Contact NewScen Team :

Add: No. 65, 6th Street, Tianjin TEDA, 300457, Tianjin, P.R.China
Web : www.newscentestkit.com (Uncut Sheet)

Web : www.newscenbiotech.com ( Rapid Test )

Email : export@newscen.com

00000

Uncut Sheet

Rapid Test

@NEWSCEN

Iron Deficiency Anemia ( IDA )
Early Screening and Diagnosis

Certified by TUV / MHRA /| NMPA

Serum Ferritin Test Kit ( SF)

21 Years Top Supplier to Global RDT Manufacturers & End Users
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www.newscentestkit.com (Uncut Sheet )

@ NEWSCEN e axport@newscsncom

Moanufacturer

Company
History

Site of
Headquarter

Management
System

Export Product Category Global Market
Infectious Disease Test HIV HCV
Iron Deficiency Test % SF ( Bestselling since launched in 2009 )

Public Procurement ( Million-plus Orders )
Tropical Disease Test

Hormone Test HCG LH FSH [taly-HCV
Drug of Abuse Test

Germany-PSA
Tumor Marker Test FOB

Respiratory Disease Test Indonesia/Singapore/Malaysia/South Africa-HIV

Cardiac Marker Test

Inflammatory Marker Test

Renal Injury Marker Test
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www.newscenbiotech.com ( Rapid Test )
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Milestone

NewScen has created a series of number ones and leaded the trend of technology development in the
past two decades in the IVD industry.

¥ Rapid Test < Equipment & System & Platform

= 2002 Achievement of 15t National New Drug Certificate for HIV 1+2 Rapid Test ( CLASS II')

Technology Breakthrough and 15t Application of Double Antigen Sandwich
Method for HCV Early Detection in CHINA

Establishment of 15t Automatic, Intelligent Immunofluorescence Microfluidics

Platform in CHINA

= 2020 Global Registration of Medical Devices : COVID-19 Series ( Ag, IgG/IgM ) of CE
Certificates and in Australia ( TGA ), Brazil ( ANVISA ), Dominica, etc.

Global Registration of Medical Devices : COVID-19 Series ( NAb ) of CE Certificates

and in Vietnam, etc.

. 2022 Global Registration of Medical Devices : HIV in Thailand, CE Certificates of 18
Products, NMPA Certificate of Reader, etc.

= 2023 TJ Pharmaceutical Group & DRT Group Had Become Major Shareholders of NewScen

TIANJIN PHARMA

Shareholders & Co-founders of NewScen RiBEZ }.@E.ﬁﬁ JOL = O NEWSCEN

NewScen has been controlled by the Tianjin Pharmaceutical Group and DaRenTang Group in 2022.

- Tianjin Pharmaceutical Group is listed in "Top 100 Pharmaceutical Companies in China"
- As a leading high-tech company in the IVD industry, NewScen is highly ranked in the
business line of Device and Diagnosis within the entire group business framework.

External Packing QC Inspection of Finished Product

Please scan the QR code here for NewScen factory tour. > >

For our colloidal gold workshop
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www.newscentestkit.com ( Uncut Sheet )

& NEWSCEN e axport@nemacenicom

R & D Capacity

R & D Team, Experience, Achievement

The NewScen R & D team always keep a close pace with the development trend and cutting-edge tech-
nology of POCT industry by means of attending various well-known domestic and international exhibitions
or professional academic seminars, organizing new product launch conferences. All of these market-ori-
ented research events or business development campaigns contribute greatly to the global vision of
NewScen R & D team and has been bringing the efficacy of our intelligent manufacturing process to a
sustainable growth in return, and win us the trustfulness of our clients globally and the precious opportu-

nities of long-term cooperations.
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Core Members of NMPA Medical Device CE Certificates Independent Intellectual
R &D Team Registration Certificates (CE 0123, etc.) Property Rights
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Chief Scientist from U.S. - Dr. Tony Lee
Co-founder of the NewScen company in 2003
Inventor of the 1st 3-line HIV, HCV, SF RDT in China
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www.newscentestkit.com (Uncut Sheet )

@ NEWSCEN e axport@newscsncom

- Certificates

The following is the qualification certificate of our factory:

m Independent Inte”ectual Property Rights NewScen Coast Bio-Pharmaceutical CO., Ltd.

B @ - Certificate: 1 B @ - Certificate:

NMPA Medical Device Certificates e T ENISO13485:2016 [ cenmricare 15090012015
Class Il * 11 Class Il * 46 Class | * 4 , g — _
= [ssue Date: : = |ssue Date:
. 2022/09/20 ‘- 2022/1/10
CE Certificates
LISTA *1 Self-Testing*5  Others * 35 = Expiry Date: = Expiry Date:
: 2025/10/20 ] — 2025/11/24
i g = Issued By: S e = Issued By:
TOV TOV
= Report No.: S ~ = Report No.:

=~ SH22107301 SH22107301

* Certifications by International Authorities

g ng g EC Certificate " i
qd— [ . Product Certification I_UV

We can provide the following product certifications to all of our global partner customers.

NOTIFICATION OF REGISTR

NOTIFICATION OF REGISTR:

[ — T

NOTIFICATION OF REGISTR/

= Products: HCG, LH, FSH, FOB, SF, HIV, HCV

= Certificate: CE

= |[ssue Date: 2022/05/02

* Authorized Invention Patent Certificates « Issued By: TOV

] ] S 299 Nz ] S/ AT

& W PR &WE RWE % 9% BT %95 A E B

= Method: Lateral Flow Assay (Immunochromatography Assay)

Model(s): Human Chorionic Gonadotropin (hCG) tests
(Pregancy tests)
Luteinizing Hormone (LH) tests
(Ovulation tests)
Follicle Stimulating Hormone (FSH) tests
(Menopause tests)
n Fecal it Bl FOB) Diagnostic Kit
Serum Ferritin Test Kit (SF)
(1+2) Antibody Rapid Test
HCV Antibody Rapid Test

AT & CERTIFICA
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www.newscentestkit.com ( Uncut Sheet )
www.newscenbiotech.com ( Rapid Test )
export@newscen.com

XZ?NEWSCEN

Product Certification Product Certification

MHRA

Products: PCT, CRP, AFP, CEA, cTnl, D-Dimer, mAlb, TSH, HCG, LH, FSH, SF, FOB, HIV, HCV

NMPA

Products: HIV, HCV, TP, TB, HPAg, HPAb, FOB, SF

= Certificate: CE Certificate: NMPA

= |ssue Date: 2022/04/28

Issue Date: HIV 2024/04/08, HCV 2021/01/12, TP 2020/07/01, TB 2024/04/08,

= Expiry Date: Indefinite HPAg/HPAb 2022/06/29, FOB/SF 2022/06/19

Expiry Date: HIV 2029/04/07, HCV 2026/01/11, TP 2025/06/30, TB 2029/04/07,
HPAg/HPAb 2027/06/28, FOB/SF 2027/06/18

= |[ssued By: MHRA

Method: Lateral Flow Assay (Immunochromatography Assay)

= |ssued By: NMPA
= Method: Lateral Flow Assay (Immunochromatography Assay)
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Product Certification

RIOMAVIX

= Products: MDT, CHIK IgG/IgM, ZIKA IgG/IgM, ZIKA NS1Ag, DEN IgG/IgM, DEN NS1 Ag,
MAR Pf/Pan, HPAb, HPAg, TB, TF, TP

= Certificate: CE
= |ssue Date: 2022/03/08
= |ssued By: RIOMAVIX

NOTIFICATION OF REGISTRATION

This i to certy tha, sccaedng to Counc Directive S
e S R e M
NANURACTURER: NewScen Crat Biharmaceuica o Lt .

ADORESS: No, 65, B Stree Tarin TEDL. 00457, Tanin.PEOPLES REPUBLICOF CHIA

European Council Directive 98/75/EC inclcing the Declaration of Corfomiy

Tre s s roid Boparis SL i all e syt decrtin avcadi o te

dsposte, medica dvice. irg

VD Bevies: (re Step Mukile Orug st
Classfcation: Ofers
cturer o the 0

ofurgpean CouncilBirecive 98/ 78/ are et
tioned device.has b Jeted
regtioed dvice s ben, comalead by

sotfcaion o
o in Spain. The Spain Competent Authorty s notied
ot locted ngnlm\nn The regstration number i RPS/548/2022.

open
R

Isuedote 8/ Var /2
Cort. N REBZOEIE

Tis s to certify tht. according to
et Gt e oo e ot Wb

MANURACTURER: NewScen Cost Bi-Pharmaceuical o, 41
NoL 65 Bt Street Tain TEDL. 30045, T, PEOPLES REPUBLIC OF CHI

cive 98/78/EL inclding the Uuhﬁlm o Corfomity

i duthorized

i

s proved Homris SL it all he aproit cecraon auordog Jo the
confrmingthat

Emanﬂmm\
VD Devies: T NI Antgen Rapd st
Classiication: Dtbers
cturr ffite CE mart .
ofEoropean Coue Girectire 98/ TO/EC are et
e i wropean duthorized

¢ of shormtind doks b bon comltd
e n Syl T Fpn gt Lty mm:d.;nL
t alcated registration. T ogsration mmber s

e i

= Expiry Date: Indefinite

[

NOTIFICATION OF REGISTRATID

This s to certy that. sccuc e mmﬂw‘hmﬂ

oo S o e s e ot e Tt

NANUFACTURER: NewScen LosstBio-PhrmaceutcCo_ Lt g

AOORESS: o G5, Steet, T TEDL 200457 T, PEOPLES REPUBLIC OFCHIA

The manufacturer has provided Romavix SL with all the aporopriate declaraton according fo the
ropean Councl Directve 98/75/EL inchding the D:dmlm of Caformity conrming that s viro

fpont noda o
Getetve AL

VO evies: ChikungunyalIgHRapdTest
Classification: (thrs

etuer afste F mar
ofEaropean CounclGirecire 98/70/EC ae et

ke b, bon comid by th Exvpnn oz
ot bathry I+ e of e mandacue’s die and
cated r-y\xlul\nn T regsraton numbar s RS/

i mlfcnn of shorpmec
s

Isue e 8/Var/ 2022
Cort. Ho: REBZOEIT

NOTIFICATION OF REGISTRATID

This is o certfy that, according o the Ewopean Counl Direcive 88
noificaion duties and resparaibiiies as the European utharized Represe

MANURACTURER NewScen osst Bi-Pharmaceutcal o. 11 .
ADORESS: N G5, Gt Street, T TEDL. 300857, i, PEOPLE' REPUBLIC OFCHINA

The mamacure s provied Ronuris SL with ol he apoprite declarson acerdog
Saroman Lunl oo BO/P/EY ki te Duhnlmn o Corformity

Ewnpﬁn fond

T
N0 evies: Dergue g6/IoM arid Test
Classification: Dthrs

cturer affte (F mart 2
ofEaropean CounclGirecire 38/ T0/EC are et

The notification of abovementioned device has been comleted by the Evranean luthorized
Tesrsee n S The Syl Cometen oy & et of the mandcurs’s devie and
has allocated registration The registration number is B

Zika NST Antigen Rapid Test

Dengue IgG+IgM Rapid Test

= Method: Lateral Flow Assay (Immunochromatography Assay)

NOTIFICATION OF REGISTRATION

Thi s to cerly tha, scardog 9 te Ercpen Cowel Diecte

ANUFACTURER: NewScen Coast ioPharmaceuicl . Lt
ABORESS: N G5, Gt Street i TEDL. J006S7 i, PEOPLE' REPUBLIC OF CHIA

Tre madactre hus proied opurs SL i o e it dsration scrdi o e
fropay ol Gt $8/18/0 i e Dol o Cfority codemip

dagrastic

Directive WEL‘

VD Devices: ZaVirusIgf 1M Rapid Test
Classifcation: Dthrs

ctrer afste U mark
ofEaropean CounclGirecire 98/78/EC are et

The natifcation o
Terartutie b

vemestoned device.has boen complled by the Esropesn uthoriced
o Spin Compelnt htharity I roted of the manuhcire’s devce nd
The mg\!lﬂl\nn number s W-/m

58

Zika Virus IgG+IgM Rapid Test

RIO!

NOTIFICATION OF REGISTRATIO!

This i to certfy that, accardng % the European Councl Drectie
naification dutiesand responsiiiies as the European Authorized
ANUFACTURER: NewScen Coast BioPharmaceuicl . Lt
ADORESS: o G5, Gt Street i TEDL. 300657 i, PEOPLE' REPUBLIC OF CHINA

The mamuacure s provied Ronaris SL vith s he asoprite declaration acsrdi o te
Saropan Couel Bysci S6/1/E oo te Dcaration of ooy cofmng et b8 e
st e i

T

VD Devices: ergue 51 Arigen Rapid Tt
Classifcation: Dtbrs

cturer affthe CF mart i
ofEropean CounclDirecie 38/ 78/EC are .
he olfcaln of shorenestiond dvke s b, comleld by the Euroneay Jutoized

Representative in Spain. The Spain Competent Autharity s rolifed of the manfacture’s device and
hat llcated registrtion. Te registration nunber is RPS/S54/2022

e dte 8/ /B2,
Cort. Ns: RO2020M1

ce

Dengue NS1 Antigen Rapid Test

i
NOTIFICATION OF REGISTRATION

Ths is to certy that the European Comcl
i s e i 1 e o sy

MANURACTURER: NewScen Cost Bi-Pharmareutcal o. td.
No.65, Bt Street Tarin TEDL, 300457, T, PEOPLE' REPUBLICOF CHIA

Tre mandacturec s proied Bomarks SL with ol he ot cdrstin avordg o the
faropean Comc] Biactie W/T/EL ncod the Dnhrilmw of ity i tot
medial

prdet

VO Devies: Mlaria P /Pan otien Ragid Test
Classficaton: (tfers

NOTIFICATION OF REGISTRATION~

This s to certy tht.accardng 1o the European C i
Toifcaten G ad resrtSiGes o e wnmn iy =

MANURACTURER: NewScen osst Bi-Pharmaceutcal o, 14 B
ADORESS: Yo G5, Gt Street i TEOL. 300457 Tinin, PEOPLE' REPUBLIC OF CHIL

Tl e b g s 1l o sttt scort g Jn the
Eurapean Counci Diective 96/78/EC inclding the Declaration of Corfrmity

fagrost medica [vmpua

lirective S8/78/EL
VD Devies: H.Pylori () oty Raid Tt
Classification: Dtrers

cturer ffithe [f mar i
of urgpean CounilBirctive 98/7/EC are et
ion_of aboyementioned device has been compleled by the Eurapesn lutporized

T e o oot oo s ot o e pancucunss 4o oed
Ve Sloatd et Toe et o samee s PS/SS8/2022

Tuedte: /N / 02
Cert. o REBZOEILZ

Ce

P 3. (£5-4R.00000007)
Cole d A 55, I, e 22038 i

Malaria Pf+Pan Antigen Rapid Test

NOTIFICATION OF REGISTRATI

)
This Is o cerify that. accoréing 1o the Eircpean / . Romavc $Lperformed
s s e s e vt Wt Tt

MANUFACTURER: N Scen Coast Bi-Phermaceuica o, Lt .
ADORESS: Mo 65, Steet. T TEDL 200457, i, PEOPLES REPUBLIC 0F CHIA

The manafacturer has provided Bomavir SL with al the appropriate declaration accarding ‘zln the
faropean Counl B 677020 oo the Dcarstion o Lty mﬁwm
i

VD Devies: M Tuserraosis (18 ko Rapi Test
Classfcation: (fers

cturer ffite [E mart i
ofEaropean CounclGrecire 38/70/EC ar .

The natification of
epresentative in
Hhas allocated regist

povnentionsd dee has been comlled by the Euronen Lthorized
e Spein Competent Muthorkty s rotied of the mamufacture’s device and
o, To regetraon nanber i RPS/SSO/2072

Isuedte: /¥ /022
Cert. N REBZOEILS
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H.Pylori (HP) Antibody Rapid Test

RIOMAVIX

NOTIFICATION OF REGISTRATIO!

o

Romavc §Lperformed

This i to certy that,
notiication duties and mmniﬂlm e o Ao e
MANURACTURER: NewScen Losst Bi-Pharmaceutcal o, 11 .

ADORESS: o G5, 6t Street Tarin TEDA J004S7, Tianin, PEOPLE'S REPUBLIC OF HINA

The manufactures has mehd Riomavic SL with il the approprite declaration according Jo the
b ronen Councl Directive $8/78/EC inclding the Declaraion of Con mm»ﬁmm\ it

i medicl ean Concl
Sreche B

WO Devies: Transerin (1) Rapd Test
Classification: Dtrrs

e i e [f mz .
bt e

e st of smenetid doke us b ot b the s Mg
Rt Sl e e Cptn oty b Sl o e mantacre’s devie and
Socated regitraton, The retraion et s

M.Tuberculosis (TB) Antibody
Rapid Test

i the CF mark
e B B AT
The natifcation of abosementioned device has been compleled by the Evrapean Luthorized

Representative in Spain. The Spain Competent utharity I roifed of the manufacture’s device and
Hhas allocated registration. The registration number is RPS/5S3/2022

Transferrin (TF) Rapid Test

|
NOTIFICATION OF REGISTRATION

This i to certy that, accardng t the European Councl
it Ao d RS 3 e ey

NANUBACTURER: NewScen Coast BioParmacetical Co. L.
ABORESS: Ko 65, Gt Street i TEDL, 300457 i, PEOPLE' REPUBLIL OF CHIL

The moulcure s provied Bonaris SL with o he sl declaraton accordi o te
faropea Connch rirm-: S6/78/EF inclding ‘he Declrsion of Lty sfvring ht
s med

[t

VD Devices: H.Pylci(HF) Anien Rei Test
Classifcation: Dtrers

cture afi the Of mark i
ofropean CounclGirecire 38/70/EC are et

The notification of ementioned device has been wm!M:d by the Ewﬂnin Authorized
esresentathe in S Sy Competart hthaty s rotfed of e meructres devis and
has alocated registration. Te registration number is: i

R 1L, (£54R.000000202)
Cale do s 55, e 22038 Sy

H.Pylori (HP) Antigen Rapid Test

NOTIFICATION OF REGISTRATID

This s to certfy tht. accarding o the European Cowncl Decthve 3
nofication duies and responsbiies as the European Authorized Represertat
MANURICTURER: NewScen Csest Bio-Pharmacedica o. 16 g
AODRESS: o 65, Stoet. T TEDL 200457 T PEOPLES REPUBLIC OFCHIMA

The mandchre bs gt Bomeis SL it al the st cclin csrdg o the
oropsen Courl Broctn S874/5% ckudg the Dcaraio ofCokmly o e B

i
VO Bevices: Treponema Palfcm (1F)Antody Reid Test
Classifcation: Dtrrs

ctrer s te CE i
ofaropen CounclGirecire 98/78/EC are et
e ol

o ghorepiond deie ke e comieted by te Gy b
R ST S oyt sty & Tl o e malacre's deie and
a slocated regtration, The regtaton nber s

suedte 8/ Var/ 2022
Cort. N REBZ0ZNT

C€

Bemad 3. (£5-4R.00000082)
Cale e M 55, , Mok 28038 S

Treponema Pallidum (TP) Antibody
Rapid Test
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Serum Ferritin Test Kit ( SF

Summary

* INTENDED USE :
Early Diagnosis of Iron Deficiency ( LFA)

* PRINCIPLE :
Double Antibody Sandwich Method

* PATENTS :

Seperate Sample & Buffer Well .
(1 Test /Kit)

Control Line Patent Number

Test Line 202122353625.4
ZL.201710196864.9
Conjugate Pad Absorbent Pad
Sample 6 :
ez \ Nitrocellulose Membrane Key Words
' Rapid Test
Colloidal Gold

Accurate Detection
Micro Sampling
Whole Blood
Separation

Buffer

PRINCIPLE

- Procedures

|. SAMPLE COLLECTION
F ™

0
7 1N

\

—\>

Disinfect Puncture Absorb
N P
Il. TEST PROCEDURE
4 Y

»Ooc 4

* 0T [

1 Drop of Blood 1~2 Drops of Buffer
X r

lll. RESULT INTERPRETATION

#
& NEWSCEN
Within Ferritin Semi-quantitative Color Card
15 - 20 -
| po— (_:ompare_the color intensity of the te_st
m I n utes Normal _ _ s0ng/mL ::‘eegs)(ﬁ:‘u::’: color card to determine
ron — _ 20ng/mL 7  —
il M—
Severe iron 1ongimb | | e T ongint
Compare the Test Line Color e st
Intensity with the Color Card
Y P

Tips : For patients with their test results indicating iron deficiency (20ng/mL - 10ng/mL) and severe iron deficiency
(10ng/mL - 5ng/mL or even lower than 5ng/mL), the iron supplementation therapy under medical supervision
followed by continuous efficacy monitoring with Serum Ferritin Test Kit (SF) is recommended.
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Performance

Clinical Consistency

N

BuzantRInRNELY
BRRSEERER

banans e

E 3 O 5 48 1 SRR A
BR3P 445 53 7

SEBRHIK

Hospital

Children aged 6

I Population |Somp|es(n)|

Reference

Study on the status of anemia and iron

Clinical Report ( NMPA )
" Sensitivity i o Reference reagent
95.74% e NewScen <20ng/mL >20ng/mL Total
= Specificity : =35 f:‘f},:m <20ng/mL 45 1 46
99.42% — >20ng/mL 2 172 174
- Total Accuracy : Total 47 173 220
98.64% ELISA (220 Samples )
Consistency with CLIA ( ROCHE )
= Sensitivity : =——
100.00% NewScen <20ng/mL >20ng/mL Total
= Specificity : <20ng/mL 15 0 15
100.00% >20ng/mL 0 78 78
= Total Accuracy : Tatal 18 L "
100.00% CLIA (93 Samples )

Hospital Application

P Hospital Clinical Applications and References

As an important indicator of early detection, treatment and effect monitoring of iron deficiency
and anemia, serum ferritin has been widely recommended and applied in the maternal and child
health care system. It is of great significance in understanding the iron reserve status of pregnant
women and infants, evaluating the risk factors for iron deficiency in time, providing reasonable
guidance for iron supplementation, improving iron nutrition status, ensuring maternal and infant
health and promoting optimal fertility.

A total of 9,312 specimens of infants, children and pregnant women from 11 hospitals in Anhui,
Chongging, Yunnan, Tianjin, Jilin and Shanxi were tested by Serum Ferritin Test Kit (SF). It has been
concluded by a series of hospital clinical applications and papers that as a simple, feasible,
reliable, and fast POCT rapid test, Serum Ferritin Test Kit (SF) of colloidal gold method from
NewScen meets the requirements of clinical tests with good performance and efficiency of iron
deficiency diagnosis in infants, children and pregnant women.

Hefei Maternal and Child Health Center | o t6°7 vears old 2,095 deficiency among children aged 6 months to 7
years old in rural areas in Hefei
Maanshan Institute of Maternal and Fully breasted infants 1473 Analysis of iron deficiency and its influential
Child Health aged 6 months ! factors of fully breasted infants aged 6 months
Chongging Health Center for Women Evaluation of performance of colloidal gold
and Children Children aged 2 to 5 method on detecting blood ferritin and the
Children's Hospital of Chongqing years old 100 value of blood ferritin in iron deficiency
Medical University anemia in children
Yunnan Provincial Maternal and Child
Health CsotretH(ri/Tptltm o Child 6 to 24 months old Investigation of anemia of 6~24 months old
NUJ'?;QC ¢ ‘}: o‘frro dne.hl infants from Yunnan 120 infants among Drung ethnic minority in
ea are Hospita i )
: 9
H Drung minority area Yunnan province
Gongshan County Maternal and Child
Health Care Hospital
- e Analysis of the status of iron deficiency among
Tianjin Dgngll District Jlﬁzhong Street Infants under 2 years 2016 2016 infants and children under the age of 2
Community Health Service Center old I,
years old in Tianjin
TIGIF Bl NEw At HE R Pregnant women of Analysis of the iron deficiency anemia detection
& J P it SJ H Center | 9VErA9¢-0g8 27.31 1,675 index among the pregnant women in a certain
PERC AR RN SR N | & 4.7 yeors old community in Tianjin Binhai New Area
Jilin Women and Children Health Infants and children e appllcgtlon Of. Serum.Fv.erntln.Te.st Kl (5F I
: 1,664 the screening for iron deficiency in infants and
Hospital under 5 years old )
children
Baoji Women and Children Health Pregnant women aged ARGl EIS B B .b!OOd GEl rglctgd parame-
. 169 ters and serum ferritin determination of second
Hospital 24 to 33 years old )
trimester pregnant women
11 hospitals s, ehiidken 8 references
(Anhui, Chongging, Yunnan, Tianjin, ! ! 9,3‘]2 (published on authoritative magazines and

Jilin, Shanxi)

pregnant women

journals)
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Method Comparison

Lateral Flow Assay : Serum Ferritin Test Kit (SF)

- Advantages

Y Affordable & Approachable & Fast & Accurate & Stable & Convenient
Item ELISA CLIA Immunofluorescence Lateral Flow Assay
Testing Time Long Time Long Time 15 Minutes 15 Minutes
User Operation | Complicated Complicated Easy Easy
Fluorescence No Equipment Required
Equipment ELISA Reader CLIA Analyzer Immunoassay Visual Interpretation
Analyzer with Color Card
Sample Serum Serum Whole Blood Whole Blood (Fingertip)
Transportation Cold Chain Cold Chain Room Temperature
Cost Very Expensive Expensive Relative Cheap Cheap
Shelf Life 8 - 12 Months 8 - 12 Months 12 Months 24 Months |

Internal Quailty Control

~
Repeatability
Intra Lot | Inter Lot
sl B CV (%) | CV (%)
202203184 | 211 | 194 | 213 | 222 | 206 | 201 | 198 | 1.85 | 220 | 1.92 | 6.03%
202208052 | 2.00 | 222 | 223 | 199 | 222 | 213 | 206 | 1.98 | 192 | 2.21 Bl 1%
202302273 | 1.87 | 1.87 | 211 | 204 | 217 | 192 | 1.93 | 1.91 | 200 | 2.06 | 525% 6.30%
202304103 | 1.96 | 1.87 | 197 | 193 | 225 | 208 | 225 | 190 | 210 | 1.88 | 7.13%
202307181 | 192 | 226 | 200 | 222 | 216 | 2.08 | 228 | 1.96 | 222 | 212 | 6.05%
* GOD : Color Intensity of Test Line (T) * LoD : 5ng/mL ( Limit of Detection )
Stability
Average | Deviation
Days GOD XEikin (%)
0 193 | 205 | 198 | 203 | 203 | 215 | 216 | 2.02 | 209 | 2.15 2.059
10 1.88 | 2.02 | 1.89 2.1 202 | 212 | 1.92 | 2.05 2.1 1.89 1.999 -4.45%
20 193 | 197 | 186 | 201 | 1.89 | 203 | 1.81 | 208 | 1.88 | 2.13 1.959 -6.04%
30 188 | 188 | 193 | 1.84 | 1.86 1.9 19 217 | 194 | 2.1 1.941 -6.46%
45°C Accelerated Aging Testing ( 0D, 10D, 20D, 30D )
N .

* High Precision v/
CV <10%

Rapid Immuno
Assay Reader

( Quantitative )

* High Stability v/

Deviation < 10%

Micro Sampling ( Whole Blood )
= Finger Prick Sample & Safe & Fast
1Drop (20 pL) }&\ & Accurate & Easy
Consistency ( Whole Blood V.S. Serum)
- Sen5|t|V|ty : Whole blood
90.32% Serum <20ng/mL >20ng/mL Total
= Specificity : <20ng/mL 28 0 28
100.00% > 20ng/mL 3 19 22
= Total Accuracy : Total 31 L o
94.00% CONSISTENT ( 50 Samples )

UNEWSCEN

Anemial

Iron Deficiency

Serum Ferritin Test Kit (SF)

@ Finger Prick Sample

&NEWSCEN

1 x Foil Pouch with Test

Cassette and Desiccant

h‘? NEWSCEN

—

1 x Disposable Plastic Dropper

with

1 x Capillary Tube

Lo

‘ .‘ 3 Ferritin Semi-quantitative Color Card

i i Alcoholf‘ Pad

o ' .

E

1 x Diluent 1 x Sterile 1 x Alcohol .
BuikFar L GEeat Pad 1 x Color Card 1 x Instruction for Use
Product Ref. No. Pack Size
- A SF-B-29304004000 40 Tests [ Kit
Serum Ferritin Test Kit (SF) T —— 1 Tost | Kit

- Storage : 4°C - 30°C

- Shelf Life : 24 Months
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Cases Cooperations
Projects and Channels » NEW PRODUCT RESEARCH AND DEVELOPMENT

Serum Ferritin Test Kit ( SF) * NewScen R & D Team

National and Regional Project of Eliminating Anemia in Infants and Children Selected Product Fully integrate domesic & global platforms from research and development

to clinical practice, registration.
P NATIONAL PROJECTS

/ - R * Hepcidin
- . All-China Women's Federation ( Biomarker of iron Inflammatory anemia and immune anemia )
National Health Commission of the Joint development of test kit for iron metabolism diseases

People's Republic of China
China Children and Teenagers' Fund

Deep Cooperation for New Product Launch ( with Top Ranking Labs and Hospitals )

- &
. B 5 e ;
] RESETRRE
“BIHEN" TEBARES S “':‘" “‘/ ' ': st *9 { ’* fﬁ w f& P AL op e
. 1 B o Wil & T 2 R

Hematology Hospital of the

_n:A ' EME BERBEZE RS Maternal and Children Health Care System s e Chinese Academy of Medical Sciences
: '_, S/ Health Commission Of Jilin Province Official Documents (Shanghai, Jilin, Jiangxi)
N * The largest specialized hospital
2 = 14
_r_g?&')})' }L«é‘ )g\/i\@ \/ *ﬁ /ﬁ%é o~ %H@E&Iﬁﬂ*gﬂg for hematology in China
SHANGHAT C N’ S R - z 44~ 4 iy HAIHE LABORATORY OF CELL ECOSYSTEM
SHANGHAI CHILDREN® S FOUNDATION (SCF) JILIN CHARl TY EEDERAT 'C' N
% o Tianjin Highest Level Scientific * The central laboratory has dual
Research and Innovation Base certifications of CNAS and 1ISO15189
» NEW CHANNELS ! i

r 7 ) ﬁ?ﬂ N ] 40 '
_ | XIE TrAwcon O @ M 00 @
EHELD S| Growful 7 JD.Z I >
] HES
B

—

Combination of Medication and Diagnosis ; E-commerce Platform
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