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3axBOPIOBaHHA...
Lab need answers.
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Envision more
Clinical Expertise




Estimated total deaths (‘000s) for China in 2013, selected causes from
DR2013 (rescaled to total deaths by age and sex), GHE2015 and GBD2015.

OHkoO-
Cause DR2013  GHE2015 GBD2015 3axBOpPIOBAHHA 3aXBOPIOBaHHSA
Tuberculosis 32.2 336 48.9 LWUTOBNAKN 2015New
HIV 6.4 23.1 41.8 4million
Diarrheal diseases 4.6 9.2 5.9 200 mAH.
Malaria 0.0 0.0 0.2
Lower respiratory infections 215.9 217.1 205.1
other infectious diseases 117.6 53.4 t
Maternal causes 31 4.8 29 MeTaboniuH
1 WAAxXun

Necnatal causes 81.6 68.8 75.4 AHemisa 200 Cepquq-
Cancers 2,290.3 2,309.6 2,343.8 flia6et 120 CYAVHHI

Oesophagus cancer 2429 196.6 202.0 OI'IOpHO' 290 mnH.

Stomach cancer 265.0 326.5 334.7 pyXOBVIﬁ

Lung cancer 4553 635.6 580.0 10

breast cancer 30.2 49.0 69.2 anapar
Cardiovascular diseases 4105.3 4224.0 3,829.6 S ,
Chronic respiratory diseases 1,084.3 1,061.2 957.8 § . g’ IHCI)EKU,il‘/’IHi
Other noncommunicable diseases 1,058.2 1,196.5 8221.6 ". 3aXBOPIOBaHHS
Road injury 281.5 268.1 310.5
Poisoning 346 224 223 Fenatut B : 90
Suicide 135.2 138.6 135.7 34,0pOB's Fenatnt C: 40
Homicide 9.9 11.9 20.0 BI/N : 10
Other injury 289.2 255.3 777.2 Cudinic : 3

Source for GBD2015 (4-6)
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ITimiT petekuil iMyHOXIMIYHOIO
MeToAYy = O4Ha Kanng Boau y o3epi




IMyHORnoriyHun aHani3 ta 6ioxiMiyHMM aHanis

| BoanETTa
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IcTopia ImyHonoriyHux TexHonori

2. [okTtop Po3aniH
Anoy ctana
NepLLOO XKiHKOH,
sika oTpMMmarna
HobGeniBcbky
Mpemito 3a poboTy B

Rapid Test

ranysi
pagioimyHonoril.
TexHonorii
~ KonoigHoro UYac Xewi ]
ac XeminromiHecueHuii
IMyHonpeumniTauis RIA 3onora TRFIA FIA  CLIA Hent
1900 1941 1353  1960s 1966 1971 1977 1980s 1990
dnyopecueHuia Enekrpodopes ELISA CLIA

'

€Ba Enrsann Ta lMitep MNepnmas, wo
npautoBanu y CTOKronbMCbKOMY YHiBepcuTeTi,
y 1971 poui onybrnikyBanu nepLuy ctaTTio Npo
ELISA meTog, sk anbTepHaTnBy
pagioiMyHoaHanisy.
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:.f‘snuwuim

Uy goctatHbOo npuaaTHUK Ons
BUKOPUCTaHHA meToq |PA ?

1. Axwo OD Buwe (>2), NOBTOPHOBAHICTbL HeeeKkTMBHA
(CV>20%).

2. CknagHa pyyHa npoueaypa, Bennka MoXnuBiCTb
NOMUSTUTUCA.

3. KinbkicHM pe3ynsTat HeA4OCTOBIPHUKW, BaraTo TecTiB
HeobXxigHO NoOBTOpPOBATH.

4. LOQ (chbyHKUiOHaNbHa YyTNUBICTb) HE3a40BINbHA,
XMBHOHEeraTnBHa.

4 Yacrora o

- -

36iNbLIEHHA YYTANBOCTI Bimpizsok 36inbLueHHnA cneyndiuHocTi

XuBHOHeraTMBHIWIA | | XHGHONOBMTUEHKMA KoHueHTpauis

L



People living with HIV/AIDS

36.7 million

people living with HIV/AIDS worldwide
in 2016

Mortality

1.0 million

people died of HIV-related illnesses
worldwide in 2016

Prevention

129

low- and middle-income countries reported
a total of 150 million people tested in 2014




Number of new HIV infections in 2016 and change since 2010

190,000
E. Europe and 270,000
1.8 million
people newly
infected in

2016 globally

Cantral Asia n.ﬁu Pacific

Decrease in
number of new
infections across
the global
population each

year since 2010

Latin Amarics
ared Carbbean
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Source: UMNAIDS Data 2007



CDC y CLLUA pekomeHAYE BUKOPUCTOBYBaTU aHani3 4-ro
nokoniHHA ao BlJ1 3amicTb ekcnpec- TeCTy 3 -ro I'IOKO.I1IHH$| (ELISA)

Centers for Disease Control and
Prevantion (LleHTp KoHTponk Ta

;n ... Mpodinakmrkn 3axsopBaHb) -
HauioHaneHui LeHTp npodinakrikm
I'I” BIN/CHIA, Bipycie [enaTuTie,

Tybeptynbozy Ta lHderyin, o
MNepepawTeca Cratreenm LUnaxom.

= Namiwe - e
o ' = e
Ekcnpec-tect BlJ1-1 Ta I®A BIJ1-1, wo paHiwe 6ynu 5| DD =
pekoMeHOoBaHi Ansa nabopaTtopHOi AiarHOCTUKN T e R =
iHbikyBaHHs BIJ1-1, BXXe He € YacTuHolo oboB’sizkoBoro |~ . - TE -
anroputmy. » |77 . . S— ]
T‘Ws === = —:
Ekcnpec-TecT: BIJ1-1 IOA Al ' EEE———— ]
i |5-?0 ‘ z = = = - =

JTabopartopii noBmHHI BNpoBaanuTn nepBuHHUI aHani3 go BIJ1 3 ineHTudikosaHoto FDA-
KOMOGiHaUi€e aHTUreHiB/aHTUTIN (4-ro NoKoniHHSA), SKi BUABNAKOTb aHTUTINa npotu BIJ1-1 ta
BIJ1-2 Ta anTurenun p24-Blifl1-1, To61o nigTBEpOXYOTh iHMIKyBaHHSA BIJ1-1 yn BIJ1-2 abo
HasaBHiCTb roctpoi BIJ1-1 iHdekuii. Hemae HeobXiaHOCTI y NpoBeaeHHi JOOATKOBMX
AocCrigXeHb 3paskiB, siKi He pearyoTb Ha NePBUHHUIA iIMYHOMOTIYHWUIA aHania.



<METOOU NPUTOTYBAHHA KOH’KOIATIB
TA BID,I'IOBID,HI/IVI KOMIMNEKT>
USA Patent No. : US8476050 ™

YyTnusicTb:
10%° monb

ALP+AMPPD

Cynep
YyTnusicTb

Relative Sensitivity (AMPPD = x 1)

oz United States Patent
Qiom et al.
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XeMminomiHeCLUeHTHUU NPUHLUN peaKuil

MiKpO4YaCTUHOK
IMyHOKOMHMNEKC MarHiTHe po3aineHHsA
MikpOHHi
MarHiTHi [MpomunBaHHsA
YaCTUHKM :
ALP
477nm

Csauneo AMPPD









Enzyme
Labled
Antibody

i



ALP+AMPPD Bucoko4yyTtnneum

XeMinroMiHeCUeHTHUU KOMMJIeKC

* Bucoka 4yytTnuBicTb 3 BUSIBIIEHHAM BenuU4nHm 1028

MOJ1b.

AMPPD

0.23

AKPAOMHOBMA edip

0.08 |

TMiomiHon

| 0. 0.
BigHocHa uyTKBICTb JAMPPD =x1)

01

0.001
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Mindray npautoe Hag, 30irbLUEHHAM MEHIO
TecTiB 3 2013
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H@PEKLINHI RICTKOBUU epuesl YXNUHI
TupeoigHi PepTUNbHICTD Niabet IHWe
3aXBOPHOBAHHA meTaboniam MapKepu MapKepu

HIV Combo
FT4 HBsAg
T3 Anti-HBs
T4 HBeAg
TSH Anti-HBe
Anti-TG Anti-HBc
Anti-TPO Anti-HCV
T Anti-TP
§ (Cudinic)
(T3 ' HB.eAgV*
KiZIbKiCHMM
TRAB* Anti-HBc IgM*

33[;3’:{'(’:':;”” He:s;”g‘;ﬁ”‘e CK-MB lHcyniH  DHEA-S
FSH KanbunTOHIH MiornobiH AFP C-nentng  Koptumson
LH 3?:21’:,::1/1[)171 TponoHiH | CA125 ACTH
NponakTnH BNP CA15-3
E2 CA19-9
E3 FPSA
TESTO TPSA
PROG NSE
ACTH CYFRA 21-1
DHEA-S CA72-4
KopTnson PG I
Tecli?ct;:l:jm* AHemin FinepTeHsis PG Il
;IZO%I-’"‘ deputnH  AHrioTeHsuH I*  SCCA*
SHBG* BitamiH B12  AHrioteH3uH II* HE4*

LN

HA

PIIINP

Clv

PCT

ToRCH

Tokco 1gG*

Tokco IgM*
KpacHyxa
IgG*
KpacHyxa
IgM*

CMV IgG*
CMV IgM*

HSV-1/2 IgG*

HSV-1/2
IgM*

HSV-1 IgG*

HSV-2 IgG*

CKpPUHIHT

CUHApOMY
JayHa

PAPP-A*

BinbHWI

N 117~ %



PCT (TpombokpuT)

3 nosiBoto GakTepianbHoi iHekuil koHueHTpauis PCT 36inbluyeTbest Yepes 2-3 roguHm, i LUBUAKO 3pOocTae npoTsirom 6-8
rogvH. MopisHtotoum rpadikn kpusux PCT Ta CRP, moxHa nepekoHaTtucs, wo PCT mae 6inbLy Y4yTnmeicTb i
cneumdiyHicTb ¥ NopiBHAHHI 3 C-peakTMBHUM Binkom.
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Hac(rod) CregmdiuricTs

LG <o P
Cuposarea

0.02 Hr/mJ1-100 Hr/mJ1
<005

28 i

BigTBOptOBaHicTL Hamnbinble 3HaueHHa 7.40 Hr/mJ1, 3aranbHa TouHictb CV 3.1%
HanmeHwe 3HauveHHs 0.40 Hr/mJ1 , 3aranbHa TouHictb CV 3.3%

A KomepuinHuim PCT Tect ( CLIA)
2x50 Tecris ; 2x100 TecriB




[lencuHoreH | (PGI) ta llencuHoreH Il (PGII)

KniHiuHe 3acTocyBaHHS BUMipOBaHHA nencuMHoreHy | Ta nencuHoreHy |l € KOPUCHOK AOMNOMOror Nig, Yac
AiarHOCTUKM Ba*KKOTr0o aTPOdi4HOro racTpUTy UM PaKy LLJTYHKY.

PGI/II * P<0.0001
12 7 |
BHyTpilwHa - °
- - 10 o L]
NoBepxHE =—— =
HMBOTA ~ P TonoeHi Ta . -
napisTaneHi 8
) KniTiHY CERpeTYIOTE o
|'|e|'|<:Lr1HoreH—I'-9 MenoiH ™ fencunorena HOI —-
WnyHkosa Mig gisio HCI 6
33N0053 A=NCHHOMEH
(1] nepeTBOpoETECA 1
.. W MEMCHH 4
: f \—% (3] MencmH nigomnos
Cnusbos . 5 | [ |y = cerpeLit 21
K NiTIAH 11 = £ aa CI“ \ Q NENEHHOMREHY
. m?’) 0 ;
[onoEH ry KoHTponk Ezodarit
KNITHH 1 ® [onoBH A n=175) (=175}
' i . .
j ; | S KRITMHRK
MapicTansHi w ! . CI'IIBBI,EI,HO.LLIEHHFI nencuHoreHy I/1l'y
KT MNapisTaneHi CMpOoBaTL,i 6Y/10 3HAYHO BULLLUM Y XBOPMX Ha

WELILCatd pedntokc — e3odarit, HiXK y NpeacTaBHUKIB

KOHTPOANbLHOI rpynu.



Pidpo3 neviHKU

LN (J1amiHiH)

Cenpoi
Crposarea
5300 s/

R
3HAUEeHHs
CrabinbHicTb Ha 28 pHiB
6opTy

BiaTBOproBaHicTb Hanbinblue 3HayeHHs 373.30 Hr/mJ],
3aranbHa TouHicTb CV 5.8%
HanmeHwe 3HayeHHa 80.20 Hr/m/1,
3aranbHa TouHicTb CV2.9%

A KomepuinHuim LN Tect ( CLIA )

MakyBaHHA 2x50 TecriB ; 2x100 TecriB

PIIINP

-TepmiHanabHun MponenTtua
CeHaBiy

[Metop |

Crposarca
15-100 i/l
3HaUEeHHs

CtabinbHiCcTb Ha 28 pHiB
60pT1y

BiaTBOprOBaHicTb Hanbinble 3HaueHHsa 32.20 Hr/M/T ,
3aranbHa TouHicTb CV 5.3%
HanmeHwe 3HaveHHA 5.20 Hr/m/T ,
3aranbHa TouHicTb CV 3.0%

A KomepuinHui PIINP Tecr ( CLIA )

MakyBaHHsA 2x50 TecriB ; 2x100 TecTiB

Kormyper
Crposaria
5-2000 vt/

PedepeHTHi <106 Hr/mN
3HaueHHs

CtabinbHicTb Ha 28 aHiB
6opty

BigTBOptOBaHicTL Hanbinblue 3HaueHHs 509.10 Hr/m/T ,
3aranbHa TouHictb CV 5.3%
HalmeHwe 3HaueHHs 82.20 Hr/m/T ,
3aranbHa TouHictb CV 8.4%

A KomepujiiHnin HA Tect ( CLIA )
2x50 TecrtiB ; 2x100 TecTiB

CIV (Konaren IV Tuny)

Cenpein
Crposaria
5-1000 ur/f

PedepeHTHi <98 Hr/m/
3HayeHHsA

CrabinbHICTL  Ha LW
6opty

CIRECTIEEEGITGMN Hanbinblwe 3HaueHHs 241.00 Hr/mIT,
3aranbHa TouHictb CV 4.4%
HanmeHwe 3HaueHHs 49.00 Hr/mM/T
3aranbHa TouHicTb CV 4.6%

A KomepuinHuia CIV Tect ( CLIA )
MakyBaHHA 2x50 TecriB ; 2x100 TecTiB




Vitamin B12
Folate
Ferritin

RBC Folate
Fe

TRF

Ferritin
UIBC

G&PD

<
&OCS\ @Q
& )
& S &
© O ()O‘x\

LN*
HA®
PIINP*
Cive

Thyroid
T3

T4

F13
FT4
TSH

TG
Anti-TG
Anti-TPO
m3*
TRAB*

CEA
AFP
CA125
CA15-3
CA19-9
FPSA
TPSA
NSE
CA72-4
Cyfra 21-1
PGI*
PGI*
SCCA®
CALO*
ProGRP*
HE4*
CA242%

ALT
AST
ALB
Prealbumin
TBA
ALP
T-Bil
D-Bil
TP
AFU
CHE
GGT
E'NT

Mg
o2

Ca
Na

o]

HIV Combo
Anti-HCW
Anti-TP
HBsAg
Anti-HBc
Anti-HBs
HBeAg
Anti-HBe
Anti-HBc IgM*
HBeAg Quantitive®
ADA

MALB
Uric Acid
Urea
Crea

RBP
B2-MG
TP U/CSF
Cys-C

Lipase
a-AMY
ACTH
Cortiso

DHEA-S
Prolactin
PROG
B-HCG

E3

LH

FSH

E2

TESTO
free Testo*
17a-0H PROG*
SHBG*



The Best of AACC 3 Dec. 2016
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JliHivika aHanisaTopis

3aranbHe PilueHHs

= T

IHTerpoBaHa GioxiMmiyHa Ta
XeMinoMiHecLieHTHa cuctemMa

BioximiuHWI aHanizaTop Ta peareHTu XeMintoMiHECLIEHTHMIA aHani3aTop Ta peareHTn



lcTopia IXJIA aHani3atopiBs Mindray 3 2013




CL-900i komnakTHun IXJTA aHanisatop Ans MmarneHbKux
nabopatopin

o [lpoagykTmsHicTtb: 180 T/roa
e KomMnakTHUWN pPo3MIp
/ e 15 nosnuiv anga peareHTIB




CL-60001 HannpoaykTtueHiwnm y ceiTi IXJ1A aHanizatop
Y 2 pasu binblua NpoayKTUBHICTb




WopeHHe
BMKOHAHHA
BioximiuHunx
TecTiB

>3000

>2000

>500

>300

50~300

Bioximia XeMintomiHecueHuiqa
=§.I!!l!lb' = I
_g_ BS-2000M \Q i Q\%
2000 T/Tog, - T TR
_ CL-6000i
e e e e e N __8gOoTfrop_ ] SAL 8000
—
e i BS-800M % p—
800 T/loa T _m“‘_j & :
--------------------------- + T mw ~ [

5 ‘ BS-600 i
600 T/Tog .

CL-2000i

400 T/Top,
., ~ .\ Bs-240P
5 BS-380  J g M ro L1001
=y AT e B (11200
| 3007T/Top 1 180 T/Top,

.

BS-230/240
200 T/lop,

lHTerpoBaHa Cuctema ‘Uoaenne

A BWKOHaHHA
ImyHoOnoriu-
Hux TecTiB

fonosHa
Na6opatopis

>500

CepepgHa/
Benuka
300~500

|CepepnHa
100~300

Mana
50~100




Envision more +
Quality




[MpocTtun, ane HaginHum
AHanisaTop

KniHiyHe
13acToCyBaHHSA Ta
Cnyx6a NigTpumkn

.
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.
.
.
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Hawvkpalua pobota

peareHTiB

“““

\ TUBHICTb
PedepeHTHi meTogu
[loBigkoBi maTepianu

ISO 17025



3pYyYHNN ONst KOPUCTYBAHHS:
PoboTa 6e3 BigKpUTTA KPULLIKK, Be3ne4YHnn Ta TUXum

MpocTun ane HagiuHUK



BHyTpiWHA Ta 30BHILLUHA
NPOMUBKA Nif BUCOKUM
TUCKOM




L. .=

Mechanical arm 12million times Probe assembly 6 million times







OcHoBHa cupoBuMHa:
MikpoHHi cynepnapamMaHHiTHi YacTUHKU(SPMP)

Bucoka po3ginbHa 3gaTHicTb 6e3

CKyn4eHHA

Ilerki agnsa BigoOKpeMsieHHA Ta

neperpynyBaHHA

Mia enekTpoOHHUM MIKPOCKOMNOM

AiameTp <1lum 3ab6e3neyye BUCOKY

YYTIUBICTb

MarHiTHi YaCTUHKM iHLWOro nocTtayansHUKa arHiTHi YyactuHkn Mindray



OcCHOBHa CMPOBMUHa:

BubGip AHTUTIN Ta AHTUIeHIB

®BcTaHOBMNEHHSA CEPNO3HNX NpaBus WoAo0 BUOOpPY AHTUTIN Ta AHTUTEHIB.
O OUiHIOBaHHS BinbLu HixX 10 BUAIB CUPOBUHU Pi3HUX BpeHaiB, 3 METOO
BUOOPY HaMKpaLLnxX aHTUTIN, MmapkoBaHux ALP.

RD b@paaﬂc
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abcam’— prions_
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Fitzgerald

AHTUTINA, MapkoBaHi ALP

AHTUTINA, MapKkoBaHi YaCTUHKaMM



AHTU-iHTepepeHuia: AHTU-HAMA RF ta ANA

® [lonepenHs o6pobka AHTU-HAMA

HopmanbHi curHanm IHTepdepeHTHi curHanu CI'IpaB)KHi curHanu
0, gé : 411 Y HAmMA
y vy [ v y * Po3unH ans
Bl | ' g 5 4 nonepenHbLoi 06po6ku
YYYY, Lvyyvy) Hhh#' \Fyvyy @3 \YYYYY) g g
S A N N
Mo3anTtuBHu HeratmBHM XubHO- XUGHO- Mo3utmBHUM HeraTuBHMiA

HeraTMBHUA  MO3UTUBHUIA

e [eHeTN4YHO CTBOPEHiI aHTUTINA

AHTITING AmepHi lymanizoeadi  MoBHICTIO Nl ek
tbALLL} aHTKTING aHTUTING aHTUTING

YYYY
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AHTU-iHTepdepeHuin ana Ginkie

TSH, FSH, LH, hCG

" |rendepe - renbupora | st S oept o
BUABITI€HHA
HCG 20000 MME/mn 0.01
FSH TSH 100 MME/mn 0.01 FSH <2 MME/mn
LH 200 MME/mn 0.04




AHTU-iHTepdepeHUuia Ana XiMiYHMX CcNONyK

Ectpagion Ectpion EctpoH [MporecTtepoH TecTtocTepoH
MaTepianun IHTepdepeHTH IHTep(bepeHTHa _ HopmanbHe KoediuieHT
ans . KOHLUeHTpauis iHTepcdepeHTHe | nepexpecHUX
mMaTepianu .
BUSIBNEHHS ( Hr/mIT) 3HayeHHs (Hr/mJT)| nokasHuKiB
EcTpion 3-cynbdar 1020 <30 <0.02%
Ectpagion TecTtoCcTepoH 15 <10 <0.02%
MporectepoH 500 <60 <0.02%
TecTOoCTEpPOH MporectepoH 1000 <60 <0.02%



http://homepages.eawag.ch/%7Emaurer/Nova/bedu/ster_data/b-estradiol_e8875pis.pdf
http://homepages.eawag.ch/%7Emaurer/Nova/bedu/ster_data/b-estradiol_e8875pis.pdf

[lepwa i egmHa y komnaHia y Kutal, Wwo Mae HadBHI peareHTu
IHpeKUinHI xBopobu), 3aTBepaxeHi €C (ceptudikatn CE)!!!
HIV, HBsAg, Anti-HBs, HBeAg, Anti-HBe, Anti-HBc

EC Certificate
EC Design-Examination Certificate

Diractive STHES on In Vit Disgnostic Medics Devices [¥DD), Annex IV (8
iList &}

No. V717 03 44751 0838

EC Cartificate
EC Design-Examination Certificate

T_m:u BETWES on s Vitro Diagnostic Medicat Duvices (IVDO), Annex 1V (4
Lt Ay

No. V7 17 0B 44751 101

EC Cerlificate

EC Dasign-Examination Cartificate

[Diective SETHEC om In Viire Diagroatic Medical Gevices VB0, Annax 1V [4)
flist
No. V7 17 08 44751 103

Modelis): Antigen and Antibedies to Human Model(s): Hepatitis B ¢ Antigen (CLIA) Model{s): Antitsoxdy to Hopatitls B Surface Antigen (CLIA)

Immunadeficlency Virus (SLIA) HEsAg Callbra Anti-HEs Callbraters

HIV Calibeators HBeAg Nugative Cantrol Anti-HBs Negative Control

HIV AglAb Nogative Contrel Hibadg Poatiiva Controy Antl-HEs Pasitive Control

HIV Ag/Ab Positive Control

Parameters: Model Name el Mo Paramatars: Mexdel Mamar Mhodiel Mo
Parametars: Kl e 2
Yapats B4 Anicen (CLIE) HBsAg121 ity 1o Hupaits B Sutace Artigen (CLIA)  Arsdiatzn
Artigen wrd Antitsuies to Human Hepatas B + Antigan (CLIAT Antibody o Hepaets © Surtace Antgen [CL) Ar
Iimmunadelc eacy Vi (5 14) Hilaxg & s
: Hilehg Negathee Control

HBaAg Megutive Control
HilaA3 Postive Contrsl
HBieAg Fostrva Cortral

# o CEPTUOMKAT # CERTIFICADO & CERTIFICAT

-
<
(5]
e
=
=
i
=]
*
o
a
<
(x]
fre
-
L
-
[T
L
=
"
a
=
e
=
=
o
-
I
*
]

-
e
o
[
=
-3
ad
=]
*
o
a
<
o
=
=
-
Ly
=
*
=
<
=
=
e
=
-
-8
i
T
+*
0

Facilitylies): Facility{ias): 5
T [ K 1
2} Chmari - Zhli._adsmnn -n In:
) ) Park. 'lu'sran 518 57 Shesshen, PEOPLES REPUBLIC OF Pk, n.n-mn T PFG:quﬂEﬂ\.sn: £
Facilitylies): b S
1 ."n.:\;;_,g 5«,—.:_=._:EM| o s Sranzngn Mndry Homesosl Eu
anhuan Avseus, Gumngming Des £ 1203 Nanwan Avsres, Guangeing Distr
'S REPUBLIC OF CHINA PEOPLE'S REPURLIC -i.f:‘
Sneearan Moot B
by A i
;;;r“;;sq‘ — Design Shenzhen Mindeay Bic-Mes Design Shenthen Uk ay Fo-Muedcal £
5 * Facility(ies): ity ey Lo L i Y Facility(ies): Mindiay Buikding. K -Tach nas
s i Fan. N s—— Droﬂli REPUELIC '|r
A Cheta w
e : =

- - -
= Facility[les): < L4
[T} < =3
(' o s
= = =
= = 3
w w w
=3 =t [T}
* * *
= = -
< < =
3 o -
= Page il E Page2on2 - [

-
[ E 3 (-
w i i

i~ von Gk vieds 5 M ™~ Tin ? arifsiarnet - B L ~ 2 e T i w*




HIV Kit Comparison

. mindray is 4" generation
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OcHoBHUM npuHUMn ansa BlJly

Mindray _
Mindray — ue 4-e
AHTW-p24(2)-ALP AP

AHTN-p24(1) (1[e] (o)) i HHA '

‘ ALP *
AHTU-p24(1) 4
MarxitTHa 7\ P 44’0’00
KynbKka

AHTN-p24(2)

Csitno

Bnbip aHTUreHiB ma€e BupilwanbHe 3HaYEHHA ANA
BUABJIEHHA Pi3HUX NiATUNIB aHTUTINA npoTu BIJ1-1.

MarHiTHa

Bnb6ip p24 MOHOKJIOHaNIbHUX aHTUTIN1 Ma€
Kynbka

BUpilla/ibHe 3HAaUEHHA ANA YYT/IMBOCTI aHani3y Ha
BI/1 Ta BUABNEHHA Pi3HNX NiATUNIB Bipycy.



Mindray BIJT1 Combo

AR NN 4

BuasneHHsa BIJ1-1/2 aHTUTIN

Bub6ip BIJ1-1/2 aHTureHy: o6onoHka 6inka
CvnbHa IMyHOreHHICTb

PaHHA noaBa aHTUTIA

KoHcepBaTuBHa cTpyKTYypa

Kinbka aHTUreHiB, BkrOUaoum o6oa0HKM binkis niatunis BI/1-
1/M, BIJ1-1/0O, Ta BIJ1-2: pi3HOMaHITHICTb Bipycy BLJI.

> KoHcepBaTMBHa CTPYKTypa: YHUKHEHHA
nepexpecHoi peakuii

aHtureHamu BU/1-1 rpynu O T1a p24 aHTureHamum BUJ1-2 cknapae
60%~70%. He3pa>katoun Ha Te, LLO BUKOPUCTOBYHOTbCA p24
aHtutina BU/1-1 rpynu M, BaXkKO YHUKHYTU NepexpecHoOi peakLiii.

BuasneHHsa BUJ1 anTureHis: BUJ1-1 p24 aHTuUTiN

Fomonoris aHTureHis BU/I-1 rpynu M y nopiBHAHHSA 3 p24

env gp120

env gp41

CrioveTypa Bipycy
lwyHoaedimTy MTogmHmn

CTpyk Tvpa Bippvoy
InyHOOeGILATY THoarHa




Mindray HIV p24 sensitivity

@ WHO Standard Analytical Sensitivity
Analytical sensitivity: p24/WHO standard

Access HIV combo [Bio-Rad]

HIV Ag/Ab combo [DiaSorin]

Elecsys HIV combi PT [Roche]

ARCHITECT HIV Ag/Ab combo [Abbott]

LIAISON XL murex HIV Ag/Ab [DiaSorin]

Enzygnost HIV integral Il [Siemens]

VIDAS HIV DUO QUICK [bioMerirux] :

HIV-1/2/-0 P24 Ag/Ab assay [Mindray]

Enzygnost HIV integral 4-Gamma [Siemens]

Data from internal evaluation and HIV reagent package inserts from other brands.
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Mindray HIV p24: Outstanding early detection

Mindray Competitor Competitor Competitor Competitor Competitor
PCR 4th Generation | 1 2 3 4 )
Date HIV-1/2,-0, HIV-1/240 HIV-1/2,-0,
HIV-1 DNA P24 p24 Ag only p24 Ag only HIV-1 Abonly | P24
Ag/Ab assay Ag/Ab assay Ag/Ab assay

903201 7/06/98 <50 0.18 0267 0.16 009
9032-02 7/08/98 <50 0.19 0.46 0.4 0.285 0.15 0.1

903203  7/13/98 <50 0.14 051 039 0.264 02 011
9032-04 7/16/98 <50 0.15 0.48 0.42 0.253 0.2 0.14
9032-05 7/20/98 | ErE 0.19 0.47 0.42 0.274 0.02 013

9032-06  7/23/98
9032-07  7/28/98

0.19 0.45 0.32 0.344 0.14 0.26

0s o8  osse o os

9032-08  7/30/98 28.14 066 1.19 04 113

9032-09  8/04/98 ik 67.71 0.52 0.62

9032-10  8/11/98 0.45 0.33 -m 203
9.82

9032-11  8/13/98 - - 19.28 0.49 03 9.71
9032-12  8/24/98 | 1L 0.43 0.28
wnie e CLAIECEN > 7 | EOECERERD

Data from internal evaluation. Seroconversion provided by Zeptometrix Corporation.

*Positive results in RED.



HBSAQ: NpOayKTUBHICTb MPU HU3LKUX TUTPAX, aHaniTMyHa YyTyimBICTb
<=0.05 mO/mn
Mindray HBsAg Ta Anti-HBs kinbkicHi!!!

Lower Titer Performance Panel

= Abbott HBsAg
IU/mL)

= Mindray CL-2000i
HBsAg CLIA @qu/mi)

NOTE:
® Abbott HBsAg is traceable to WHO HBsAg reference material (ad) (NIBSC 80/549)
® Mindray CL-2000i HBsAg CLIA is traceable to WHO HBsAg calibrator (subtype dw2, 00/588)

Sample resource: Seracare, USA



HBsAQ: Bucoka npoayKTUBHICTb Y BUSABNEHI NaHesni MyTaHTHUX

doopm Bipycy.

TN MyTaHTHOI Mogens KoHueHTpauiss MyTaHTHUX hopm (Hr/mIT)
tbopmu 1000 100 0.1 .
G-145-R / ayw Arghltect + - . - - /
Mindray + + + = = /
G-145-R/adw Arehitect * n 5 N N =
Mindray + + + + + -
i o i + 3 o /

Q-129-H/adw Architect

Mindray + + + + - /
K-141-E/adw Architect = . ' ' /
Mindray + - - - - /
M-133-L/adw  Arehitect o F ' ' ' ' /
Mindray + + - = - /
M-133 H/adw ‘rehitect - ] ] ] ] /
Mindray + = = = - /
T-126-N/adw Arehitect - ' ' ' ] /
Mindray + - - = - /
T-143-K/adw Architect % . . . . /
Mindray + + - - - /

3pasku Ta [aHi HapgaHi PpaHKkdypTCbKUM LEHTPOM KpOBI



Knacudoikauia €C: lNepenik A

BN,
Hopatokll i e L ; lenaTtiam,
Mepenik A ' BMZHAYeHHA
FPYT KPOE|
ABO

KpacHyxa, PSA,
Ca OC TIAHKIA TecT
O3 B1M2HaYe HHA
[Moko211 ¥ KpOoE

Hopatoi i
Mepenix B

_ e it O allHiE TecT
CamoCTIFHIAIRA MCE - i -
- o - AnA BM3HaYeHHA
ecT el : . ;
' BariTHOCTI Ta Xonec Tepany

= : ;M aH o TecTi1 ANA BrzHa4YeHHA [opraoHIe,

JaraneHKA : o ; S

= Cepuepnx Mapkepie, [evatanorivxi
Ta KniHivHi XimidHi Tecti
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AHani3u Mindray Ha iH(heKUinHi 3axBOoprOBaHHSA

3paskiB, 20000 TecTiB.

Donosigk Shenzhen Mindray
LWOA0 UYTAUBOCTI Ta
cneyupiuHOCTI aHTUIeHIB Ta AHTATIA

Bipycy ImyHopediunty iopyHu
(cup)

UepeoHni XpecT, HimeudnHa

Baden-Wiirttemberg - Hessen gGmbH

Datum: 28.04.2016

Authors:  Prof. Dr. Dr. M. Schmidt
Dr. M. K. Hourfar

ZiResults.

211 HIV-A positive camphes

18 Citrate blood donce samples were screened
with the Mindray Antigen and Antibadiss to Hu-

Virus test. Data in
Table 1. The original raw data for this part of the
shudy are shown for number 1- 314, Samples with
thie I0-No 11,149,456 wene negative by the Mindray
HIV Ag/Ab combe best as well a3 with the ABBOTT
PRISM HIV Combo and the ABBOTT Architect HIV
Ayl Combo test. These four samples were ex
chuded from the data analyss.

Table 1 HIV-1 pasitive biood samples

[ | "
vt 7

gate s

R

e e n

— o

213 HIY-A (Genatype group majar, subtype non &)

40 Samples from patients fiom the Goathe
University Frankfurt weee screened with the
Mindray HIV comba tect, the ARRCTT PRISM tect
and the ABBOTT Architect best i parallel Data
aee summarized in Table 2. All genatypes (geoup
major: A, C, 0, E F G, H, CREOIAE, CRFO2 AG,
CRFO7 BC. CRAZ BE  CRFiS MBF, CRF_BE
CRFA3 020 growp ) were detected by all thoee
screening tests. The ceiginal raw data for this part
of the study are shown in the raw data section of
the study.

3rigHo 3 €C

Table 2 Screening of HIV-1 non-B samples.

€C aHaniasun y YepBoHomy XpecTi y HimewunHi, BinbLu HixX 3a 2-x pokiB, 06pobneHo noHag 5000

Seted | -
i with 3
e muin
e ®
Samsery ] oon

213 HIV-2 positive samples

100 Citrate biood doror samples were screened
with the Mindray Antigen and Amtibodies to Hu.

Virus test. Data in
Tabde 3. The original raw data for this part of the
study are shown for number 1 - 100 A% samples
wars positive for HIV-D antibodiet in all thres ac
S5

Table & HIV-2 positive blood samples

Tont w
Samphet mth z
regine rin.
grmeerielS i
fo— o

214 HIV-1 antibody and antigen poditive blood
samples

4 saemples positive for HIV-1 antibodies a3 wel
a far HIV-1 antigers were tested in parallel with
the Mindvay HIV Agiab combo test, the ABBOTT
PRISM HIV combo test and with the ABSOTT

227 Summary:

The Mindray Hepatitis B Surface Antigen
(CLIA) test had a specificity on blood donor
samples of 99.98% and for patient samples of

100%.

The sensitivity in positive samples was 100% for
HBsAg Including different genotypes and sero-

types.

The test was able to detect relevant mutant sam-

ples in different concentrations.

The specificity and sensitivity data of the assay

fulfill the CTS criteria (2002/364/EC).

Only one sample with HIV-1 antibodies had a aross-

reactivity with the screening test.

The assay can be used for heparin plasma, citrate

plasma and serum samples.

Date: 28042016

=T

Prof. Dr. Michael Schmidt

! (G
L lt.»-----—i_jﬁ- —

Dr. Kal Hourfar

2.9 Summary:

The Mindray Antibody to Hepatitis B Surface An-
tigen (CLIA) test had a specificity on blood donor
samples of 99.33% and for patient samples of
99.5%.

The sensitivity in positive samples was 1009 for
Anti-HBs blood samples from vaccinated donors
and 98.04% for naturally infected patients.

The specificity and sensitivity data of the assay
fulfill the CTS criteria (2002/364/EC).

No  cross-reactivity ~ with  other  virus
antibodies was detected and the
assay can be used for heparin plasma, citrate

plasma and serum samples.

Date: 28.04.2016

T

Prof. Dr. Michael Schmidt
-
{'_/é . ELQ'-‘ =T

Dr. Kai Hourfar

2.9 Summary:

The Mindray Hepatitis B e Antigen (CLIA)
test had a specificity on blood donor
samples of 100% and for patient samples of 100%.

The sensitivity in positive samples was 100% for

HBeAg.

The specificity and sensitivity data of the assay
fulfill the CTS criteria (2002/364/EC).

MNo  cross-reactivity — with other virus
antibodies was detected and the
assay can be used for heparin plasma, citrate

plasma and serum samples.

Date: 28.042016

A=

Prof. Dr. Michael Schmidt

b, el

Dr. Kai Hourfar




€C BusHauveHHs BlJ1: BignoBinae Bumoram CTS

3pa3ku 3a BUMoOramm

CTS

Bumoru CTS 3a Yroagoto
(BknrOouaE B cebe

Po3mip Bnbipku
KAiHiYHKnX TectiB EC

KniHiuHi Tectn CTS 3a
Yropoto

[JiarHocTuka
YyTANBOCTI

CneundiyHictb

Mo31TnBHI 3pasku

CepoKoHBepCiiHi naHeni

HesigibpaHi goHopu
(Bknroyaroum nepBUHHUX
JOHOpIB)

[ocniTanizoBaHi NauieHTn

3pa3ku KpoBi 3
NoTeHL,ia/IbHOK MOX/NBICTHO
nepexpecHol peakuii
(niaBuweHn PeBmatoigHum
dakTop, BariTHi XiHKM, TOLLO)

400 BL1-1

100 BI/1-2

Bratouaroum 40
pesyabTatiB NigTMNY Hi-B
50 BIN1-1 Ag

50 cynepHataHTiB
KAITUHHOI KyAbTypH
pi3Hux nigtunis BI1-1 Ta
BLJ1-2

20 naHenen
10 poaaTkoBUX NaHenen
(Bif BUpOOHMKA)

5000

200

100

TecTyBaHHA 3-i CTOPOHM)

Mo3nTnBHUI 3pa3ok Mae
6yTn BuseneHo y 100%
BUMaAKiB

HancyyacHiwi naHeni

99.50%

/

310 BU1-1Ab
MO3UTUBHWX 3pa3KiB

40 BIN-1Ab no3nTmBHMX
3paski., Hi-B migtnn

100 BL/1-2Ab
NMO3UTUBHWX pe3y/bTaTiB

50 BIJ1-1Ab Ta BIJ1 Ag
MO3VNTUBHWX pe3y/bTaTiB

50 cynepHaTaHTiB
KNITUHHOI KyNbTYpW,
BKJIFOYAOUN Pi3Hi
nigtunu BU/1-1 Ta
BIN-2

20 cepoKOHBEpPCINHMX
naHenen

5000

200

100

100% (310/310)
100% (40/40)
100% ( 100/100)

100% ( 50/50)

ExBiBaneHTHO 3
XapakTepucTMKamu
cuctemn

43 HeraTMBHWX pe3y/bTaTnt
nigTuny BI/1-1

7 HeraTVBHUX pe3y/bTartiB
nigTuny BL/1-2

Mindray € ekBiBaneHTOM
Abbott

4976/5000
(99.52%)

199/200

99/100




EC Bu3HaueHHA Anti-HBs: BignoBigae Bumoram CTS

[liarHoCcTnKa 4yTnMBOCTI

Bumoru CTS 3a

KniniuHi Tectn CTS 3a
Yroaoto

Po3mip Bnbipkn Yropoto
KNiHiYHMX TecTiB EC (He BUKOHYETbCA 3-10
CTOPOHOI0)

AHani3 3paskwu 3a Bumoramum CTS (Bknrouac B cebe
TecTyBaHHA 3-i
CTOpPOHW)

100 anti-HBs Ab
MO3UTMBHUX Pe3y/bTaTiB,

100 BakumH 100 anti-HBs Ab
100 npupoaHo 298% MO3UTUBHWX Pe3y/bTaTiB 99.00% ( 198/200 )
. iHpiKoBaHMX oci6 3paskiB, BaKLIMHOBaHMX
Anti-HBs NPMPOAHO iHdiKoBaHNX

oci6

10 cnocTepexeHHs abo . .

- V. . - . 10 cnocTepexeHHs abo Mindray € ekBiBaneHTOM

anti-HBs cepokoHBepcinHi  HawncyuacHiwi naHeni v .

CEePOKOHBEPCiNHI NaHeni Abbott

naHeni

[iarHocTnka cneundivHoCTI

0O60B’ sA3KOBMI po3mip BUGIpKK AL
(He BMKJIIOUYA€E TECTYBaHHA 3-10 CTOPOHOIO)

500 BkAtOUaOUM KAIHIYHI 3pa3Kku
=98% 50 noTeHUiiHO iHTepdepeHTHMX 3pa3kiB 547/550 (99.46%)




€C Bu3HaueHHA HBeAg: BignoBigae Bumoram CTS

AiarHocTnka 4yTAnBOCTI

L ETD 2 KniniuHi Tectn CTS 3a
D Po3mip Bu6ipku Yroporo
AHani3 3pasku 3a Bumoramu CTS (Bkntouae B cebe .. 9
- KAiHIYHNX TecTiB EC (He BUKOHYETbCA 3-10
TecTyBaHHA 3-i
CTOPOHOI0)
CTOPOHMN)
200
HBeAg BKJ]K.)LIa.IO‘-IVI 3pasku Ha pisHUX >98% 200 H.BeAg NO3UTUBHNX 100% ( 200/200)
cTagiax iHdekuii (rocTpa, XpoHiyHa, 3paskiB
TOLLLO)

[AiarHoctuka cneyndivyHOCTI

HBeAg

Kpurepii 3a Yroporo 3a Yrogoto
O60B’ s3KOBUM pO3Mip BUGipKM (He BUKJIIOUYAE TeCTyBaHHA 3-10
CTOPOHOI0)

200 OHOPCTBO KPOBI
>98% 200 KAiHiYHWX 3pa3KiB 4&8{;;5;)
50 noTeHLiHO iHTepdepeHTHMX 3pa3kKiB “




€C Bu3HavyeHHA Anti-HBe: BignoBigae Bumoram
CTS

[liarHocTnkKa 4yTAnBOCTI

Bumornu CTS 3a
Yroaoto

KniniuHi Tectn CTS 3a

AHanis 3pa3ku 3a Bumoramu CTS (Bknrouae B cebe PO.BM'P BMG'EK" R
. KAiHiuHMX TecTiB €C (He BUKOHYETbCA 3-10
TectyBaHHA 3-i
CTOpPOHOI0)
CTOpPOHW)
200
A Bksitouaroun 3pasku Ha pi3HuUX © 200 anti-HBe Ab ®
Gl cTagifx iHpekuii (rocTpa, XpOoHiyHa, el NO3UTMBHWX 3pa3kiB e (ALY

TOLLO)

[iarHoctuka cneundivHoCTI

Anti-HBe

. o . . 3a Yropoto
O6om" ssxoBMil posmip BUGIpKM (He BMKJIIOYAE TECTyBaHHA 3-10 CTOPOHOIO)

200 foHOPCTBO KPOBI
>98% 200 KAiHiYHMX 3pa3KiB 450/450 (100%)
50 noTeHLiHO iHTepdepeHTHMX 3pa3KiB

Kpwurepii 3a Yrogoto




€C Bu3HavyeHHA Anti-HBc: BignoBigae Bumoram
CTS

KniniuHi Tectn CTS 3a

KniniuHi Tectn CTS 3a KniniuHi Tectn CTS 3a
Yropoto

3pa3ku 3a BUMoramu Yropoto Yropoto

(niaTBepAKEHHA 3

CTS (nouaTkoBe TeCTyBaHHA  (NOBTOpPHe TeCTYBaHHA 60KV 3-7 CTODOHMU
y nopiBHAHHI 3 PRISM ) y nopiBHsHHi 3 PRISM ) y poHw,
Roche)
400
[liarHocTrka ; Biatouaroum
uyTAMBOCTI NO3UTMBHI 3pa3ku L e e 99.76% (416/417) / /
HBV-mapkepis
HesigibpaHi goHopu
5075/5100 5077/5098 5077/5096
(BKNtOYAKOUN MEPBUHHUX 5000
AOHOPIB) (99.51% ) (99.59% ) (99.63%)
locniTanizoBaHi NauieHTH 200 200/200 / /

CneundiyHicTtb

3pa3ku KpoBi 3

NnoTeHLiaIbHOMO

MOXIBICTHO

nepexpecHoi peakuii 100 100/100 / /
(nigBMLLEHWI

PeBmaTtoigHun ®akrop,

BariTHi XiHKMN, TOLLO)




€C BusHayeHHsa HBsSAQ (FenatuT B) : BignoBiaae Bumoram
CTS

3pa3ku 3a LI (SIS ER UG ) Po.ﬂ.nlp BMSIPK.M KniniuHi Tectu CTS 3a
(Bkntouae B cebe KJIHIYHNX TecTiB
Bumoravm CTS . Yropoto
TecTtyBaHHA 3-i CTOPOHM) €C
240 HBsAg . 100% ( 2407240 )
MO3UTUBHWX 3pa3kiB
400
Bkatouaroum migtmnu, 160 HBsAg
o po3risganvcs ExBiBaseHTHO 3 MO3WUTMBHWMX 3PaskiB 3 o
Mo31TnBHI 3pa3ku XapaKTepucTUKamu cuctemu, iHpopmauieto npo 100% (160/160)
99.5% niaTN Ta reHoTMN
[JiarHoctuka
Hyramsoct Mo3utnBHI 3pasku 10 pekoMbiHaHTHUX 8 MyTaHTHUX popm,
(matoTb BK/IKOYATK MyTaHTHMX GOpM Mindray € ekBiBaneHTOM
MyTaHTHi Gopmm) HBsAg Abbott
20 naHenen
C V. . 10 goaaTkoBMX . oo . 20 cepokoHBepcinHux | Mindray € ekBiBaseHTOM
€POKOHBEPCINHI NaHeni . HancyuacHiwi naxeni .
naHenen naHenen Abbott
(Big, BUpO6HUKa)
HesigibpaHi goHopu 4999/5000
(BK/NtOYAOYM MEPBUHHUX 5000 99.50% 5000 (99.98%)
ZOHOPIB) AL
Crieumdiunicts [ocniTanizoBaHi NayieHTn 200 / 200 200/200
3pa3skun KpoBi 3 MOTEHLiaNbHOO
MO>/IMBICTIO NepexpecHol
peakuii (nigBuLLeHNA 100 / 100 100/100
PeBmartoigHun ®aktop, BariTHi
XKiHKW, TOLLLO) \ .




Bucokodytnuemn Tect Ha TPOMOHIH |

YyTtnueictb
— Abbgtt— = Roc
mihies S <0.006
A All Patients
1.0+
0.8+ :
/a/s: (0.70)' k
0.6 _'—1'_0
z
2 |« PeBmaroigHuit
v dakTtop, HAMA
» [emornobiH,
Binipy6iH,
Tpurniuepuam,
AJ'Ib6YMiH = Troponin | (0.95)

= Troponin T (0.7¢
= Myoglobin (0.83))

== Creatine kinase Mﬁm

e [enapvH, EDTA

o 02 oul *OB6’exkT AA28-110
1-sd *BinbHUn moHoMmep abo
Reiehlin T, Hoch

crnonyka
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Y ntotomy 2016 poky, kepiBHULTBOM E€Bponencebkoro Tosapuctea Kapgaionoris (ESC)
Byno pekomeHO0BaHO BUKOPUCTAHHSA BUCOKOYYTIIMBOMO TECTY ANSA BU3HAYEHHS
cepLeBOro TPOMOHiHY, K YaCTUHM NepPEBIPEHOro anropuTMy LLBUAKOIO Ta
edeKTUBHOro BM3Ha4YeHHs abo BMKNoYeHHs IHdapkty Miokapay (IM). L
pekoMeHaauii byno onybnikosaHo y €BponencbkoMy XypHari i3 3axBoptoBaHb cepus
y motomy 2016 poky. OQH1M CNOBOM, KEPiBHMLITBOM PEKOMEHA0BAHO 3aCTOCYBaHHS
BMCOKOYYT/IMBOTO TECTY HA TPOMOHIH NPOTATOM OAHIET FOAUHY Micns NosiBu 6onto y

rpyasix, 3 METOI TOYHOI AiarHOCTUKN N BU3HaYeHHs IHdapkTy Miokapay abo roro
BUKJTHOYEHHS.
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99 lMepueHTinb KB (CV):

(11.53%)

MR (6.34%), BCI
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TSH (TTI — TupeoTponHMN rOPMOH) 3-ro NMOKOSIHHS
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NACB pekomeHaye 0o BukopuctaHHs TTT 3-ro nokoniHHs, @yHKUioHanbHa YyyTnmeicTb < 0.02MME/JT



JTaBopaTopis NpocTexXyBaHOCTI

ISO 17025




MixkHapoaHi cTaHAapPTU NPOCTEXYBAHOCTI
rapaHTylOTb AOCTOBIPHI pe3ynbraTtu
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Abbrestations: WHO: World Health Organization; NMT: National metrology mstitute; ML: Mannfacturer s laboratory,
Uc: Uncertainty.
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>2000 BCTAHOB/IEHNUX OAMHULb B YCbOMY CBITI
MeHLe HiXK 3a 4 pokn !

13 HUX B YKpaiHi 33 NOTOYHUWN PiK BCTaHOBNAEHO 4 aHani3aTopa!l






I3 HUX B YKpaiHi 32 NOTOMHUIA PiK BCTAHOBNEHO
4 aHanizaropa!!

Opecbkn obnacHum OHKONOTriYHUI aAncnaHcep
(BcTaHoBneHu y xoBTHI 2016 p.)

BiHHUUbLKMI 0OnacHUW KNiHIYHUW rocniTanb
BeTepaHiB BiHU (BCTAHOBMNEHWIA Y KOBTHI)

KomyHanbHa yctaHoBa "ObnacHa KniHidyHa nikapHs
iMm.O.®P.epbadvyeBcbKkoro" XXutomMmpcbkol obnacHol
pPadWu (6yne ycrtaHosneHun y nuctonagi)

"XapKiBCbKNU perioHanbHUK

HayKOBO-BMPOOHMYMIA LIEHTP cTaHaapTuaauil,
MeTponoril Ta cepTudikauil”, KrniHiko-giarHocTu4yHa
na6opaTopi$-| “MeTpona6” (BCTAHOBMEHWI Y BEPECHI)



http://oood.com.ua/index.php
http://hospital.inf.ua/
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[MopisHanbHI gocnigxeHHa Mindray CL1000i Ta

Abbott Architect ¢i8200

Backg

CL1000i is fully automated immunoassay analyzer
based on Enzyme Enhanced Chemiluminescence .
The reactants necessary for enzyme enhanced
chemiluminescence are Micron super paramagnetic
particles(SPMP) platform. Alkaline
phosphates(ALP) labeled reagents and AMPPD
substrate.

The ARCHITECT® ci 8200 integrated systemis a
fully-automated clinical chemistry and immunoassay
system and use CMIA (chemiluminescent
microparticle immunoassay) technology to
determine the presence of antigens, antibodies, and
analytes in samples. The reactants necessary for
CMIA assays are » Paramagnetic micro particles
coated with a capture molecule (antigen, antibody,
or viral particle) specific for the analyte being
measured - Acridinium-labeled conjugate - Pre-
Trigger Solution and Trigger Solution

The rationale of the current study is to Evaluate
our newly launched Immunology Analyzer for
crucial Tumor Markers and to see whether there

is any significant co-relation/ deviation between
the two Instruments available in the market.

Materials
Performed using
AFF 2 TPSA CL1D00I & Architert o220
CATSIECATEE CL10001 & Architect 200
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Conclusions

CL10:00i is a high throughput analyzer that requires minimal
maintenance. It demonstrates dinicslly scceptable
performance of the automs*ed parameters on both normal
and pathological samples.

The performance of the CL 1000iwas similar to that of

the Abboit Architect with good corelationforthe orucial
Tumor markers.

AFF, CEA.CA15.3.CA 19.9.CA125 . TPSAand FPSAdata

showed the high degree of comel stion withr values greater
than 0.95.




Thank you!

Jeffrey REN
Product Marketing Manager

jeffrey.ren@mindray.com
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