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Company Profile:

History; Layout; Plant; GMP




Profile
Chairman

Hiprg: | rsorrnpanass

HIPRO BIOTECHNOLOGY CO.,LTD

Founder, Chairman, CEO of Hipro technology
Co.Ltd

China association of medical equipment
(Executive member of the Council)
China association of medical equipment POCT branch

(Vice president)

(Vice president)
Hebei patent protection association (Vice president)
Technology leader of Shijiazhuang city
Medical talents of China Medical city
Special allowance expert in Shijiazhuang



1 Profile

History

B A3 automatic Launched Nanjing R&l
-Ptor(ri grociiu:t r ReggingsN S| Icse?t:f?et% CE immunoassay platform international Center
system desig ace go to market market
2006 2004 2011 2013 2016 2018
2008 2010 2012 2014 2017 2020
MEstablishment ~ MAcquiring B POC products M Move into new M Build the 2nd

CLIA company M Share reform go to market Hipro headquarter ;

< production base
43 CFDA certificates
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Layout in the world
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Hipro Freiburg R&D center
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Profile Hiprc:
GMP

Production capacity : 150,000 TESTs/day

100 , 000 class GMP Reagent
7 production

10 , 000 class Antibody
Preparation




Profile i
Hipro China Medical City Hlprc

|

First Prize for “Innovation competition
in China Medical City”
40 thousand sq.m;

50,000 sq.m GMP for POC reagents
and microfluidic products

Sampler: 500,000 Tests/day
Disk: 250 , 000 pieces/day
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i . | FEEMERBHERAS
Hipro NanjingResearch Center Hipre: |

HIPRO BIOTECHNOLOGY CO.,LTD

|
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Qualification:

Patent; Certificates
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Qualification
Patents

patents SimplyREAD

-
2 patents for invention
11 patents for utility model
8 patents for design

patents A3 Automatic

Immunoassay system

Hiprc:

18 patents for invention
31 patents for utility model
3 patents for design




Qualification
Patents

patents under application —
Microfluidic products
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Hiprec:

FHEMEREBHBERQA

HIPRO BIOTECHNOLOGY CO.,LTD




Qualification
Certificates

Certificate
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Products:

Instrument; Reagent; Calibration




HIPRO BIOTECHNOLOGY CO.,LTD

2 Product Hipr@;. | FEsnEARHERAS
Instrument Portfolio

2

Al A3 Al-pro
Model: HP-AFS/1 Model: HP-AFS/3 Model: HP-AFS/1-pro




Product Hiprg: | *ususreparan

A3/A1—Automatic Immunoassay Analyzer

Automated Platform , ' f
*

o ‘ Biochemistry |
e - Methodologie | , -
I Turbidimetry

Immunofluoresence




Product Hipf G

A3/A1--Automaticilmmunoassay Analyzer

Single Module Full functions

i - O

All functions ) ) 48 modules




Product

—— A3/A1--Automatic Immunoassay Analyzer

Simple operation

Collect sample

&/

Insert into Cuvette

L

Insert into channel

@



3 Product

Reagent Portfolio

Jimp =27

Integrated

'-./—q Reagent preloaded
Safety Lock with different color

Injection Valve

sampling

and testing device

~ Capillary with capacity from
2-20uL



3 Product Hipre:

Reagent Portfolio

*Free from pipettes
*Free from human error
Minimal hand —on time

*Designed based on

*Whole blood sampling \

-Single package per test
*No open vial shelf life

*Excellent precision *No reagent waste

Accurately quantitative ®
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Product

Test Menu

Most comprehensive test menu in China POC market

SAS-Cov-2 D-Dimer HbA1e PGI Tumeor marker
2019‘1?1;::3;‘1 f1g8 HDL-C Crea HP AFP
SAS-Cov-2-Antigen TG mALB G17 CEA
Infection BNP Cys-C Liver function Microelement
CRP NT-ProBNP al-MG PA 25D
hs-CRP TCHO B2-MG TRF Ferritin
PCT FER MNGAL ADA BAP
SAA HCY RBP Autoimmunity GH
HBP cTnl Rheumatism IgA BGP
Cardiovascular MYO ASO Ight 25-0H-VD
H-FABP LDL-C RF IgE
CK-MB MPO Anti-CCP IgG
LP (a) cTnT Gastric Function Hormone &
Lp-PLA2 Renal function PGI HCG H 'pr @ i

®

Hiprc:



Product Hiprc:

3-Level Calibration System

|®

Physical calibration by
standard liquid traced to ANSI

v
\br
Oa\\b ar,"of)
Standard curve System calibration by
calibration custom quality contral
supplied by Bio—Rad/
CV < 1 _‘40/0 Randox




Product

IT system

Mobile network, Internet

Multiple-size Hospitals,
Clinic, Emergency, Laboratory,
Household, Field

—

Mumbai

- HIPRO server

Freiburg

HIPRO Data
management center

Technical service




Product

IT system
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Product
Whole platform

\‘\
Reagent Platform Instrument series Control
Al, A3 3 level calibration system
SimplyRead™ A1-Pro(Throughput: 50T/h ) ---World initiative

------ World initiative World initiative



Product
Conclusion

Easy

Patented integrated sampler
One step operation
Ready to use kits

Comprehensive

4 methodologies,
International reagent platform

-~ Hipre:

Hiprc:

Rapid

From sample to result , within 5
min . Simple operation, quick
reaction, quick analysis.

Accurate

Classical liquid phase
methodology.

3 level calibration system assures
the accurate and reliable results



3 Product

Recognition

Hipre:

Appointed Products by MOH of China for Stroke Screening

228 Tier-1ll Hospitals

3 Uniqueness

Accurate

Third party calibration

*Real-time data upload
2000GHz Server /IT center

*One instrument ai assays
* Multi-methodologies

HbA1c + HCY
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Product Hiprc:

Recognition Hipro VS Armed Police General Hospital,
Beijing----April 12,2018

D-Dimer Correlation
30.00

y=4.6714x - 0.0566
r=0.9923

S o
g8 8

Hipro HP-AFS/3 mg/L
= -
o wn
8 8

=

o
8

0.000 1.000 2.000 3.000 4.000

ACLTOP500 Auto Coagulometer mg/L

AVEDEV 1. 45 6. 66 I\Ej"ret‘-fisitc'n Tf{st—-—g—tDiTeg .
= anuracturer: nipro biotecnnology Lo.

STDEV 0.02 0. 13 | strument Model: HP-AFS/3

CV 1. 24% 1. 89% Reagent Lot NO.DA180401

5.000 6.000




FHEMEREBHBERQA

HIPRO BIOTECHNOLOGY CO.,LTD

ﬂ Product Hipre:

Recognition

Symposium POC d-dimer test 17th Dec 2019

Afkap 500 pg/L. | Sensitiviteit |  Specificiteit |  Efficiency | Failure rate
Prev. 17% - - % geen echo of - FN
| [ | CT (100-FP) |

| STA referentie | 97 | 61 _ 61 | 0,6%

| Nanochecker | +/- | + _ ++ | +/-
Afias 1 . 4 - . + | +4 | + /-
| Chroma I1 - + ++ -
Standard F200 + - +/- +
Hipro | +/- | ++ _ o+ | +/-

STANDARD F200 Aralyzer

Nanochecker |  Afias1 | i Chroma Il | Standard F200 | HP-AFS/1
Nano-ditech _ Boditech _ Boditech | SD Biosensor | Hipro




Product Hiprc:

Recognition
Precision rement of PCT-- ng/ml .
T Hipro A1pro VS Roche E411
reference | 0.25 | 044 | 168 | 3.24 | 599 | 11.78 | 19.52 | 43.14 | 55.16
0.26 | 0.40 | 1.72 | 2.66 | 5.62 | 10.28 | 16.00 | 45.14 | 55.45
0.22 | 0.40 | 1.75 | 2.72 | 5.50 | 9.77 | 16.42 | 42.58 | 53.41
10.26,2019] 0.27 | 0.48 | 1.71 | 2.87 | 5.64 | 10.92 | 15.00 | 45.04 | 55.41 PCT Linear correlation
0.23 | 0.45 | 1.74 | 2.89 | 5.85 | 11.25 | 15.67 | 40.33 | 51.78
0.23 | 0.45 | 1.71 | 2.85 | 5.85 | 9.78 | 15.27 | 43.44 | 52.27 60 y=0.987x-0.2104
0.24 | 0.45 | 1.74 | 2.96 | 5.82 | 10.81 | 15.58 | 42.64 | 57.95 ., R2 = 0.9964 @
0.27 | 0.45 | 1.82 | 2.86 | 5.76 | 11.20 | 16.28 | 44.75 | 55.84
10.27,2019] 0.24 | 0.43 | 1.78 | 2.94 | 6.03 | 11.01 | 15.68 | 42.20 | 54.58 40 -
0.26 | 0.40 | 1.82 | 2.93 | 5.92 | 11.62 | 15.59 | 45.85 | 58.20
0.27 | 0.42 | 1.84 | 2.92 | 5.97 | 10.41 | 15.59 | 44.55 | 56.73 30
0.24 [ 0.43 [ 1.74 | 2.90 | 563 11.49 | 15.49 [ 43.38 | 50.01 _
0.20 | 0.39 | 1.76 | 2.93 | 6.20 | 12.07 | 14.86 | 42.64 | 52.50 e
10.28,2019] 0.24 | 0.42 | 1.76 | 2.98 | 6.00 | 11.61 | 14.76 | 43.28 | 55.13 19 e
0.27 | 0.43 | 1.78 | 2.90 | 5.81 | 11.46 | 19.25 | 42.30 | 55.96 /o
0.27 | 0.45 | 1.78 | 2.88 | 5.74 | 10.88 | 16.15 | 45.11 | 54.89 0
Mean | 0.25 | 0.43 | 1.76 | 2.88 | 5.82 | 10.97 | 15.84 | 43.55 | 54,67 0 10 20 30 40 50
oV 8.4% | 5.9% | 2.3% | 3.0% | 3.2% | 6.1% | 3.3% | 3.4% | 4.2% | 10




BD

CN POC Project

Hipro product evaluation Result

Linearity and Bias assessment and multisite imprecision estimation

For internal use only



Hipro product platform and PCT assay offering

Specially designed user-friendly
sampling system

Py /_' Reagent preloaded
[ /—‘ Safety Lock with different color
-C/i/—‘ Injection Valve

Simpyread

Integrated sampling and test

* Free from pipettes

* Whole blood testing (for
specific assays)

. Capillary with capacity from 2-20uL .
* Single package per test priary pacity

Physical calibration by
standard liquid traced to ANSI

3 level calibration

* One platform covers
Nephelometry,
Biochemistry, Turbidimetry,
immunofluorescence
methodologies

Alpro fully automated
Multi-A3 to be expandable AL a3

Test equipment

9% .

b4

Model: HP-AFS/3

Model: HP-AFS/1

Al-pro
Model: HP-AFS/1-pro

* Physical calibration by standard liquid traced to ANSI;
* Remote standard curve calibration;
* System calibration by custom quality control supplied

by Bio-Rad.
@ ® Y
Standard curve System calibration by
calibration custom quality control
;ua%;()jlgexd by Bio-Rad/ }
PCR assay offering
Friendly testing
operation Principle: /
Fluorescence

( collect*

) * For PCT test, serum or plasma (not whole blood) will be collected by sampler
For internal use only

Package: 25T/Kit, single pakage
Sample type: Serum/Plasma
Sample volume: 15ul

Linearity: 0.2-60ng/ml




OUR PROTOCOLS

Linearity
1. Pooled clinical samples prepared for
analysis

2. Claimed linearity check (0.2-60ng/ml)
3. 11 levels prepared for analysis

Bias Estimation 4. 2 replicates each level
5. The linear range claims do not hold for the

conc. chosen (0.2 — 60ng/ml), so:
- 0.14-17.75ng/ml
- 0.14-5ng/ml $=11samples
- 12.71-69.19ng/mi ool

0.90L +0.10H
0.80L + 0.20H
0.70L+0.3H
0.60L + 0.40H
0.50L +0.50H
0.40L +0.60H
0.30L +0.70H
0.20L +0.80H
0.10L +0.90H
High (H)

1. 133clinical samples covering (0.2-60ng/ml) prepared
for analysis, 11 pooled samples included.

The study was performed over 4 days.

All samples were run in random sequence

One replicate tested on each sample

Calculated the matched sample-to-sample bias
comparison

A

O 0N U WN P

e
= O

w BD
For internal use only \ 7



Between-laboratory
Precision

5x5x3 design — five days, one run per day, five replicates per run
on three instruments with 3 lots of reagents -- yield a total of 25
results per sample per lot of reagent on each instrument

20%x2x2 design — 20days, two runs per day, two replicates per fub

on one instruments with 3 lots of reagents — yield a total of 80
results per sample per lot of reagent
Pooled samples: 0.25ng/ml, 0.5ng/ml, 2ng/ml and 10ng/ml|

For internal use only

Within-laboratory
Precision

5x5 design -- five days, one run per day, five replicates
per run on one instrument with one lot of reagent — yield

a total of 25 results per sample

Pooled samples : 0.25ng/ml, 0.5ng/ml, 2ng/ml and

10ng/ml

& BD



Conc.(ng/ml)
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Evaluation of the Linearity of Quantitative Measurement Procedure
Statistical data analysis steps and its logic behind

3 Regression

models
v=h+bhx

y=hy + b+ by’ b: or b; check
¥ =by +bx+ by’ + by’ with T-test DL, = p(x,) (b, +b,x,)
Examining the
standard error of
the regression Sy.x
PRELIMINARY DATA POLYNOMIAL NON-LINEAR DEGREE OF
EXAMINATION REGRESSION COEFFICIENTS NONLINEARITY

CHECK

Determine whether the nonlinearity is at either end of the range of concentration or in the middle of the range.
One option is to remove the point where DLi is too large, and re-run the statistical analysis.

Linear range from 0.14 to 4.95 Linear range from 4.56 to 17.75 Linear range from 12.71 to 69.19
Prepared from o.14 to 4.95 prepared from o.1 to 17.75 Prepared from 12.71 to 69.19
20 100
Y = 0.448x - 0.098 = 15 | Y=1844x-3.1554 = Y = 4.629x + 7.6166
R?=0.9824 é R?=0.9934 %0 R*=0.9856
£ 10 £ 50
g g
s o AL
4
0 . e RN
For internal ase onlyé 8 10 12 0 2 4 6 8 10 12 0 5 . . w A=d g

2% (Mean )

® Mean

fevel ® Mean 2kt (Mean ) level ® Mean




Conclusion

Measurement procedure comparison and bias estimation per its different linear ranges

Linear rang from o0.14 to 4.95, both methods (Hipro and Roche cobass e411) are identical.

Claimed Citeria 10%

Clinical cut-off y diff diff% Range
0.25 0.27 0.02 9% (0.22, 0.28)
0.5 0.52 0.02 4% (0.45, 0.55)
2 2.08 0.08 4% (1.87, 2.13)

Conclusion

Linear rang from 4.56 to 17.75, both methods (Hipro and Roche cobass e411) are identical.

Conclusion

Claimed Citeria 10%

Clinical cut-off

diff

diff%

Range

10

3%

(9.74, 10.26)

Linear rang from 12.71 to 69.19, both methods are identical through passing-bablok regression, the linear regression error tells us how wrong the

regression model is on average, smaller error indicates that the observations are closer to the fitted line.

For internal use only

Linear range

Std Error

Regression (S, ,)

12.71-69. 91 0.74
4.56-17.75 0.3
0.14-4.95 0.21




***Overall conclusion: The performance ( Linearity ,Bias assessment and multisite imprecision
) of Hipro PCT (immunofluoresence method ) is in concordance with the specifications stated in the instrument user manual and reagent package

inserts.

Multisite Imprecision Estimation

Conc.(ng/ml) Instrument %CVigpr %CVirpo
0.25 Al at CRDC 6% 7%
0.5 Al at CRDC 5% 6%

2 Al at CRDC 2% 5%
10 Al at CRDC 2% 4%
0.25 A2 at CRDC 6% 8%
0.5 A2 at CRDC 6% 7%
2 A2 at CRDC 1% 4%
10 A2 at CRDC 2% 5%
0.25 A3 at CRDC 5% 8%
0.5 A3 at CRDC 5% 7%
2 A3 at CRDC 2% 5%
10 A3 at CRDC 2% 4%

Linearity : R>0.990 in different con.
Bias <10% in different con,

Multisite imprecision <10% in Hipro and BD Lab



Hiprc:

Hipro Market:

International Market




Hipro Market Hiprc:

International

Overseas market: 62 countries



Hipro market
Strategic Partners

Hiprec:

Biyotest Health Services Ltd as
Hipro’ s strategic distributor , are
committed to providing premium

products and excel lent after—sales
service in Turkey.

Hiprc:




UNITED NATIONS
CHINA

Hipro Biotechnelogy Ce.. Ltd

17 March 2020

intion for donation of medical supplies to Wuhan
through the UN in China

1 am writing to extend my heart-felt gratitude towards your Company for
donating and facilitating the transportation of medical supplies to Hubei Provincial
Disease Prevention and Control Center, This is part of the coordinated emergency
response from the United Nations in China, in response to the outbreak of the COVID-
19 and shows our strong and firm support for the people in Wuhan.

As our emergency response has gradually come to an end, the UN in China is
gearing up our efforts to provide medium and longer-term support for China’s
development, o mitigate the economic and social impact of the COVID-19 and cope
with cross-cutting challenges on the health system, education and poverty reduction,
ete. Equally important, we must also work with China to share its best practices and
lessons learnt s as to support other countries in heed to control the outbreak.

T look forward ta working with you and your colleagues o promote sustainable
development both in China and in other countries, including on joining up our efforts
in the recovery work in China and providing assistance to other countries in need.

Yours sincerely,
pn
N
Nicholas Rosellini

UN Resident Coordinator

Donation to Covid-19 area

10:53 wll 4G @ )

<3EE M TEIES 2yt

> NicholasRosellini @ 7
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A big thank you to Sophonix Co., Ltd. and Hipro
Biotechnology Co., Ltd. for donating medical
equipment including much-needed test kits to
Wuhan through the UN in China. After several days
of transportation, now they have arrived in Wuhan
and been handed over to Hubei Provincial CDC.

Hipre:

FHENMERRBERLA

HIPRO BIOTECHNOLOGY CO.,LTD




Production Line




Complete Covid-19 Diagnosis Solution

1S013485

semaprovet

ST 2% bR BT Gt 4 B0 4

Clinical Significance:
Indicators of acute,
previous or late infection
Specimen: whole blood,
serum or plasma
Methodology: Colloidal
Gold

Clinical Significance:
Quickly detect SARS-CoV-2
antigen in nasopharyngeal
and provide auxiliary
diagnosis for Covid-19
infections

Specimen: Saliva
Nasopharyngeal swab
Mett *: Colloidal

Neutralizing

Antibody Test Kit

Clinical Significance:

An important marker for
assessing the effectiveness
of the new coronavirus
vaccines

Specimen: Whole blood,
serum or plasma

Me#'  '~qy: Colloidal

Total Antibody &

Neutralizing Antibody
Test Kit

Clinical Significance:
Quickly detect acute,
previous or late infection,
and assess the effectiveness
of the new coronavirus
vaccines

Specimen: Whole blood,
serum or plasma

Metbh - Colloidal Gold

T . e



Hipro Biotechnology Corp.
R&D Center: 3938 Trust Way, Hayward, CA94545 USA

T HAN KS ‘I Production : Fangyi tech-park,313Zhuangjiang Rd,
Shijiazhuang,Hebei, China

www.hipro.us




