion Extranjera, correspondiente a la solicitud Nro.
16823616202000000005P, ingresada el 26/05/2020, se emite el siguiente informe;

Datos del producto analizado

Nombre de producto: 22-339 Reacfivos/Kits para Ensayos de DIV, Ensayo Molecular, Infeccion,
Virus, Coronavirus del Sindrome Respiratorio Agudo Severo, RNA
Clasificacion: DIV DIAG UU GBVIR RIll
Fabricante: NANJING LIMING BIO-PRODUCTS CO,, LTD.
Solicitante: LEAL CHANTONG JOSE EDUARDO
Resultados

Andlisis Documental Técnico
Fecha de elaboracion de informe: ~ 2020-09-08 14:02:25
Técnico responsable del analisis: ~ RUTH ELISA ROLDAN RA«QS
Lider responsable del analisis: FERNANDO FABIAN JIMENEZ SALAZAR

Resultados del andlisis;  Aceptado

Conclusion:  Aceptado
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DIREKTORAT JENDERAL Ki KESEHATAN
Jalan H R, Rasuns Smd B\uk >< 5 Kavllnn 4 9 .Iukuria 12950
Tebepon ; (021) 5201580 Pesswal 2029, 5011
Faksimile | {021) 52864838 Kotak Pos - 203 GERBMAS

' KEMENTERIAN KESEHATAN REPUBLIK INDONESIA

T2 T B 1 3% BN JE FDAE 1T

Menteri Rl Memar &2 Tahun 2017 Tentang kzin Edar Alat Kesehatan,
Alat Kmhatan Diagnostik In Vitro Dan Perbekalan Kesehatan Ruman Tangga dengan ini diberkan
persetujuan untuk disdarkan dengan -

NOMOR IZIN EDAR
ALAT KESEHATAN

KEMENKES RI AKL 10204121343

Mama Dagang / Merek : STRONGSTEPS DNAIRNA Extraction Kit
Kelompok / Kelas Resiko 1 Diagnostik In Vitro [ A

Kategeri Preduk :  Peralatan Hematelogi dan Patalagi

Sub Kategori 1 Pereaksi dan Penyedia Specimen

Jenis Praduk ¢ General purpose reagent.

Tipe { Ukuran : REF: 504004

Kemasan © Box sl 100 dan 50 test

Nama Produsen / Pabrikan  © NANJING LIMING BIO-PRODUCTS €O, LTD, China
Nama Pendaftar i PT. SANSICO NATURA RESOURCES, DK Jakarta

Atas dasar ksensi dari ta
etentuan
1 Persetujuan izin edar berlaku sampai dengan 05 Februar 2023
2. Wajib menyampaikan laporan berkala dan laporan jika ada kejadian yang tidak dinginkan akibat
penggunaan Alat Kesenatan tersebut di stas sesusi ketentuan berlaku,
3. Apabila dikemudian har ada pihak lain yang berhak atss merek dan/atau keagenan produk
tersebut, i@ e izin edar.
4. dan i i produk yang i bagian yang tidak terpisahkan dari
persetujuan izin edar ini
5. Apabila gi kemudian hari terdapat kekelifuan, maka persetujuan izin edar ini akan diinfau
kemball.

Jakarta, 13 Maret 2021

[
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Catatar:
ULITE Mo 11 Tahun 2007 Pasal 5 ays 1
Enfarmasi Elekaronik darita: Dokisnsn Elskirenik daniatay Rasi cotakn s marpakin 9161 BUkE DUk yang e
Dikumen ini tetah gani pecara elektranc wertifikat elekironik yang ditsrbitcan BSrE




FEPCRE FANVISATAIE

REPUBLICA FEDERATIVA DO BRASIL
MINISTERIO DA SAUDE
AGENCIA NACIONAL DE VIGILANCIA SANITARIA
GERENCIA GERAL DE TECNOLOGIA DE PRODUTOS PARA SAUDE

CERTIFICADO DE PRODUTO
Agéncia Nacional de Vigildncia Sanitéaria, vinculada ao Ministério da Sadtde,
CERTIFICA que o produto abaixo indicado, é fabricado de acordo com as leis vigentes no
Brasil, com a sua venda autorizada em todo o Territério Brasileiro.

RAZAO SOCIAL: EQUILIBRIO COMERCIO DE PRODUTOS FARMACEUTICOS EIRELI

CNPJ: 05.215.461/0001-03

ENDERECO: SHCGN CR QUADRA 714/715, BLOCO D, LOJA 40, PARTE SUBSOLO
CEP: 70761-640

NOME TECNICO

NOME COMERCIAL

CORONAVIRUS

StrongStep® MNovel Coronavirus (SARS-CoV-2) Multiplex Real-Time PCR Kit

Il - Classe Il produtos de alto risco ao individuo e ou médio risco 4 salide
piblica

CLASSE DE RISCO

FABRICANTE LEGAL NANJING LIMING BIO-PRODUCTS CO,, LTD - CHINA, REPUBLICA POPULAR

- Fabricante Legal
REGISTRO N° 50589510014
DATA DO REGISTRO 10/06/2020
VALIDO ATE T0/06/2020

MODELO COMERCIAL:
Reagente SARS-CaV-2 rt-gPCR - 12 x embalagens de vedagdo a vacuo/ Controle Positivo - 1
tubo de 2,0 mL/ Instrugdes de Uso - 1 unidade

D emitido eletroni as: 18:58:38 do dia 26/03/2021 (Hora e data de Brasilia - DF)
Cadiga de confrole do comprovante: 1475.7572.06F7 E3A4.DOE4. A4BT E014 4557 ESAA BESZ

Conforme §2°, Art. 6°, RDC n* 27 de 15 de maio de 2013, qualguer alteragiio ou inclusfo pds-registro ou pas-
cadastro deferida que altere as informagdes do documento emitido, toma-lo-a invalido,

Verifiqus 2 autenticidade deste documento no enderago: hitpliwww.anvisa.gov. brivalidacertificadogatps
Pagina 1 da 1
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FEH RIS E FANVISAIAIE

)

MINISTERIO DA SAUDE
AGENCIA NACIONAL DE VIGILANCIA SANITARIA

CERTIFICADO DE BOAS PRATICAS DE FABRICACAO E CONTROLE DE PRODUTOS PARA
SAUDE

Considerando o disposto na Lei n.2 9.782, de 26 de janeiro de 1999, o Decreto n? 3.029, de 16 de
abril de 1999 e a publicagdo no Didrio Oficial da Unido por meio da Resolugdo RE n°2.002 na
data de 19/06/2020 certifico que a empresa, a seguir descrita, cumpre com a legislagéo sanitdria
vigente, quanto as Boas Prdticas de Fabricagéo de produtos para saude exigidas pela autoridade
sanitdria brasileira, estando sujeita a inspegées periddicas.

Fabricante: Nanjing Liming Bio-Products Co., Ltd.

Enderego: No 12 Huayuan Road 210042, Nanjing, Jiangsu, China.

Solicitante: DR Importagdo, Exportagé@o e Distribui¢do Ltda. CNPJ: 17.634.786/0001-00
Autorizag@o de Funcionamento: 8.09.913-8 Expediente: 1509338/20-9

Certificado de Boas Praticas de Fabricag@o de Produtos para Satde:

Produtos para diagnéstico de uso in vitro da classe III - Emergéncia COVID-19

Validade até: A presente certificagdo tera validade durante a vigéncia da Resolugdo de Diretoria
Colegiada - RDC 346/2020.

Documento assinado eletronicamente por Ronaldo Lucio Ponciano Gomes, Gerente-
Geral de Inspecdo e Fiscalizacdo Sanitaria, em 22/06/2020, as 15:13, conforme horario
oficial de Brasilia, com fundamento no art. 62, § 12, do Decreto n2 8.539, de 8 de outubro
de 2015 http://www.planalto.gov.br/ccivil 03/ Ato2015-
2018/2015/Decreto/D8539.htm.

R
il

seil o
eletrénica

A autenticidade deste documento pode ser conferida no site

A https://sei.anvisa.gov.br/autenticidade, informando o cédigo verificador 1058051 e o
=1 cédigo CRC 62746112

https://sei.anvisa.gov.br/sei/controlador.php?acao=documento imprimir web&acao ... 23/06/2020
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Medical Device Autharity
KEmewteniss Kesseatan MaLayss

Ministry of Heaith Malaysia

Aeas 6, Prima 9, Prima dvere 1|, Tel: (+60)8230 0200

Blok 3547, Persisran Apec, Faks: |+603|8230 0200

63000 Cyberiaya, Selangor Portad Rzsmi; www.mada govmy

Malaysia, Email; mdbmda gov.my
Ref, No. : { 27 ) dim. MDA.B0D-3/1/12 Jid 85
Date  : 1 Septerber 2021

INTERSCIENCE SDN BHD

2, Jalan Sg Kayu Ara 32/38,
Berjaya Industial Park,

40460 Shah Alam, Selangor.
{attention to : Mr Tan Nam Kwang)

Dear Sir,

NOTIFICATION ON IMPORTATION/SUPPLY OF MEDICAL DEVICES FOR SPECIAL ACCESS UNDER
THE MEDICAL DEVICE (EXEMPTION) ORDER 2016 :

- Medical Device Name :  StrongStep® COVID-19 IghligG Combo Rapid Test Device

Manufacturer + Manjing Liming Bio-preducts Co. Lid,
No 12 Huayuan Road 210042 Manjing, Jangsu China

‘Wit regards to your notification dated 307 November 2020, 1 wish to inform you on the dedsion made by the
Expert IVD Evaluation Committes on 1% June 2021 to your application is as follows;
Recommended for Use.

2. Therefore, for the purpose of issuance of Spedal Access Letter, you are kindly requested o provide
us with the required information as follows:

i, Completed Special Access Route B Form (with the information on Section B, Medical
Practitioner Details);
il Customer Order Form (signed and stamped by the Public or Private Pathology

Laborator ital) who is ing the supply of COVID-19 Detection Kits during COVID-
19 cuthreak.
3. This letter DOES NOT CONSTITUTE AN APPROVAL for the product and shall not be used for the

purpose of promoting or advertising the product,
Yours Sincerely,

Thank you,

Medical Device Authority
Ministry of Health Malaysia.
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Department of Health and Social Care &
39 Victoria Street Westminster | Department
SW1H OEU of Health &
TestingSuppliesTeam@dhsc.gov.uk SOCfS.l Care

FRFERTRERES =R R S
COVID 19 TEST = VALIDATION CUTCOME

9 March 2021
Mina Wang
Nanjing Liming Bio-Products Co.Ltd

HF (HRI0BO321

Dear Nina Wang

COVID 19 TEST - VALIDATION OUTCOME

Thank you for your ongoing co-operation and for providing us with the samples of the LIMING StrongStep
SARS-CoV-2 Antigen Rapid Detection Test (v2) test that we requested for validation.

Your product progressed through phase 3A validation and has been examined at a Design Authority Review
(DAR). We would like to advise you that the LIMING StrongStep SARS-CoV-2 Anfigen Rapid Detection Test
(v2) was successiul in the phase 3A validation and that the LIMING StrongStep SARS-Co\-2 Antigen Rapid
Detection Test (v2) test showed no drop off in sensitivity when compared with the wild type with respect to the
following variants - VOC1 Kent, UK, B.1.1.7 and VOC2 South Africa, B.1.351.

We will continue to evaluate the LIMING StrongStep SARS-CoV-2 Antigen Rapid Detection Test (v2) test
against future variants as and when they arise, and we will report the results of any future validation to you.
CONFIDENTIALITY

We remind you of your ongoing obligations of confidentiality as set out in the non-disclosure agreament signed
by you dated 20 August 2020.

We thank you for your continued interest in supporting our COVID-18 response
Yours sincerely,

NHS Test and Trace

Enc: Phase 3A validation result LIMING StrongStep SARS-CoV-2 Antigen Rapid Detection Test (v2)



KEMENTERIAN KESEHATAN RI Labg,,
DIREKTORAT JENDERAL PELAYANAN KESEHATAN .9“ .%
BALAI BESAR LABORATORIUM KESEHATAN JAKARTA g -m
Ialan Percetakan Megara No. 23 B Jakarta Pusat - 10560 =
Telp. (021) 4212524, 42804339, Fax, (021) 4245516
bsite : com Email :

WWW, co.ld

#h

LAPORAN HASIL PEMERIKSAAN

ﬁ?ﬁaﬁiﬁ%u E|] ECDC*@;}“‘U *E% No Seri : 942-1031/LKNIN2021

Mama Pengiim Direkloral Jenderal Ketamnasisn dan Alet | No. Lab . possTSEMAINZOZY
Kesehatan Kemenkes Ri
Mama Bahan Uji ROT Antigen Sars-Cov-2 No. Instalas 1 3573-3662
Merek StrongStep S00200 SARS-CoV-Z Antigen Tanggal diterima : 08 Maret 2021
Rapid Test diktab
NIE AKL 20303024804
No. Lot/Bateh 2012027 Tanggal Pemeriksaan | 1518 Maret 2021
Tanggal Kedaluwarsa 31 Desembar 2022 Jawsb  :  dr.Mita
Sp MK
Alamat i HR, Rasuna Sakd Blok X5 Kav. 4-8, SiP o 122.904/31.71.08/
Jakaria Sefatan 12950 177832017
1. Seturuh samped
Qri-Per Sensitita efisizs | WEP g y o
——— | et
Positif Megatif (%) (%) (%) (%) (%}
Positt 53 o
ez = % 5.2 100 160 81,1 22
Jurlan a0 30

2. Sampel Positif CT = 25

Hapid Antigen Pm;ﬁn.‘p-crmgsﬁr“ ] Ssn::;i:as Spe:a::?nas T:: l:;: m::;?y
Pasitif 28 | o

Megati 1 3 98,7 100 100 96,8 98,3
Jumiah 30 30
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KEMENTERIAN KESEHATAN RI

DIREKTORAT JENDERAL PELAYANAN KESEHATAN

BALAI BESAR LABORATORIUM KESEHATAN JAKARTA & "@
Jalan Percetakan Megara No. 23 B lakarta Pusat - 10560

Telp, {021) 42l2524. 42804339, Fax. (DZI) 4245516

Website : www. .com Email : co.id

AR EN R CDCIE R &

3. Sampel Positif CT = 25

No Seri : 242-1031/LKMI2021

ot h T F
Rapid Antigen | : _“ i Sensitivilas | Spesifisitas NPP NP Akuras]
i Posiif Negatif (9%} (%) {96} (%) (%)
Pasitif 24 0
Megatit 5 30 80,0 100 100 833 20,0
Jumilah 30 )
i L]

Jakarta, 19 Maret 2021
SAR LABKES JAKARTA KEPALA INSTALAS] LABKES KLMIK tl'

Yusnabefi, SKM, MEM.
NIF, 197208051992032001

ST Palupi. M
196812312002122008

Smancd wits CamBeaniar
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possubuh hammgmﬂdo PGLISPECM*?IE%% o per follow-up di precedenti positivita {urv(etbw’tam ;

Consuleote Scnentlflco Futura Diagnosticaif i 52# SARS-CoV- 24 BiR ]
I E AT BEILSARS-CoV-2 B TH) 5 7 ik

L'analisi dei dati accorpati rivelanc guindi ;

Il campione 5 della serie ha dato valori di CLIA In ZONA GRIGIA, e valor di RT-PCR superiori a 32, per cui il
risultato negativo del metodo CROM potrebbe essere allineato e considerata corrispondente agh altri due, e
quindi riportato nella casella percentuale seguente come secondo valore,

Il campione 33 della serie ha dato valori di CLIA POSITIVI & valari di RT-PCR superiori a 32 per il gene N e per
il gene RdRp, e valore del solo gene E dentranti nelle positivita (da considerarsi quindi negativi in seconda
istanza). |l risultato NEGATIVO del metodo CROM potrebbe quindi essere correlato con il metodo RT-PCR ed
il valore del CLIA risultzre quindi un falso positivo (secondi valori di % fra metodi),

IMMUNOCROM PCR_|PCR [CUA[CLA

PO5 | NEG POS | NEG | TOTALI
12 28 11 |29 |40

POSITIVO/NEGATIVO g 31 40
% CORRELAZIONE 75% |90,3 |[81,8|965
DATI CON MODIFICHE RT-PCR | | 11 29

% CORRELAZIONE 81,8% | 96,5 %

| risultati preliminari di questa ricerca iniziale hanna posto in evidenza che il metodo Immunocromatografico |
StrongStep SARS-CoV-2 si presterebbe bene per una prima di ing da possibile infezione da
SARS-CoV-2.

Il metodo si presenta molto semplice da eseguire @ non presenta criticith di possibili effetti sull'operatore,
per cui p essere utill per scopi anche personali (Autodiagnosi).

| campioni sono stati testati in doppio, quindi anche sutampone sallvare eseguito con la metodica SALIVETTE
forniti dalla ditta Eurolab di Napoli ed hanno confermato i risultati ottenuti su campioni oro-faringel. Questa
sembra una grande opportunitd per poter utilizzare gquesto nuove metodo nelle scuole, nei supermercati,
negli aereoporti e quindi su grandi masse di persone ed in amblenti circoscritti,

In fede

me Walter Taccone

Avelling, 7 Giugno 2021 alke ore 17:45
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TECHNICAL REPORT
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UNIVERsIT] LABORATORY ADDRESS:
@ MALAYA Level4 Block N &O, Faculty of Medicine, Universitl Malaya
S0603 Kuala Lurmipur,
§ Tel: +603-79676670 Emml tidrec@um.edumy
- Website: wwwtitrec
.TII:IRE_E@LIM HEAD OF LABORATORY: Sazaly Abu Bakar, Ph 0. FASc
REPORT T54-0481-R
Evaluation of COVID-13 In Vitro Diagnostics Medical Devices
Product Details
Product: StrongStep® SARS-CoV-2 Antigen Rapid Test (Self-Test)
Product code: 500200
Lot number: 2108001
Manufacturer: Manjing Liming Bio-Products Co. Ltd., P.R. China
Requested by: Interscience Sdn. Bhd.
Address: 2, Jalan Sg. Kayu Ara 32/38, Berjaya Industrial Park, 40460 Shah
Alam, Selangor
Contact number: +60 12 2198141
Email: gaphang@its-interscience com
Date of request: 19 August 2021
Type of sample tested: Nasal swab {self-test); saliva {self-test)
Executive Summary
The ion study was perfs to ine the perf. e of a self-test kit - the StrongStep™

SARS-CoV-2 Antigen Rapid Test in detecting SARS-CoV-2 antigen from nasal swab samples as well as saliva
samples. The testing was performed on 42 SARS-CoV-2 positive and 30 SARS-CoV-2 negative nasal swab
samples as well as 30 SARS-CoV-2 positive and 30 SAR5-CoV-2 negative saliva samples (by real-time RT-
PCR). The pesitive nasal swab samples consisted of samples with Ct values 18.11-36.95 and the analysis
was performed on two groups of samples displaying Ct value <30 and >30. The positive saliva samples, on
the other hand, consisted of samples with Ct values 16.76-29.52. The evaluation showed that the tested
deviee was able to detect SARS-CoV-2 antigen with 100% itwvity and ificity | swab pl
with <30 Ct value, and with §3.3% sensitivity for nasal swab samples with >30 Ct value. When tested on
saliva samples, it was able to detect SARS-CoV-2 antigen with 86.7% sensitivity and 100% specificity.




Bundesinsti

.2
i Implstatie und blomedizinische Arzneimitte| i i
Federa Insiuse for Vaccines and Homesicines Paul-Ehrlich-Institut I%

PR B R E R E S AN A Y E F T R FTiT IRk

13.10.2021

Comparative evaluation of the sensitivities of SARS-
CoV-2 antigen rapid tests

Aim

Comparison of different antigen rapid tests with using identical sample material

Material
Pools from nasopharyngeal and orophanyngeal swabs,

Dry swabs were included in PBS; moist swabs were already Included in the transport media of
various compasitions. Pools are random mixtures cbtained from up to 10 samples of
camparable CT values diluted 1:10 in negative samples in PBS. The CT values of a pool were
determined by means of different PCR assays, and the putative number of RNA coples
calculated with the aid of the INSTAND standards. In the case of the PCRs used, a CT value of
25 corresponds o around 105 RNA coples/mL. 18 samples each were analysed with CT<25, 23
samples with CT between 25 and 30, and 9 samples with CT=30. The replication of the ulrus in
cell cubture was determined as a possible date for inf as anather ch

of the samples.

Method

The pools were aliquoted, frozen, shipped, and thawed for evaluation of the tests. For each test,
50 pl ofihe poal were analysed using Ihe components of the fest provided, e.g. swabs.

L participating in the ion included the Robert Koch-Institut, the
Paul-Ehrlich-Insfitut, the laboratary for i (Charité}, and the Institute for
Microbiology of the German Army (Bundeswehr),

Summary

This comparative evaluation of a large number of SARS-CaV/-2 rapid antigen tests (point of care
tests; POCT) of different designs and manufaciurers with the same sample set allows an
averview of the current siate of art regarding sensitivity. The results do not allow amy
conclusions regarding specificity of the tesis

These POCTs which have up to now been included in the evaluation and have been assessed
as refiecting the current state of the art are listed in the table below. Other tests, which were
assessed as not reflecting the state ofihe art were deleted from the st of the Federal Institute
for Drugs and Medlcal De\rluea fiar imittef und izinp . BfAM),
This is i and the fable is amended accordingfy.

You should be aware that this comparative evaluation can only cover a random sample
of the SARS-CoV-2 rapid antigen tests listed by the BfArM, thus eligible for refunding,
and that few other products could not (yet) be taken inte account, despite the interests
on the part of the manufacturersidistributors.,

Contact
Email: sarscov2ivd @pei

Paul-Ehrlich-Institut
Paul-Ehrlich-Sir. 51-58
63225 Langen, Gemmany www.pal.de
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AZVEMCIA OSPEDALIERC - UNIVERSITARIA
Cllta dedla Salute & della Sclenza di Tering

SEDE LEGALE: Covso Bromants, 55/90 - 10126 Tordno Cenlrafino: 1. +39,011.6331633 Pl /Cod. Fisc, 10771180014
i cittodetinsalute folt

- almbie, &, Loz, 5. Glowonni Anfico Sede - cenir, fed, <3907 14331633
- Cenie koumetang oo Oricpedica, kiiluta Shinrgics chCo Reging Mo Adeloide - cent sl
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TR BT B AR R =T,
P ima di L
5.C. Microbiologia Virologia U, Lt% I‘E‘IOO%’ ﬁi@,‘ggo%

Diretiora: Prof ssa Rossana CAVAL
rossana cavala@unito.il
Segreteria tel 011 633 5222 - fax 011 33,6384

Torino, 01/10/2021
Alla c.a. D.ssa Carla Rolle

Direttore Farmaceutica Territoriale A.S.L. Citta di Toring
Coordinatore Ufficio Gestione D P.L
DARME.L - AS.L Citta di Torino

OGGETTO: relazione sulle prove effettuate presso I'ACU Citta della Salute e della
Scienza relative alla fornitura di test rapidi salivari per la rilevazione qualitativa
dell’'Antigene specifico del virus SARS-COV-2 “PROCEDURA D'URGENZA PER LA
STIPULA DI UN ACCORDO QUADRO PER LA FORNITURA DI TEST RAPIDI SALIVARI
PER LA RILEVAZIONE QUALITATIVA DELL'ANTIGENE SPECIFICO DEL VIRUS
SARSCOV-2 (67-2021)".

Le prove sono state effettuste presso I'ADU Citia della Salute e della Scienza di Torino.
Sono stati utilizzat 2 kit StrongStep® SARS-CoV-2 Antigen Rapid Test - Liming Bio (LUME
IMPORT SRL) per un fotale di 40 fest (dispositiva di prelievo del campione salivare
mediante imbutino di carta incluso nel kit); in parallzlo sono stati effettuati altrettanti test
molecolari su campioni di saliva (dispositive di prelieve Lollisponge, processazions su
strumantazione Panther Hologic) & su tamponi naso-faringel  (processazione su
strumentazione Panther Hologic).

| test sono stati effettuatl su operatori sanitari del |aberatorio della SC Microbiologia e
Virologia L.

Prima sessione: sono stati effetiuati 30 test su altrettanti soggetti; tutti i campioni sono
nisultafi concordementa negativi sia al test antigenico sia al test molecolare (zaliva e
tampone naso-faringao). La specificita & rsultata quindi pari al 100%,

Seconda sassione; per verificars la sensibilith del test antigenico, 10 campioni di saliva di
operaton gia teslati come negativi nella prima sessione, sono stati positivizzati con
matariale biologico di tamponi naso-faringei positivi della routine del laboratorio. Sono stati
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rilevati risultati del test antigeni o nente positivi per 9 campioni, mentre

un campicne salivare & risultato negatlvo al test antigemico rispetto al test molecolare su

tampone naso-faringeo, Mon si esclude che la negativita al risultato del fest an!igsnicn su

saliva possa dipendere dalia qualrta del campione (eccessivamente schiumosa).
ensibilith & risul uindi |

Conclusioni: le prove eff presso la SC Microbiologia e Vfrolcgfa U dell'AQU
Citta della Salute e deila Scienza di Torine hanno confermato i dati di sensibilita e
specificita del test 5trung5tep® SARS-CoV-2 Antigen Rapid Test - Liming Bio (LUME
IMPORT SRL) ri i dal itolato di gara. Si I'importanza di effetiuare
correttamente il prelievo, come da istruzioni del kit al fine di ottimizzare la
sensibilita dello stesso.

A disposizione per gualsiasi chiarimento e comunicazione.

i coglie I'occasione per porger distinti saluti.

Prof.ssa Cristina COSTA
Dirigente Medico di | livello

Vice-Direttore SC M@? ﬁm 5 Virol ﬁy__,

EC. Mmmm@., Viroiogia

Pngende Modlco - Mat, TenaR
fessorasss di seconda fasciy
Prof.ssa Cristina CosTA
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24.  Conclusdes Preliminares

Os reagentes dos kits usados, VIASURE SARS-CoV-2 Real Time PCR
Detection Kit e StrongStep® Novel Coronavirus (SARS-CoV-2) Multiplex Real-
Time PCR Kit, foram inicialmente ressuspendidos com dgua livre de RNase com
adigies respectivamente, 15ul e 13ul. O kit da Liming Bio demonstrou um bom
desempenho quando analisado o controle interno Cy3 (red), demonstrando ser funcional
na detecelo dos genes S, ORFlab ¢ N do virus SARS-CoV-2,

Porém ao analisar e interpretar os ltados dos paci positivos, sabid pelo kit
VIASURE SARS-CoV-2 Real Time PCR Detection Kit, embora possuam o mesmo ponto de
corte de Ct < 38, foram encontradas divergéncias. Segundo a interpretagdo do kit da marca
CerTest, o paciente & fortemente considerado positivo uma vez que o ORFlab, considerado o
mator gene do virus, é amplificado, sendo o primeiro gene a ser analisado. Em seguida, ¢

oy

analisado o gene N ¢ uma vez amplificado, o paci é

como
positive para SARS-CoV-2, Diferentemente do kit da Liming Bio, quando apenas um dos

genes esta abaixo do ponto de corte, o Itado ndo ¢ considerado inconelusivo ¢ sim & levado

em conta a andlise do guadro clinico do paciente e tendo pele menos um dos sintomas do

COVID-19, esse paciente € considerado positivo.

Diante dessa diferenca na interpretaglio. segundo o kit da CerTest 25 dos 49 foram

considerados como positivos para COVID-19 e quando interpretados com base na interpretagiio

da Liming Bio, apenas 23 foram iderados positivos, iderando 2 paci positivos

como inconclusivos, uma vez em que sd amplificaram um dos trés genes analisados.

Essas divergéneias na interpretagio chamaram a atengiio para ser feita uma andlise de umn

hid " d,

maior de apenas positivas, b confirmar que ¢ dificil considerar
uma amostra inconclusiva uma ver em que possuiu resultado positivo por um kit utilizado
como rotina ¢ caracteristicas clinicas para a doenga em si, Além disso, ¢ de extremo interesse
a amplificagiio desses mesmos pacientes por um terceiro kit utilizado na deteccio do virus, para

uma comparagio mais certeira e robusta.
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INFORME DEL COMITE DE ETICA DE LA INVESTIGACION CON MEDICAMENTOS
(CEIm) DEL HOSPITAL UNIVERSITARIO DE GETAFE

D. Olscar Pefiuelas Rodriguez, Vicepresidente del Comité de Ftica de la
Idn con Medi del Hospital Universitario de Getafe

CERTIFICA:

Cue este Comité en su reunion del dia 28 de enero de 2021 (A01/21) ha evaluado la
documentacian presentada por D. David Molina Arana, corespondiente al prayecto
de igacion titulado: “Validacién del kit de PCR en tiempo real multiplex
para la deteccién de los genes RdRp (Orffab), S y N de SARS-CoV2
(StrongStep® kit}".

y considera que:

» Sacumplen los sl ios de i idad del Protocolo en relacién con
Jos objetivos del estudio y estan justificados los riesgos y molestias previsibles
para &l sujeto.

« Lacapacidad del investigador y los medios disponibles son adecuados para levar
a cabo el estudio.

« El alcance de las i T i no interfieren con el
respeto de los postulados &ticos.

Por ello, este Comité emite Informe Favorable scbre la reslizacion de dicho
proyecto de Investigacion por, D. David Malina Arana, como Investigador principal,
del Servicio de Microbiclogla.

Lo que firmo en Getafe, a 28 de enero 2021.

e

Fdo.: D. Oscar Pefiuelas Rodriguez
‘icepresidente del CElm
Hospital Universitario de Getafe

CEIm2061



VALIDACION DE LA TECNICA DE RT-PCR EN TIEMPO REAL (STRONG STEP®) PARA LA
DETECCION DE LOS GENES N, ORFlab y § DE SARS-COV-2

Servicio de Microbiclogia. Hospital Universitario de Getafe, Madnid, Marzo 2021,

ORI ERA RANEPCRIME REA8.77T%, $5R14£08.13
Introduccion/Objetivos

El principal método de diagnodstico de la infeccidn por SARS-CoV-2 es |a deteccidn de los dcidos
nucieicos del virus en muestras de exudado nasofaringeo. El elevado ndmero de muestras y la
importancia de un diagndstico rapido y preciso hace necesario el desarrollo de técnicas de PCR
rapidas, con una buena sensibilidad y especificidad y de facil manejo a nivel de laboratario,

El objetiva de este trabajo es fa validacion de una RT-PCR a tiempo real {Strong Step®, Liming
Bic) para el disgndstico molecular de SARS-CoV-2 en exudado nasafaringea.

Material y métodos

Se seleccionaron 188 muestras de exudado nasofaringeo recogidas en medio de transparte
unlversal de virus conservadas a -802C. Se utilizé el sistema automatizade Genolution (Alifax)
para la extraccién de ARN. Con el eluido obtenide se reallzaron dos RT-PCR a tiempo real: Strong
Step® como técnica malecular a validar y Allplex SARS-Cov-2 Assay (Seegene] como técnica
convencional empleada en fa rutina de diagnastico de SARS-CoV-2. La técnica de RT-PCR Allplex
tiene come genes diana los genes E, N y RJRP y $ en combinacién. Para control de la extracchn
v de la reaccidn se emplea un control Interno exdg Las s i i

cuando se detectan uno o mas genes en un Ct=40, La técnica de RT-PCR Strong Step® uenE COma
dizna los genes N, ORFlab y el gen 5. Como control de la extraccion vy la reaccion se emplea un

control interno endd (RMAse P h ], Las 58 & positivas cuando se
detectan dos o mas genes con un Ct=38. Las muestras en |as que solo se detecta un gen se
consideran inconcluyentes y requi una confi J Los Itados discrep &

comprobaron con una tercera técnica de RT-PCR,

Resultados

De las 188 muestras seleccionadas, 81 fueron positivas y 107 i [

las discrepantes por una tercera RT-PCR que detecta los genes 5 y ORFlab. De las 81 muestras
positivas, por Strong Step® 70 fueron positivas, 10 Inconcluyentes y 1 negativa. De las 107
muestras negativas, 105 fueron negativas por Strong Step® y 2 resultaron inconcluyentes.

Los resultados de sensibilidad y especificidad (consi o los resultados incancluy S
itivos) se en la sigui tabla:
Total Strong Step™ + | Strong Step® -
Positivas | 81 30 1 .rﬁidad:
Megativas | 107 2 105 %p;acg_lcldad:
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' KEMENTERIAN KESEHATAN REPUBLIK INDONESIA ®
DIREKTORAT JENDERAL KEFARMASIAN DAN ALAT KESEHATAN

. Jalan H R. Rasuna Said Blok X-5 Kavling 4-8 Kuningan - Jakana Sefatan 12950
‘ Tebepon (021) 5201580 (Hunling) - Pes. 2028, 5006, 2800
Fax, {021) 52564528 Kotak Pos 203 GERMAS
MNomar o FK.03.01/3/267372021 11 Agustus 2021
Sifat ¢ RAHASIA
Lampiran 1 {satu) berkas
Hal ! Pangantar Hasil Pengujian RT PCR

Yth. Pimpinan PT. Sansico Matura Resources
Grand ITC Permata Hijau, Kanto Diamond Mo, 11-12, Permata Hijau
Jakarta Selatan-12210

Sehubungan dengan surat dari Kepala Balal Besar Laboratorium Kesehatan Jakarta Nomaor |
FK.D3.01/XL.1/2300/2021 tanggal 06 Agustus 2021 Merk Novel C (SARS
CoV-2) Multiplex Real-Time PCR Kit (detection for three glms] (Lot. G2009003A/ NIE AKL
20303024596) dengan Ini kami sampalkan Eporan hasil ujl validast RT PCR merk tersebu {terlampir).

Demikian kami sampaikan, atas perhatian dan kerjasamanya, kami ucapkan ferima kasih,

Pit. Direktur Pengawasan Alat
Kesehatan dan Perbekalan
Kesehatan Rumah Tangga,

Lupi Trilaksono
NIP 187711272005021004

Dekumen ini ditands tangani sacara elekbrord melaiui Aptikagi TNDE elektronik yang leh BSeE. (1/1)
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KEMENTERIAN KESEHATAN RI éﬂun‘q’
' DIREKTORAT JENDERAL PELAYANAN KESEHATAN

BALAI BESAR LABORATORIUM KESEHATAN JAKARTA =.E ;@
s

Jalan Percetakan Negara No, 23 B Jakarta Pusat - 10560
Telp. (021) 4212524, 42804339, Fax. (021) 4245516
Website © wwow. com Email ; ¥ cobd
Nomor : FK.D3.01/XL.1/2300/2021 06 Agustus 2021
Perihal Pengujian Sampel RT PCR
Yang Terhormat,
Direktur Pengawasan Alat Kesehatan dan PKRT
Diitjen Kef: jan dan Alat Kemenkes Ri
Di-
Tempat
Menindaklanjuti surat Direktur  Peng 1 Alat K dan PKRT Momor

FK 03.01/3/2371/2021 tanggal 12 Juli 2021 ientang Pengantar Pengujian Sampel RT PCR,
bersama ini kami sampaikan laporan hasil uji validitas terhadap RT PCR SARS Cov-2 Merek
1. StrongStep Novel Coronavirus (SARS coV-2) Mulliplex Real-Time PCR Kit (detection
for three genes)
{ hasll terlampir ).

Atas perhatian dan kerjasamanya kami ucapkan terimakasih,

\Ei Palupi, MKW
ﬁé@&izoozrzm

Tembusan
Kepala Pusat Bi dis dan T gl Dasar K 1
Badan Litbangkes Kemankes RI
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KEMENTERIAN KESEHATAN RI

"“

DIREKTORAT JENDERAL PELAYANAN KESEHATAN

5"" lm’-’

BALAI BESAR LABORATORIUM KESEHATAN JAKARTA s
Jalan Percetakan Negara No, 23 B Jakarta Pusat - 10560

Telp. (021) 4212524, 42804339,

Fax. (021) 4245516

Website | www. com Email : bblkjakar o.id

LAPORAN HASIL PEMERIKSAAN

Mo Serl : 113ILKNVINZ021

Mama Pengirim Direktorat Jenderal Kefarmasian dan Alat Mo, Lab D1B528/8MVINZ0ZT
Keschatan Kemenkes Rl
Mama Bahan Lji Reagan RT FCR Sars-CoV-2 Kit Mo Instalasi 10523
Marak StrongSiep Movel Contnavinus (SARS. Tangga diterima i 2021
Cel-2) Multipiex Real Time PCR K & Lab
{detection for three genes)
NIE AKL 20303024505
Mo Lot/Batch GRODAONLA Tanggal Pemariksasn 28 Jull — 5 Agustus.
2021
Tanggasl Kedsluwarea 290082021 Penanggung Jawab dr, Nita Nurhidayat,
Sp.MK
Alamal JI. HR. Rasuna Said Blok X8 Kav. 4.8, SiP 22 AD431.71.08
Jexaria Sedstan 12050 1.770.5/e2017
1. Seluruh samps!
Qrt-Por Sensitivitas Speslfisitas NP P i
Reagen PCR Uf ) t pe: P PN Akurasi
Positif Negatf (%) (%) (%) (%) (%)
Positif 60 o
Megatif o a0 100 100 100 100 100
Jumiah &0 30
2. Sampel Positif CT 25-30
[ Gri-Por Sensiivitas | Spesilisilas PP NPN Adurasi
Reagen PCR Uji :
Fosiif Negatif {%) (%) (%) (%) (%}
Positf 30 a
Negatt " 45 100 100 100 100 100
| Jumish 30 30
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KEMENTERIAN KESEHATAN RI
DIREKTORAT JENDERAL PELAYANAN KESEHATAN
BALAI BESAR LABORATORIUM KESEHATAN JAKARTA

Jalan Percetakan Negara No. 23 B Jakarta Pusat - 10560
Telp. (021) 4212524, 42804339, Fax. (021) 4245516

com Email :

co.id

Website : www, bl
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3. Sampel Positif CT 31-35

LAPORAN HASIL PEMERIKSAAN

Mo Seri @ T13ILKWVIN2021

s s e o ol
Posiif a0 o
MNegatif ] a0 oo 100 100 100 100
Jumiah 30 an

Jakarta, 08 Agustus 2021
KEPALA INSTALASI LABKES KLNIK

Yusnabeh SKM, MEM.
NIP. 19730B8051852032001
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PT, SANSICO NATURA RESOURCES

Mo : 001SNR-SPHVIN 2021
Jakarta, 06 Agustus 2021

Hepada Yth,
Direkiur Pegawasan Alal Kesshatan dan PKRT

fan | Republik i
JLHR. Rasuna Said, Biok X.5 Kav. 4-8, 8th Floor
Kuningan, Kota Jakata Selstan
DKl Jekarta, 12950

rihal @ n i Validasi PCR
Dengan Hormat,
Parkanalkan kami dari PT Sansico Natura Resources yang bergerak dibidang distibusi
alat-alat sural | uji validasi Mo. 001/SNR-

SPHVINZ021 tanggal 07 Jull 2021, kami unluk
mengeluarkan hasil ujl valdasi kepada Direktoral Terkall, Berkul terlampir alat yang
fearmi ajukan uniuk zin ul vaidasi:

StrongStep® Novel Coronavirus (SARS CoV- 2) Multiplex Real-Time PCR Kit {detection
for three genas)

Diemikian surat ini kami

paikan, mohon fang:

Atas parhaf: kami ucapkan

Head Office : Grand TG

el ¥ tn Wi, Solatan ~ 12290, indonesin
Phome : (+62-21] SI663IA0. Fax (+62-21) BI663061
amail | infosniEsansicocom
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Comparison of various serological assays for novel SARS-COV-2
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Corormvines disease-19 (COVIDIY), the novel respiratory illness caused by severe acuse respiratory syndrome coronsvirus
{SARS-CoV-2), is associted with severe morbidity and mortality. The aim of our study was 1o compare different immunoassays.
We evalusted three i i araphic test {The St MSARS-CoV-2 IgG/TgM kit, AllTest COV-19 TgGAgM kit,
ard Wondfo® SARS-CoV.2 Antibody) and tawo du:m'rlumin:scmcc immmonssays (CMIA) (Covid- 19 VIRCLIAS lpM+lgA/
TG monotest and the Abbaott SARS-CoV-2 1gG assay) in COVID-19 patients. The assays were pecformed using senim samples
of three group patients, i.e., healthy controls, patients with SARS-CoV-2 PCR positive, and patiems with SARS-CoV-2 PCR

negative clinically dingnosed of COVID- 1% infection, The detéction of IgG with the i SARSCoV-2
TG kit AlITest COV19 [EGAEM kit ilar i both 83.3% il 8065 ively in group 2, =0766)
aitac {42.9% il SOU0%:, respectively in group 3, p = 0.706), There were some diffe TgM between S

SARS-CoV-2 1pGagh kitand AllTest COV-19 TG kit (11.1% and 30.6%, respectively in group 2, p= 0042 and 0.0% and

ZH{!% respectively in group 3, p = (L1 The positive rate of 16 in group 2 s higher compared to group 3 with the two
tested, We obs pasitive rates of 126 with the two CMIA, Our study shows excellent performance of

CMIA compared to fmmunochromatogmphic test and confirms its potential vse m the dingnosis of the new SARS-CoV-2,

Keywords Antibadics - Chermil gG - [pM - b 1 hi -SARS-CoV-2

M Simdn Seeristan, Ana Collzos Blanco and Mania lsabel Zamom
Cinttax contribetod equally to this work.

% Maria Simdn Sacristan
msime @ oemie s
¢ Ana Callms-Blanco
nendlazosblanco ® gmail com

Marin bsabel Zameen Cintas
bl zaman, cintes @ gmai| com
Alicss Servano Garchy
alicin_sp@hataileom

Cammen Ybarma de Villavicencio
ey gmadl com

Maria Mateo Maestne
masinmteo # koemail com

Servicio de Microblalog v Pamasitolopin, Hospial Central de fa
Diefensa Gomez Uk, Madrid, Spain

Malished onfing: 25 Nonvember 2000

Introduction

Severe acute respimtory syndrome coronavins (SARS-CoV-
2)[1] was discovered in December 2019 in the city of Wuhan,
Chma. It soon spread to other cities and countries, and on 11
March 2020 was proclaimed a pandemic by WHO. The clin-
ical symptoms of most patients are fever, sore throat, cough,
and shoriness of breath [2).

RT-PCR {reverse transcription polymerase chain reaction)
remained the gold standard for the disgnosis of infection due
to SARS-CoV-2, which has led to 974,449 coronnvins
discasc-19 (COVIDI) cases and 33,992 deaths by 19
October 2020 in Spain. Its sensitivity did not reach 100%
‘but it remained better than that of methods based on the de-
tection of antigens. However, RT-PCR takes a long time to get
results and qualified personnel is necessary. In several cases,
RT-PCR has shown false negatives in patients with
preumonia, showing clinical and radiographic evidence
compatible with COVIDI9; these patients were consid-
ered as clinically diagnosed of SARS-CoV-2 according
o the Sthoedition of guideline on disgnesis and treat-
ment of the novel cotonavinis preumonia,

1 springer
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Table 2, Assayed ial tests to detect i buiins specific for SARS-CoV-2 infection.
Ty S Frotac CaBkg R, Tedndngy  Foma Ry T 6
T RbboMOngaic:  GARGGAVEGGesar  GE@  GUA GG Wpeen  Requres an ABbO AiRd
[
Eursimmun anl] SARS GV 2 lg ELIEA Kt EIZB0GSE01 G ELISA [ &1 proin Feoquras & reqular
i TWIEARSCOVEZGAELBAN  EIZWGm A ELBA  BA atacbases mimpia
matar
Snibe Dot WAGLUMIE 2010700V (SARS-Co-2) lgM Kl 130219016M ) [ SankgenandN  Requins o MAGLLWI
WAGLUMID 201-nCo {SARS-CoN-2) IgB k1 130015016M (=10 (1 prakein chemiuminestarce
immuncasay sysiem
Calk RARE-Cov- igGilghl Cassatte Haphe Test WESTID LFiA kMgt N and 5 Prokeire
Gebain Gholech, nc O siep sl or rovel Goronavinug (2015 T2 i) Tl Nmd S Pokes
) I oy il o)
Tnesvila RGOV Ab wal feakeidal g, 1g [ [ [T
whik oo SEum P Combo.
o
E “Lecean SARE-Cov-2 anibady wel
foobitel guid inmunochvomatngspty)
Wedomics Fiapil 135 Combined Aribody Tet Wi T = GMAGE  Nol spoched
SRS CoM.2 (1CA)
Ranier COVID-13 1gh1 & G Teal IEOGTE LR UGG Nolsedied
limmunociomstograpty]
S0 Hosmracr “Shardard G COVID-1S IIGE Dar T GRCOVED LA GigE N Proisn

CLIA, Chemiuminescenca immuroagsay, ELISA. Enzyme Linksd immuno-Sorbant Assay, LFIA; Lalera Taw mmunogssay, ma. no

avaiiable; N: rucleocapsid: 5: spike
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