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NMPA Certificate

HrHE N BRI RIE

By St EHIE (RSMAMHAT )

FEMHIEGR S« 20203400299

English Translated Version

PEOPLE’S REPUBLIC OF CHINA

REGISTRATION CERTIFICATE FOR MEDICAL DEVICE

(IVD REAGENT)

Registration Certificate No.: GUOXIEZHUZHUN20203400299

Registrant Name

Shanghai Fosun Long March Medical Science Co., Ltd

Registrant
Domicile

830 Chengyin Road, Baoshan District, Shanghai

HEM A LR i E BRI ESREE WA
M AAE BT T L KR 30 5
4 7= Hh b i gL O AR B 8305
REANLK /
AREE N /
il FrEL TR #E (2019-nCoV) MR HIRFE (J8LPCRIEE)
a3 % SN/ B BN/ B 96 A/ B
2019-nCoV M. RT-PCREE. 2019-nCoVPHYETHR. BAMEXTHR, &
ERARASY BA.  CAERZE LS
ACRH £ B T Sh 2 PR ST B e o S e O B e B . BE
T LSRR MR 1A S . LA T AT T R R R 2 T A
Wi MMER T SRR A, HAUEIRAE (2019-nCoV) ORFlab
RINELH . EEE.
P # PEmBEARER, AP
P % WA ERT-15C~ 25 C ot Pl BHETE, G
4 B A 3 HESH.
HittAE /
bR SRR L F TR
L. AP (U AFA ARG (2019-nCoV) IR AR 4 HOSH N5 7
# e RRi s, EIHEE R —5.
2. iooll N 24 S T 422 R A A W R
BT A R R R

FHEAEID: EExZ M

BEHER

HHLHE H -
AEMZ:

Registrant
Address

830 Chengyin Road, Baoshan District, Shanghai

Agent Name

Agent Domicile

Name of Device

Novel Coronavirus (2019-nCoV) RT-PCR Detection Kit

Size

32 tests/Kit. 48 tests/kit, 96 tests/kit

Components of
uct

2019-nCOV reaction reagent, RT-PCR enzyme, Positive
control of 2019-nCOV, Negative control, Internal
reference A

Intended Use

The kit is intended for qualitati\-‘e detection of novel
coronavirus (2019-11(‘0\-? ORF1lab, N gene and E gene
in throat or sputum samples in suspected pneumonia
cases, suspected clustering cases or others who need
diagnosis.

Appendix Product technical requirements, Instruction for Use
Storase All reagents should be stored at -15°C~-25°C with
& g protection from light, and the reagents are stable for 6

Shelf Life months (to be determined) when stored at the

: ! recommended condition.

Other

'Il_'hc (t;o]lowing work should be completed after being

1sled:

1. The product is the diagnosis and emergency reserve of
N novel coronavirus (2019-nCOV) pneumonia, and the
Notes

registration certificate is valid for one year.

Z_gl'he enterprise shall complete all registration
application materials in accordance with the )
requirements of in vitro diagnostic reagents registration
method when continuing the registration.

Approval Department: National Medical Products Administration

Approval Date: 2020-03-24
Valid To: 2021-03-23
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FDA EUA

7 2 B U.S. FOOD & DRUG

ADMINISTRATION

April 17,2020

Weicheng Wu, Ph.D., RAC

Vice President, Regulatory Affairs
Fosun Pharma USA Inc.

104 Carnegie Center, Suite 204
Princeton, NJ 08540

Device: Fosun COVID-19 RT-PCR Detection Kit
Company: Fosun Pharma USA Inc.
Indication: Qualitative detection of nucleic acid from SARS-CoV-2 in upper

and lower respiratory specimens (such as anterior nasal swabs,
mid-turbinate nasal swabs, nasopharyngeal swabs, oropharyngeal
swabs, sputum, lower respiratory tract aspirates, bronchoalveolar
lavage, and nasopharyngeal wash/aspirate or nasal aspirate) from
individuals suspected of COVID-19 by their healthcare provider.
Emergency use of this test is limited to authorized laboratories.

Authorized Laboratories:  Laboratories certified under the Clinical Laboratory Improvement
Amendments of 1988 (CLIA), 42 U.S.C. §263a, to perform high
complexity tests.
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CE Certificate

EUROPEAN AUTHORIZED
REPRESENTATIVE CENTER

'CERTIFICATE

IVD NOTIFICATION

Rel. No.: GZ 8821-2020
Order No - GZ 8776-2020

BELGIUM

Date: 17/03/2020

THIS IS TO CERTIFY THAT, ACCORDING TO THE COUNCIL DIRECTIVE 98/79/EC, OBELIS 5.A. (O.EARC)
PERFORMED ALL NOTIFICATION DUTIES AND RESPONSIBILITIES AS THE EUROPEAN AUTHORIZED
REPRESENTATIVE (EC REP) OF:

NAME SHANGHAI FOSUN LONG MARCH MEDICAL SCIENCE CO., LTD

200444, 830 CHENGYIN ROAD, BAOSHAN DISTRICT, PEOPLE'S
REPUBLIC OF CHINA

ADDRESS:

AS STIPULATED AND DEMANDED BY THE AFOREMENTIONED DIRECTIVE
The Manutacturer declares that the IVD devices comply with the Directive including all essential requirements.
The Manulacturer has provided Obelis 5.a. (O-E A R.C.) with all the appropriate declarations according to the 98/79/EC

Dieciive — arbie 10 roquirements indluding the EC Dedlaration MCorﬂormil‘ywrlllnnlr-glhal his In-Vitro Diagnostics
madie-ldevms a8 stipulated here above, are fulfiling the appl opear Directive

The notficaton of the felouing ki mwmmumm hus bosn compleied by Oboia 8. (OE ARC) on
the 16/0872020 in ith

IN-VITRO DIAGNOSTIC MEDICAL DEVICES: PLEASE SEE ANNEX A - LIST OF DEVICES { 2 PAGES, 6 DEVICES)

‘As of the 17/03/2020, and as long as the manufacturer will continue complying with the hereabove mentioned
requirements” he therefore

- 13 required to affx the CE marking on these devices;

- Place these devices in the Teritory of Belgium andior the other EEA Member States (excluding territories not in
‘alignment with Deoision 2010/227/EU)

Mr. G. Etkayam CEO

@ © G

agmmx
oot Akt s Bl Ganeend Wiokis 53 100 Brsscs
{ERR 92 TSTE 1 i 013722 oas (Bt
V3 = ID; 00454716 ~ 22/02/2015

. Obels European Authorized Representative Center i 2 member of the European Assocation of
Authorized Representatives (EAA.R) IS0 9001 : M!S and SO 13485 : 2016 certified in
profession of .

B

erecl i Ackeess: B Brand Whitiock 30, B~ 1200 Brusssts - Bakgum
et | Wobait: waruobeds st

Order No.: GZ §776-2020
Ref No.: GZ 8821-2020

|1of2

(Recital 29 of the Directive 98/79/EC on In Vitro Diagnostic Medical Devices)
Catalogue 7 > " GMDN/
#| reforence Shert description and intended uze Class
EOMS Code
number g
et o T e e o i | 158200
1 PCSYHF {Fosun 2019-nCoV qPCR| (2019-nCoV)RT- | ©5t= 0" © OOV & Others
5 multiplex real-time PCR in human | Virology - NA
PCR Detection Kit
throat swab or sputum samples. | Reagents)
This product is intended for the rapid
detection of nfluenza A virus (FluA],
1504 4090
Fosn Fun/FluB/2015. | FATFUB/2019- | inflvenza Bvirus (Flue), 2019-0Cov by | 7 01 1C
2] PCSYHG pembis PCOVRT-PCR | TagMan multiplexreal-time PCRIn | 07 | others
ekl Detection Kit _| human nasopharyngeal swabs, throat ‘:"‘“' ;
swab, :putum samples or dechs
bronchoahveolar lsvage fluid samples.
1
f
I This product is intendad for the rapid
{ |(2019-nCov) Real | Setection of 2015 ﬁ;n::rm
I8]  rcome  |Fosun2015ncovrapd Time otherma) | Heothermal smplification inhuman [ EPMT | Others
| Brmplfcation | P0PhanmEeal swabs, thioat swab, | ©J ‘“"M
| = sputum samples. g
W This product s intended for the rapid | 1504 4005
“*’"_ "’R detection of Respiratory syneytial virus| (Respiratory
4| pesvin FosunsVrapid |2 POl by reakime ion [Syncytial Virus| Others
Amaificationxt | " human nasopharyngeal swabs, | (RSV) - NA
pan throat swab samples. Reagents)
Chlamydia [ This productis intendedfor the rapid
i detection of G 15014090
W - Othes
5| posvia Egsun CB/MP rapid ’"w - i TOther | ohers
b throat | NAResgents)
Amplification it | swab samples

Attachments - Annex A IVD - IDF 00453017 - Version 1-08/11/2017

Fasun 2019.nCoV.
1gM/IgG rapid

Novel Coronavirus

(2019-nCov)
1gM/1gG test Kit

The product is a salid phase
immunachromatographic assay for the|
rapid, qualitative/ semi-quantitative
and differential detection of 1gG and
1gM antibodies to 2019-nCoV in human|
whole bload, serum or plasma.

15048090
(Other Viral

Detection)

Others

* Anpcx AT parte! the Agreement

Obelis s.a.

Signature:

Stamp:

st classification ks bas

ufacturer and umde s sobe respors

2732600

Attachments - Annex A IVD - ID# 00453017 - Version 1- 08/11/2017

iy (VD 98/ 79fEC)

— FOSUNPHARMA EE£E%H

DIAGNOSTICS EZi=hR

|20f2



ISO 13485

(( DAKKS
Detache
terungsstelle
D-IM-11321-01-00

Certificate

No. Q5 068067 0004 Rev. 01

Product Sehvce

Holder of Certificate: Shanghai Fosun Long March Medical
Science Co., Ltd.
No.830 Cheng Yin Road
Baoshan District
200444 Shanghai
PEOPLE'S REPUBLIC OF CHINA

. Shanghai Fosun Long March Medical Science Co., Lid.
Facility(ies): No.830 Cheng Yin Road, Baoshan District, 200444 Shanghai,
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

. Design and Devel Production and of
Scope of Certificate: ot b e Kits, | tocdial

Kits for the Dﬂmion of Infections and Special Pmluins.

! y Kits, Microbial Detection
Kits, Clinical CI Blood Culture
Sysurm. MultiCycler Rwl-Tirne S]rs!ems Fully-automatic
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Production and Distribution of Nucleic Acid Diagnostic Kits

I rd(s): ENISO 134852016
Applled Standa [S] Medical devices - Quality management syslems -
R Tor !

TOV $0D Product Service GmbH - Certification Body « Ridlerstrafie 65 « 80339 Munich « Garmany

* ¥ purp
(IS 13485:2016)

ﬁ DIN EN IS0 134852018
g The Certification Body of TOV SOD Product Service GmbH certifies that the company mentioned
— above has b and is g a quality system, which meets the
[T requirements of the listed standard(s). Sse also noles overleal.
[
o Report No.: SH1841711
w
X Valid from: 2018-02-15

Valid until: 2020-12-31
*
[
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a2 =
0] |
— Date, 2019-02-15 Stefan Preil
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~N Pags 16f1 oV

F‘rnnznplellc Voraussetzung fiir die Giltigkeit

Zertifiziervertrag

werden

Requirements for the validity of the certificate
in principle:
= Validity c
In additi

sti |'; and (“rn.. cation -\c‘-"ul atior
te holder
Testing and

the currer
ation Regula

reg 5 partnar

60 0 i

t TUV SUD Product Service

BT

DR &) o

Requisitos para a validade do certificado (em
principio):

{5) normals) de ens
1adals)
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Exportation of Medical Products

LR TERE
zwdtcert.sh.gov.cn li"ﬁj\t{;}[‘:mlﬂ
PEOPLE’S REPUBLIC OF CHINA
[ZE97 s bl il 1 @9 1R
CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

EHES: PR UWHN 2020009 5
Certificate NO.: 24 4k H 20200096 5

ERAatk: FRTRAE (2019-0CoV) BN EHF & (24 PCR %)
Product (s): Novel Coronavirus (2019-nCoV) RT-PCR Detection Kit

A S 32 Ah/&. 48 AR/£. 96 Aft/&
Model: 32 tests / kit, 48 tests / kit, 96 tests / kit

PR AR AR RES: EREE 20203400299
Registration certificate(s): BEARiEHE 20203400299

EFpd: EHAEREEFHNFARAA
Manufacturer: SHANGHAI FOSUN LONG MARCH MEDICAL SCIENCE CO, LTD.

AR EETELLRRE 830 S

Address of manufacturer: 830 chengyin road, baoshan district, Shanghai, China

EFEFTRARRES: PR ERE# 20020886 5
Manufacturing License (s): 7 & # Mk 4 7= # 20020886 5

FIEA ER R PR ERE e,
This is to certify that the above products have been registered
to be manufactured and sold in China.

ERAMEME: 2021460323 H
This certification valid until:Mar, 23, 2021

£/
Remark: /

rOSUNPHARMA EE2E%
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Q Product Information & Advantages
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Novel Coronavirus (2019-nCoV) RT-
PCR Detection Kit

« Packing size: 32/48/96 tests/kit

« Specimen type: nasopharyngeal swabs, throat swabs,

sputum or BALF, etc.

« PCR Instruments : ABI 7500, LightCycler480, SLAN96,
LM2012, etc. with four-channel PCR instrument

« Detection time: about 1 hour and 20 minutes

- Storage and Period of Validity: -15 °C to -25 °C, 12 m
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Detection Principle and Performance
Evaluation

« Detection Principle:

— TagMan real-time PCR technology, FAM channel detect
ORF1ab gene, JOE channel detect N gene, ROX channel
detect E gene, CY5 channel detect internal control

« Performance Evaluation:
— Limit of detection: 300 copies/mL

— Precision: CV of CT value within / between batches is
less than 5%

— Specificity: No cross reaction of other related pathogens
with the same or similar infection site

- rOSUNPHARMA EE£EZH
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Clinical Data

Clinical Diagnostic
Results | I P R 6 45 4 45

PR ER: BRI (2019-0CoV) KM

B (R PCR iE)

Positive Negative R ——

Positive 203 14 217
Negative 1 379 380
Total 204 393 597

 Clinical sensitivity = 99.51%
« Clinical specificity = 96.44%
o Overall coincidence rate = 97.49%

- & rOSUNPHARMA BEEZH
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Main Components

Deoxyribonucleotide, magnesium chloride,
2019-nCoV ORF1ab, E. N gene primer,
fluorescence probe

2019-nCoV Reaction
Buffer

RT-PCR Enzyme Mix Taq DNA polymerase, reverse transcriptase,
UNG enzyme

2019-nCoV Positive Nucleic acid templates

Control
2019-nCoV Negative :
Normal saline
Control
Internal control A Nucleic acid templates

Note: the components in different batches of kits can not be interchanged, and

the freeze-thaw times shall not exceed 5 times.

- - FOSUNPHARMA EEEH
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Advantages of Novel Coronavirus(2019-nCoV)
RT-PCR Detection Kit (Commercial Name: Fosun
2019-nCoV qPCR):

« 1. High sensitivity to minimize false negative rate;

« 2. Detect three target genes at the same time to ensure

the accuracy of detection;

« 3. A unique anti-pollution system is adopted to avoid

false negative and false positive results at the same time;

e 4. The clinical effect has been fully verified after strict

multicenter trials.

- rOSUNPHARMA EE£EZH
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Advantages of Novel Coronavirus(2019-nCoV)
RT-PCR Detection Kit (Commercial Name: Fosun
2019-nCoV qPCR):

« The sensitivity of the kit is determined by the LoD. The LoD of
Fosun 2019-nCoV gPCR is 300 copies/mL. It means the 2019-
nCOV can be detected as long as the concentration of 2019-
nCOV in the sample is greater than 300 copies/mL. The LoD of
previously marketed products is generally 500-1000 copies/mL.

« Under the guidance of "Registration Technology Review Points
of 2019-nCOV nucleic acid detection reagent " issued by NMPA,
We have completed the registration and submitted the clinical
application summary report of Fosun 2019-nCoV qPCR,
ensuring the reliability of the test results.

- rOSUNPHARMA EE£EZH
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Q Competitive Product Analysis
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Comparison table

Daan ..

Specimen nasopharyng nasopharyng pharynx pharynx pharynx nasopharyn pharynx

type eal swabs, eal swabs, swabs, swabs, swabs, geal swabs, swabs,
pharynx sputum sputum,  sputum BALF pharynx BALF
swabs, BALF swabs,
sputum, BALF sputum
Detection ORF1ab, N,E ORFlab, N ORF1ab, N, ORF1ab, N ORF1ab, N ORF1ab, N ORF1lab
of targets genes gene E genes gene gene gene gene
TAT 2h 1h 2h 2h 2h 1.5h 3h
Sensitivity 300 500 1000 1000 200 1000 ?
copies/mL  copies/mL copies/mL copies/mL copies/mL copies/mL
Introl Yes No Yes Yes Yes Yes No
Control
UNG
Enzyme Yes No No No No No No
and dUTP
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2019-nCoV RT-PCR Workflow

-
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10 min

30 min

80 min
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Reagents and Consumables for
2019-nCoV RT-PCR Detection

Sample Collection ~ Sample preservation Nucleic acid extraction Kit ~ Amplification Kit Real-Time PCR System

J V v J V

. Nucleic Acid Extraction Novel Coronavirus
Nasopharynge el :;?::ir(;/:tlon and Purification Kit (2019-nCoV) RT-PCR )_(:60 I:ecall
al Swab (Fosun Buffer) (Magnetic-bead or Detection Kit ime
Silica membrane based) (Amplification Kit) System
CE Certificate IyrgfoZéirfge rttolflacr?ﬁ)'/ Pregw:gA t(c:)eggglc)? E‘g'r CE Mty GF Gt i, N, €2
: " s FDA EUA Certificates
or CE certificate certificate
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Sample Collection Tool

o
e

g 0 0
" _"tlnn B.uffel-_ . | -4

aon

7
i

Cell preservation solution

This product is intended for the
collection, preservation and

transportation of clinical specimens.

Flocked Swab

This product is intended for the
collection of clinical specimens.

- FOSUNPHARMA EEEH
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Sample Collection Method

« Nasopharynx swab: press the nasopharynx swab against
the nasal septum and slowly penetrate into the back of
nasopharynx, rotate it several times to obtain secretion;
quickly immerse the swab into the sample collection tube,
discard the tail, and tighten the tube cover to seal to
prevent drying.

« Throat Swab: Use the plastic rod swab with polypropylene
fiber head to wipe the bilateral pharyngeal tonsils and the
posterior pharyngeal wall at the same time, immerse the
swab head into the tube containing physiological saline,
discard the tail, and tighten the tube cover.

- rOSUNPHARMA EE£EZH
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Sample Collection Method

e Sputum: Cough up the sputum in the deep part of the
respiratory tract and collect it in the container. Liquefying
method: add equal volume of acetylcysteine (10 g/L) into
the sputum sample, shake at room temperature for 30
minutes, and then carry out RNA extraction after sufficient
liquefying.

« Bronchoalveolar Lavage: Collect bronchoalveolar lavage
for test.

The sample can be stored for 24 hours at 2~8°C and for a long
time below -70°C. It can also be stored in refrigerator at -20°C
temporarily.

- rOSUNPHARMA EE£EZH
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Nucleic Acid Extraction

e |tis recommended to use the nucleic acid extraction and
purification reagent (universal) produced by our company,
QlAamp Viral RNA Mini Kit of QIAGEN, and NX-48 Viral
RNA Kit of Genolution for extraction.

« The required sample volume is 200 puL, and 5 plL internal
control is added to each sample to be extracted (including
the controls).

o After extraction, the nucleic acid extract should be added to
the reaction tube within 10 minutes or transferred to the
centrifuge tube and stored at - 15 °C ~ - 25 °C.

- rOSUNPHARMA EE£EZH
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Nucleic Acid Extraction Reagent

(MMM

[y

KT B AR T

MRS E WA

=S e RS, TORA (RS T 2 oG _BORRMBSUROLIL
M 2 )i B § i tion Kit
- weleicAcid patraction ®
N
\.
R
N,
it (o i Z-F{i'w'Jé. e
Hil: 2085 1LE 13H
External photo of kit Inside photo of kit

NMPA Certificate

This product is intended for extraction, enrichment and purification of nucleic
acids based on silica-membrane absorption method or magnetic-bead method.

- ~ FOSUNPHARMA BE2E%H
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Nucleic Acid Extractor

- RES: Eif$520140202

« Max sample volume: 1000ul

= —
—

e Operation time: 35min/batch 42cm(h)x43cm(<_1|)x45cm(W)
¢ Max number of samples: 32 samples/batch

e Colored touch screen

« Small size, can be used in biosafety cabinet

« Program editing, U disk import and export function

« Adjustable heating function, UV light sterilization with

timing switch

- rOSUNPHARMA EE£EZH
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2019-nCoV RT-PCR Workflow

Sampla  + -
2019-nCOV reaction
RT-PCR enzyme Sample Column @ G U — —
Cell lysis bondmg Washing Elution Purification -
et i 10uL topL]10uL [F‘ [F‘
> [ [
J B s Y
\ ' - /
i‘z L: Reazen‘ prerfm;aTﬁ;l; . Step 2: Nucleic Acid Extraction Step 3: Template Addition Step 4: PCR Amplification
* v, i -
n ; ul o ”M The volume of sample to be extracted is 200 pl,, Add 10 uL of extracted Negative Stepl: S0°C for 15 minutes, 1 cycle;
enzyme and n x 1¢ o . . . .
010mCOV . &VL“ and 5 yl of intemnal reference A will be added to Control, 10 WL of extracted Positive Step2: 95°C for 3 minutes, 1 cycle;
o reaction - reagent each sample (including the reference): Control, and 10 ul, of extracted Step3: 95°C for 3 seconds to 60°C for 40
into the centrifuge tube, mix by '
. d n | ENA from sample to different PCR seconds, 5 cycles;
shaiing. and cemirugale at low reaction tubes. Centrifuge them at Stepd: 95°C for 5 seconds to 60°C for 40

speed for a few seconds, then .
i ) low speed. Then, move them to the seconds, 40 cycles. The signals of FAM,

make aliquots of 20 L into Real-time PCR instrument. JOE.ROX and CY5 fluorescence

different PCR reaction tubes.

| Step 5: Data Analysi o , : :
°p i T SAEE Note: The nucleic acid extraction reagent used in Step 2 is

Test data file need to be saved
ﬁ - /== after PCR reaction. Please set the not provided in Novel Coronavirus (2019-nCoV) RT-PCR
[BDZ8%74 parameters and  analysis  the Detection Kit, which needs to be purchased by customers
results of FAM, JOE, ROX and
- CY5 channels respectively. Separate|y~

- FOSUNPHARMA EEEH
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X960 Real time PCR System

Four fluorescence channels
« 96-well high-throughput block
« Accurate and reliable results

« Long-life LED light source

« Fast heating and cooling ramp rate
 Built-in WIFI module for remote operation
« Exclusive dual-optical path design without interference

 Industrial-grade cooled CCD camera for synchronous signal

acquisition

- FOSUNPHARMA EEEH
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Additional Equipment Required

o Computer and printer required by Real-time PCR analyzer
« Metal Bath

« Mini centrifuge

« High speed frozen centrifuge

* Pipettes(0.5-10ul, 20-200ul, 100-1000ul)

e Vortex

~ FOSUNPHARMA BE2E%H
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Example of amplification curve of 2019-
nCoV nucleic acid detection reagent

1.000e+006
1.000e+006
2.000e+005 8.000e+005
£.000e+005 e
4 000e+005 4.000e+005
2.000e+005 2.000e+005
0.000e+000 0.000e+000 —-J
-2.000e+005 -2.000e+005
1 3 68 7 9 11 13 15 17 19 21 23 256 27 29 31 33 35 37 39 1 3 5 7 9 11 13 15 17 19 21 23 256 27 29 31 33 35 37 39
Amplification curve of FAM Channel-ORF1ab Gene Amplification curve of JOE Channel-N Gene
3.500e+005
2.400e+005
3.000e+005
2.000e+005
2. 500e+005
1.600e+005
2.000e+005
1.200e+005
1.500e+005
8.000e+004
1.000e+005
4.000e+004 5.000e+004 F
0.0006+000 | arreeazl
-4.000e+004 -5.000e+004
1 3 5 7 9 11 13 15 17 19 21 23 25 27 29 31 33 35 37 39 1 3 5 7 9 11 13 15 17 19 21 23 25 27 29 31 33 35 37 39
Amplification Curve of ROX Channel - E Gene Amplification curve of CY5 Channel-Internal Control

in Different Samples
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Quality Control

« Negative control and positive control shall be set for each test.

« The test results shall meet the requirements of the table below,
otherwise the test is invalid, and the errors of instruments,
reagents, amplification conditions, etc. shall be checked, and the
experiment shall be repeated.

Quality Quality Control Requirements
controls FAM Channel JOE Channel ROX Channel CY5 Channel

Positive Ct<30 Ct<30 Ct<30 CT valug N
Control not required
Negative Undet Undet Undet Ct<32
Control

- rOSUNPHARMA EE£EZH
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2019-nCoV Results Interpretation

Test Result Results Interpretation

OrF1ab gene, N gene and E gene

have two or more (+) 2019-nCoV (+)

If repeat amplification is still

Only ORF1ab gene (+) positive, 2019-nCoV (+)

Only N gene or E gene (+) 2019-nCoV (-)

ORF1ab gene, N gene and E gene

are all () 2019-nCoV (-)

- rOSUNPHARMA EE£EZH
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e Packaging and Transportation
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Low temperature transport box

Volume 28 L

Length * Width * Height /cm 45.7*%45.7%46.7 53.3*53.3*54.3

Net weight /kg 25
Capacity 96 kits
Time 3 days
Price /USD 300

56 L

40

203 kits
3 days
360

70 L

65.7%53.2*%54.2

43

280 kits
3 days
450

97L

130 L

62.7%62.7%63.7 79.7*61.7*%62.7

53 52

418 Kkits 560 kits
3 days 3 days
550 600
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° Requirement
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Biosafety practices of RT-PCR detection of
2019-nCoV in the laboratory

« Staff are trained for appropriate specimen collection,
storage, packaging, and transport.

« All specimens collected for laboratory investigations should
be regarded as potentially infectious.

e Specimen handling for molecular testing would require BSL-

2 or equivalent facilities.
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Summary

3 target detection, reduce recheck and improve detection

efficiency

Complete the detection of 96 samples in 2 hours with the

automatic extractor

Internal control, UNG enzyme and dUTP were used to avoid

false negative and false positive results

Reagents have been clinically tested in 3 hospitals, and
preliminary results show that reagents are highly sensitive

and specific.
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Innovation for Good Health!

Richland Technology Inc.

Phone: (240) 614-6272

Email: Fan@Richland-Tech.com 30 West Gude Drive, Suite 210
Ema@Richland-Tech.com Rockville, MD 20850
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