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bonesble TOYKHU

TouyHoe onpeaeneHue 6oneBbIX TOYEK NONb30oBaTesNen |Sn_ibe|

TpeboBaHus

Bonblon 00bem TeCcToB

Bbicokast npon3BoAUTESIbHOCTb

Huskas cTabunbHOCTb pe3ynbTaToB

Bbicokasa adppekTUBHOCTb

HexBaTtka mecta B nabopartopum

OKOHOMUSA MecTa

Bbicokasa yactoTta cooeB

Bbicokasi HaaeXXHOCTb

Bbicokass CTOMMOCTb peareHToB "
pacXodHbIX MaTepunasioB

OKoHOMM4Yeckasa apdPeKTUBHOCTb

CroxHoe py4yHoe yrnpaBneHue

Bbicokuit ypoBeHb aBTOMaTMU3aLUK

HepocTtaTok cneumndunyecknx napameTpoB

KoMnrnekcHoe MeHIo




Snibe NaeanbHble
JlabopaTopHble PeLueHus




@ PeweHuns gnsa KOMnNieKkcHou lSnibe|
aBTOMaTU3aLuu nabopaTopui

SATLARS™ T8 — Hogeliwee peweHue NonHom
aBTOomMaTm3auum nadboparopumn

SATLARS™ T8 — 310 MOLWHOE pewieHne ansa

aBTOMaTU3aL MK NabopaTopHbIX NPOLECCOB,

obecneuunBatlowiee BbICOKYH 3PPEeKTUBHOCTD, .

HaZEXHYI0 paboTy N MHTEeNNeKTyaNbHble PYHKUUMU
ANA onTMMM3auum pabouero npouecca U PackpbiTUA

6onbliero noreHumuana sawnx nabopatopumn.




& PeleHue nonHoi aBToMaTn3aumm — SATLARS™ T8 lSn_ibe|

Pa3nunyHble nnaHNpoOBKN U TMOKne KOMOMHaLuun

P — Pa3nuyHble NNaHUPOBKN MOTYT
s ObITb HAaCTPOEHbI NO Mepe
HeobxoaMMOCTMU.

M'Mbkne KoMmOUMHaUMU n
HeorpaHN4YeHHbIe
BO3MOXHOCTMU pacLuMpeHus ans
YAOBJIETBOPEHUSA pacTyLmnx
noTpedbHocTen nabopartopumn.





Oco0eHHOCTD 2

becnpeueaeHTHbId aHaausarop CLIA

MAGLUMI® X Series




& Hosoe nokoneHne — MAGLUMI® X Series lSn_ib_el

'|:|' + 1 +

OpHa KroBeTa NepepaboraHHasa OC becnpeueaeHTHasa rpynna X

-

CbanaHcUpoBaHHbLIN U MOLLHbIW

YuyutbiBas 06u4y|o cuTtyaumio, a Takxe

M306peTaTeany|o KOHCTPYKLUMIO U UcnosibdoBaHue
nepenoBbIX HA CeroaHsWHUN AeHb TEXHONOruN,

aHann3aTop AeMOHCTPpUpyeT npeBoCXoaHbIe

MAGLUMI® X3 MAGLUMI® X6 MAGLUMI® X8 MAGLUMI® X10

XapakKTepucTtukm v 3aHumaeT nmampyrowimne no3muumn.




Oco0eHHOCTE 3

KoMIuiekcHbIe MPOAYKTOBbIE PelICHUS




Buoxumus / AnekTponuTbl lSnibel

Biossays® 240 Plus

ABTOMaTU4YECKUN ODUMOXMMUNYECKUA
aHanusarTtop

(Snibe) S * MponyckHasi cnocobHocTb: 240 TeCTOB B Yac

* OnuunoHanbHbLIM MoaYIb anekTponuTos: 200 TeCcToB B Yac
+ [1o 90 no3nuunn obpasuoB 1 peareHToB, 3arpyska B pabote

* Huskoe nortpebnerHue Boabl ( =2.0-3.0 J1/4)

* 16 onuvH BonH ot 340 HM oo 800 HM



UHTerpupoBaHHbIe CUCTEMBI lsmbel

BiOlllmi® CX8 * [NepenoBble BMOXMMUYECKNE TEXHOMOMNN U X-

tech obecneunBaloT TOUHbIE pe3ynbTaThl

YBenuybTe noTeHuunan cBoen nadoparopum,
ncnonb3ysa Bcero 3,8 m? YnobcTeo ynpasneHun

 Bce ycTponcTBa ynpaBnsaTCa UHTENNEKTyanbHbIM
nporpaMmHbIM obecrnedeHnem

» BcnomoraTtenbHble cucTemMbl 0TOBpaXxeHus ong
yao6HOro ynpaBneHns UcnbiTaHUsIMn

Flexible Expansion

» PasznunyHble kombuHauum X8, C8 n moayns oTkpbITUS
obpasua
* BoamoxHocTb noakntodeHns k TLA/LAS

Up to = I Up to = Up to

600 testsh || | | 1600 tests/h 300 tests/h

— LS

Immunoassay module Clinical chemistry module ISE module



Oco0eHHocCTh 4

ILIupokoe meHo TectoB UXJ1 n
peBoCcxXoaHast 3PPEeKTUBHOCTD

peareHToB




LLnpokoe meHto TectoB UXJ1 oxBaTbiBaeT 23 naHenu 3aboneBaHnmn lSnibel

MnepTeH3nsa

[MpeHaTanbHbIN

Koarynaumsa SKPUHUHT
KocTHbIN
BocnaneHnue PepTUnNbLHOCTL MeTabonmam
Kapauonorus [dnabet
[enaTn4eKkckumn
i OHkKo-
MapKepbl
BeTtepuHapus ABTOMMMYHHbIE
Bonee 256 napameTpoB TECTEl

MOHUTOPUHT

MeTtabonuam

31/67



PeareHTbl - nerkue B UCMOJb30BaHWM lSnibel
4} Ha6opb! peaceHMo8 coemMecmuMbl CO 8CeMU aHasiuzamopamu

*  WHTerpupoBaHHbIN HADOP peareHToB, rOTOBbLIN K MCMOSIb30BaHUIO

* RFID meTka xpaHuUT BClO MHGOPMALIUIO O peareHTe

* Jlerko u 6bICTPO, 3arpy3ka/BbIrpyska peareHToB 6e3 nays

* 2-Tove4yHas nepekanndpoBKa Ans MacTep-KpuBou

* 50/100T B ynakoBKke, BblbupanTe B COOTBETCTBUM C NOTPEDOHOCTSAMM BaLLEW

nadoparopumu

v' BHYTPEHHUM KOHTPONb KayecTBa U KanubpaTtophbl

TSH (CLIA)

npeaocTaBnAlOTCA 6ecnnaTHO.

v" He 6ecnokonTech o0 NpobnemMax c perucrpauuen

peareHTOB.




@ WHHOBaLIMOHHaA TeXHONOrns uaMepeHusa MarnbIiX MOneKy’ lSnibel
Diagnostic

B Hoeoe pelenune ans goctieHus Gonee BbICOKOM TOYHOCTH,
[OCTOBEPHOCTU W YYBCTBUTENBHOCTM

NMpuHUMN
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@ WHHOBaLIMOHHaA TeXHONOrns uaMepeHusa MarnbIiX MOneKy’ lSnibel
Diagnostic

MAGLUMI® 25-OH Vitamin D — CpaBHeHune Tpex cuctem ummyHocpepmeHTHOro aHanusa n XXX-MC
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Snibe bpaHA b BpaHg B

PeareHT HOBOro nokKorsreHus, VICHOHb3yI-OLI.WIl7I MeTo4 CoHABU4Ya C MaJibiIMU MOJieKyJfiaMun

B Bricokas YYBCTBUTEJIbHOCTb, MNMOBbILLEHHAA TOYHOCTb

B Xopoluee COOTBETCTBME pe3yribTaToB odmumnanbHon pedepeHTHON meToanke namepenust (KX-MC)

B bonee Wnpoknn nnHenHoln ananasoH (1,50—-150 Hr/mn)



@ WHHOBaLIMOHHaA TeXHONOrnsa u3MepeHusa MarnbIiX MOneKy’n lSnibel
Diagnostic

MAGLUMI® 25-OH Vitamin D — cpaBHeHue pe3synstatoB UK DEQAS

DEQAS VS Snibe 25-OH Vitamin D DEQAS VS Snibe 25-OH Vitamin D
S0k 40F
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DEQAS DEQAS

Snibe 25-OH Vitamin D B BbICOKOM cTeneHn cOOTBETCTBYeT 0bpasuam
MmeXXnabopatopHou oueHKU KauectBa DEQAS, noayyeHHbIM NO AaHHbIM Macc-

cnekTpomeTtpun. na KaxXaoro obpasua AonycKaeTca cuctTemaTuyeckasn
norpewHoOCTb B npeaenax 10%, npu aTom cpeaHAA NOrpewHocTb coctasuna 0,22%.




@ WHHOBaLIMOHHaA TeXHONOrnsa u3MepeHusa MarnbIiX MOMNeKy’ lSnibel
Diagnostic

MAGLUMI® Estradiol — TouyHoe namepeHune oopa3LoB ¢ HU3KOW KOHLeHTpauuemn

Snibe MAGLUMI® 3cTtpaguon npotms JOCTYNHbIN Ha pbiHKe ICTPaAMOA NPOTUB
HKX-MC 3ctpaguon
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Snibe MAGLUMI Estradiol assay (pg/mL)

Commercially available Estradiol assay (pg/mL)

2000 T=0.995 ' ( 1=0.942
(0] 1 1 1 1 1 1 \ 0 y 1 1 1 1 1
0 4000 8000 12000 \ 0 500, 1000 1500 2000 2500 3000
LC-MS Estradiol assay (pg/mL) N < -~ 7 LC-MS Estradiol assay (pg/mL)

Beicokas cteneHb cooTBeTcTBUA MeToay KX-MC, ocobeHHO B

HN3KNX KOHUEHTpaunax, 4To obecnevymBaeT TOYHOCTb TecTa Nnpu
HU3KNX KOHLIEHTPA




Oco0eHHOCTD 5

IlpeBoCX0aHOE KAYeCTBO ¢ MHOXKECTBOM

cepTuUKaToOB




& CE List A Ceptudukarnl

NepBbin B Kutae, nonyunswunmn mapkmpoBky CE ansa tectoB UXJ1 Ha anti-HCV

y -
=
T 2
ke
(=
-3
i
&S
*
[=]
1 2
=
(=]
™
=
-
w
X
*
-
<<
=
=
84
=
-
o
el
o
*
]

i

ZERTIFIKAT # CERTIFICATE ¢ 05

EC Certificate

EC Design-Examination Certificate

Directive 88/T9EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV (4)
(List A)

No. V7 064998 0018 Rev. 00

) } Mew Ind les B sleal
Engineering Co., Ltd.

No. 16, Jinhul Read, Pingshan New Distnct

518122 Shenzhen

PEOPLE'S REPUELIC OF CHINA

ive: Shanghad International Holing Corp, GmbH (Europe)
EC'REHIBSCHMI'UE. Eiffestrafle B0, 20537 Hamburg, GERMANY

Product: Screening test for Hepatitis C marker

The Cenfication Body of TOV S0D Proguct Service GmbH declares thal a design examinaton has
been camed oul on e respective devices In accordance with IVOD Annex IV {2]. Tha design of the
devices conforms to the requiraments of Ihis Directive. See aisa noles overieal

Report No.- 713130285
Valid from: 2018-06-24
Valld untit: 2024-05-26

Date, 2018-06-24 /I / 4

Stetan Predd

Page 1 oi 2
TV 200 Product Service GmbH is Notified Bady with entification na. 0123

TOV SUD Froduct Service GmbH « Gertficaton Bady » Ridesiralbe 65 « 80338 Mursch « Germany

Confirmation Letter Template regarding amending

Regulation (EU) 2024/1860

If devices covered by certificates issued under Directive Directive 98/79/EC (IVDD) that expired after 26
May 2022 and before 9% July 2024, without having been withdrawn, this letter also confirms that
the manufacturer signed the written agreement under VDR by he date of IVDD certificate expiry; or
- provided evidence that a competent authority of a Member State had granted a derogation or exemption
from the applicable conformity assessment procedure in accordance with Article 54(1) of IVDR or Article

§2(1) of the IVDR respectively.

The transition timelines in accordance Article 110 (3) of IVDR that apply to the devices covered by this
letter, subject to the manufacturer's continued compliance to the other conditions specified in Article 110

(3c) of IVDR, are shown below:

31% December 2027, for devices certified under IVDD;

- 31% December 2027, for class D devices;
- 31%t December 2028, for class C devices;

- 315 December 2029, for class B devices and for class A devices placed on the market in sterile condition

We reserve the nght to invoice any issuance, copies, amendments and / or changes of the confirmation

letter according to effort.

Far confirmation lefter validity see www tuvsud com/ps-cert?q=CLI 105113 0011

In case of inquiries please contact medical devices@tuvsud.com

On behalf of the Notified Body TUV SUD Product Service GmbH,

2024-07-22

TUV SUD Product Service GmbH
Medical and Health Services

tolly Tang
Holly Tan¥{Jul 22, 204 18:09 GMT+8)

Ms. Holly Tang
Conformity Assessment Responsible (CARE)

TUV SUD Product Service GmbH
Medical and Health Services

Michaed Mavermedr

Confirmation Letter Template regarding amending
Regulation (EU) 2024/1860

Device name or Basic
UDI-DI {under IVDR
application)

MAGLUMI® CMV IgG
(CLIA) Negative Control
(Basic UDI-DI:
6947145507T1VW)
MAGLUMI® CMV Igh
(CLIA) Positive Control
(Basic UDI-DI:
69471455482WP)
MAGLUMI® CMV IgM
(CLIA) Negative Control
(Basic UDI-DI:

IVDR Device classifica-
tion (as proposed by the
manufacturer and verified
during application review)
Class C for professional
use

Class C for professional
use

Class C for professional
use

If the IVDR device is a substi-
tute device, identification of
the corresponding IVDD de-
vice

N/A

N/A

N/A

IVDD Certificate Reference(s)
of the devices under IVDR
application, and the NB Ildenti-
fication

Certification as follows:

V1 105113 0002 Rev. 03;

NB 0123

Certification as follows:
V1 105113 0002 Rev. 03;
NB 0123

Certification as follows:
V1 105113 0002 Rev. 03;
NB 0123

MAGLUMI® Anti-HCV
(CLIA)Y

(Basic UDI-DI:
G9471455173WT)

Class D incl. STINPT

NIA

Certification as follows:
V1 105113 0002 Rev. 03;
NB 0123

V7 105113 0003 Rev. 00
NB0123

Michael Mauermeir (Jul 22, 2024 11:45 GMT+2)

Mr. Michael Mauermeir
Application Reviewer

MAGLUMI® HIV Ab/Ag
Combi (CLIA)

(Basic UDI-DI:
69471455175WB)

MAGLUMI® Tumor Mark-
er Control

(Basic UDI-DI:
69471455352W9)
MAGLUMI® HBsAg
(CLIA)

(Basic UDI-DI:
69471455123vQ)

Class D incl. STINPT

Class C for professional
use

Class D incl. STINPT

NIA

INIA

N/A

Legend: ST — self-testing; NPT — near-patient testing; CDx — companion diagnostics

Certification as follows:

V1 105113 0002 Rev. 03;

NB 0123

V7 105113 0004 Rev. 00;
NB0123

Certification as follows:

V1 105113 0002 Rev. 03; NB
0123

Certification as follows:
V1 105113 0002 Rev. 03;
NB 0123

VT 105113 0006 Rev. 00;
NBO123




& CE List A Ceptudukarnl

MAGLUMI® HIV Ab/Ag Combi
AHanun3 UXIJ1 (4-ro nokoneHus)
nmeeT MapkmpoBky CE (cnucok
A) — 3TO BbICOKOKa4eCTBEHHOe
pewieHne onsa paHHen

anarHocTtukm BUY-nHdekuyumn.
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ZERTIFIKAT & CERTIFICATE ¢

EC Certificate

EC Design-Examination Cerificats
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV (4) (List A)

No. V7 105113 0004 Rev. 00

Shenzhen New Industries Biomedical

Engineering Co., Ltd.

No.23, Jinxiu East Road, Pingshan District
518122 Shenzhen

PEOPLE'S REPUBLIC OF CHINA

Manufacturer:

Product: Screening test for HIV-1/-2 marker

The Certification Body of TUV SUD Product Service GmbH declares that a design examination has
been carried out on the respective devices in accordance with VDD Annex IV (4). The design of the
devices conforms to the requirements of this Directive. All applicable requirements of the testing and
certification regulation of TUV SUD Group have to be complied with. For details and certificate validity
see: www tuvsud comips-cert?g=certV7 105113 0004 Rev. 00

Report No.: 713164232
Valid from: 2021-02-04
Valid until: 2024-05-26
Date, 2021-02-04 C) g
Christoph Dicks
Head of Certification/Notified Body
Page 102

TUV SUD Preduct Service GmbH is Notified Body with identification no. 0123

TUV 50D Product Service GmbH - Centification Body - Ridlerstralie 65 - 80338 Munich - Germany

Product Sarviee

Confirmation Letter Template regarding amending
Regulation (EU) 2024/1860

Device name or Basic
UDI-DI (under IVDR
application)

IVDR Device classifica-
tion (as proposed by the
manufacturer and verified
during application review)

If the IVDR device is a substi-
tute device, identification of
the corresponding IVDD de-
vice

IVDD Certificate Reference(s)
of the devices under IVDR
application, and the NB ldenti-

fication

MAGLUMI® CMV 1gG Class C for professional NiA Certification as follows:
(CLIA) Negative Control use W1 105113 0002 Rev. 03;
(Basic UDI-DI: NB 0123
69471455071VW)
MAGLUMI® CMV IgM Class C for professional NIA Centification as follows:
(CLIA) Positive Control use V1 105113 0002 Rev. 03;
(Basic UDI-DI: NB 0123
69471455482WP)
MAGLUMI® CMV Igh Class C for professional N/A Certification as follows:
(CLIA) Negative Control use V1 105113 0002 Rev. 03;
(Basic UDI-DI: NB 0123
69471455482WP)
MAGLUMI® Anti-HCV Class D incl. STINPT NIA Centification as follows:
(CLIA) V1 105113 0002 Rev. 03;
(Basic UDI-DI: NB 0123
69471455173WT) V7 105113 0003 Rev. 00
NET.PEeY
MAGLUMI® HIV Ab/Ag Class D incl. STINPT MNiA Certification as follows:
Combi (CLIA) V1105113 0002 Rev. 03;
(Basic UDI-DI: NB 0123
69471455175WB) W7 105113 0004 Rev. 00;
MAGLUMI® Tumor Mark- | Class C for professional N/A Certification as follows:
er Control use W1 105113 0002 Rev. 03; NB
(Basic UDI-DI: 0123
69471455352W9)
MAGLUMI® HBsAg Class D incl. STINPT NiA Certification as follows:
(CLIA) W1 105113 0002 Rev. 03;
(Basic UDI-DI: NB 0123
69471455123VQ) W7 105113 0006 Rev. 00;

Legend: ST — seli-testing; NPT — near-patient testing; CDx — companion diagnostics

NB0123




& CE List A Ceptudukarnl
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ZERTIFIKAT & CERTIFICATE ¢

sk Ky, Benannt dunchyDesignated by
he  Tentralst 3
fur Gesundneitsschut:

i Aroneiniliedn il
Medizinprodukien  §

ZLG-BS-245.10.07

PFroduct Service

EC Certificate

EC Design-Examination Certificate
Directive 98/79/EC on In Vitro Diagnostic Medical Devices {IVDD), Annex [V (4} (List A)

No. V7 105113 0006 Rev. 00

Manufacturer: Shenzhen New Industries Biomedical
Engineering Co., Ltd.
No.23, Jinxiu East Road, Pingshan District
518122 Shenzhen
PEOPLE'S REPUBLIC OF CHINA

Product: Screening test for Hepatitis B marker
for Professional Use only

The Certification Bady of TUV SUD Product Service GmbH declarss that a design examination has
been carried out on the respective devices in accordance with VDD Annex IV {(4}. The design of the
devices conforms to the requirements of this Directive. All applicable requirements of the testing and
certification regulation of TUV SUD Group have to be complied with, For details and certificate validity
see: www tuvsud.com/ps-cert?q=cert:v7 105113 0006 Rev. 00

Report No.: 713210558
Valid from: 2022-03-11
Valid until: 2025-05-26

Date, 2022-03-11 C Q
' f “_\./

Christoph Dicks
Head of Certification/Notified Body

Page 10of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TOW SUD Product Service GmbH » Certification Body « Ridlerstrale 65 « 80339 Munich + Germany

Ceptudukar CE List A gpna 6 UXIJ1
aHanunsos MAGLUMI onsa BbissBneHus
Bupyca renatuta B (HBV),
oxBaTbiBawowmux HBsAg, Anti-HBs,
HBeAg, Anti-HBe, Anti-HBc n Anti-HBc
igM.




@ IVDR CE Ceptudmkar
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ZERTIFIKAT & CERTIFICATE ¢

Product Sarvice

EU Quality Management System Certificate (IVDR)

Pursuant to Regulation (EU) 2017/746 on in \itro Diagnostic Medical Devices,

Annex X Chapters | and 1l (Class C and B Devices excluding self-'near-patient-testing and
Companicn Diagnostics)

No. V12 105113 0005 Rev. 00

Manufacturer: Shenzhen New Industries Biomedical
Engineering Co., Ltd.
Mo.23, Jinxiu East Road, Pingshan District
518122 Shenzhen
PEOPLE'S REPUBLIC OF CHINA

Representative:

The Cerfification Body of TUW SUD Product Service GmbH certifies that the manufacturer has
established, and ited a quality it system as il in Article
10(8) thhe Regulation tEU] 2017748 on in Vitro Diagnostic Medical Devices. Details on devices
covered by the quality management system are described on the following page(s).

The Report referenced below summarizes the result of the it and includes refe to
relevant CS, harmonized standards, audit and test reports. The conformity assessment has been
carmied out according to Annex X Chapter | and Il of this regulation with a positive result.

The quality system it was panied by the of technical
documentation for devices selected on a representative basis.

The certified quality management system is subject to pericdical surveillance by TU‘J sUD Pmduc‘t

Service GmbH. The survei includes an of the 1
for the device or devices concemed on the basis of further representative samples.

For details and certificate validity see: www.tuvsud. comips-cert?g=cert-\/12 105113 DDDS Rev. 00
Report No.: GZ2013005

Valid from: 2020-12-15

Valid until: 2025-12-14

2o

Chrigtoph Dicks
Issue date: 2020-12-15 Head of Certification/Netified Body

Page 10f2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123 o
TUW SUD Product Service GmbH - Certification Body - Ridlerstrale 85 - 80338 Munich - Germany TV
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cTaHgapTam.

200+ Snibe CLIA Products get
IVDR CE certificate!

o Sonze

EU Quality Management System Certificate (IVDR)

Pursuant to Regulation (EU) 2017/746 cn in Vitro Ciagnostic Medical Devices,

Annex X Chapiers | and [l (Class € and 3 Devices sxchiding self-insar-patisnttesting and
Companicn Diagnastics)

No. V12 105113 0005 Rev. 01

Manufacturer: Shenzhen New Industries Biomedical
Engineering Co., Ltd.
NNo.23, Jinxiu East Raaé, Pingshan District
518122 Shenzhen
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@ IFCC-RELA CepTtudukarhbl lSn_ibel

MHoOXeCTBeHHblIe N3MepeHuUs

N3MEPEHHbIE METOAOM MaCC-CNEKTPOMETPUN B pedepeHTHon nabopatopumn Snibe,

npowwnin cxemy IFCC-RELA.

IFCC-RELA opzaHu3osaHa o nopy4yeHuro MexdyHapodHoul chedepayuu KnuHu4deckol xumuu u nabopamopHou meduyuHsi (IFCC). OHa npedcmaesnsem cobol ebicuiuli yposeHb

uamepeHul 8 obriacmu KnuHUYeCcKoU xumuu u nabopamopHol MeOQUUUHbI U MpU3HaHa 00HUM U3 8axkHeUWUX Mepornpusimud rno oyeHKe ka4ecmea e obnacmu mMexoyHapodHoU

KnuHu4eckoU xumuu u riabopamopHol MeduyUHbI.
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& KoHTponb KayecTBa TpeTbei CTOPOHbI

NepBoe B Kutae npeanoxeHme B opmyumanbHON MHCTPYKLUU MO MPUMEHEHUIo
BlIO-RAD c 3agaHHbIMM 3HaYeHusasmMu gna aHanmsos MAGLUMI® UXT
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Lyphochek® Tumor Marker Plus Control
Levels 1,2 and 3

367 Levell Bx2mL 370 Tiilevel 12x5mL
- Level 1 54591 Level1 40301
3B Level 2 x2m :—‘ 3 Level | 12x5mL
i ég EXP 2017-05-31 54500 Level2 5502 REF| VD] g Level 2 40302
360 Level3 fx2ml 1 72 EXP 2017-02-28 LOT| 40300 e
36AX Trilevel MinPak 3% 2 mL Level 3 54303 Level 2 12x & mL c € oase IVD Level 3 40303

373 Level3 12x5ml
370X MiniPak 33

INSERT UPDATE* | Neu
2015-06-11 (R.8) | Acw

METHOD
Methode // Méthode // Metodo /7

BoRAOM |

iquichek” Specialty Immunoassay Control
evels LTA, 1,2 and 3

ichek™ Cardiac Markers Plus Control
s1,2and 3

SNIBE Maglumi (CLIA) (2) (3

359 LevelLTA 6x5mL Level LTA 57451L

REF] G5 1o oxim C€ S EXP 2017-07-31 S0 Loz e

ACTH

180 Tnlevel &x3 mL

Diksource ImmanoAssays ACTH-IRMA (2) (3) Level | 20831
181 Level1 6x3mL - 366 leveld Gx5mL Level 3 57453
Level 2 29832 ( '
S W S 182 Level2 6x3ml ( E 2 EXP 2017-03-31 LOT| 29830 Lovi3 20313 plowed 350X MiniPak 45 mL
SN Mager (L) ) ) 183 Level 3 Gx3mL .
BETA 2 MICADGLOBULN B2N) 180X MiniPak 3x 3 mL T
ENIBE Magiuml (CLIA) i2) () e — )
CA125 (4) Q‘ http://www.myeinserts.com/57450
Liating Hormor

'DUASDUICS IMMENOASSEYS CA1 25-1RMA (2) (3) l:l .
Oro VIEDs Micowel Sanes (2 = http//www.myeinserts.com/29830
‘Siemens IMMULITE 2000/2000 X% Lots 278 and

SHIBE Maglml (CLIA] (2) (3]

CA15-3 i)

DiAsourcs Imanohssays CATS S IRMA (2)(3) i (1)
Do VoS el Sares (2 s

f25THHEE 2015-08-24

SNIBE Maglumi Series (2)

HiE ()

|~ Semams INMAILITE 20002000 17 e 2] - 29831 AR 2 - 29832 MEE 3- 29833 (2) Insuin A LTA - 574511
T s e _ i 1948 wiE 518 wBE e (LH) v wE
e CK-MB ISOENZYME (MASS) 25-HYDROXY VITAMIN
SNIBE Magium Series Analyzer (3) 259 - 481 | 137 9.56 - 17.8 | 67.2 470 - 873 SNIBE Magiumi Series+4) | wa/ml | )
MYOGLOBIN ANT-TG
SMIBE Magimi Series Asfiyzer (2) [ raimi | 411 288 -534 [ 125  si4- 162 | 284 199 — 360 SNEE Magam Seres (2) o] m
N-TERMINAL PRC-BRAIN NATRIURETIC PEPTIDE (NT-PROBNP) ANTI-THYROPEROXIDASE (ANTI-TPO)
SNIBE Maghm Series Anayzer (3) [ oo [ 13 w6 -7 | 35 248 - 461 | 3423 2306 - 4450 SNBE Magiami Series (2) [ il | )
IGF-1/SOMATOMEDIN C
SMIBE Magiumi Series (2) | 1g/mL | (4
PTH (INTACT)
SNIBE Maghmi Series (2) [ pwnl | @




® KoHTponb KayecTBa TpeTbei CTOPOHbI

NMepBoe B Kutae npeanoxexHue B opmumanbHOU MHCTPYKLMM NO MPUMEHEHUIO
Randox ¢ npucBoeHHbIMU 3Ha4YeHuaAMU gna aHanmsos MAGLUMI® UXTT

R1IE % ¥ Immunoassay Premium Plus Control {2 4!
IPPO01/001/UL Lot No:1660EC | IPPO02/001/UL Lot No:1862EC | IPPO03/001/UL Lot No:1865EC
R AN D @X I —— PEe———— ————
Control Level 1 Control Level 2 Control Level 3
f;‘f}?-:li unitL Target | . hi ;21 i Target i
IMMUNOASSAY PREMIUM PLUS - LEVEL 2 (IA PREMIUM PLUS 2) SFE E:; —]
Cat. No. 1A3110 /1A3112 Lot No. 1662EC  Size: 12x5ml/4x5ml Expiry: 2019-10-28 ENG | ugin R
Range [ CA189 | iimL
Analyte unit Target low high methods Gf,i':m _:Tgﬂmll_
CA 153 Uiml 506 344 6638 Siemens Centaur CP ARy
CA199 Uiml 713 570 856 Abbott Architect [ocomw | ngmt |
Ulml 159 127 191 BioMerieux Vidas FA_I ngmi
- - Ferritn_| _ng/ml
Uiml 259 176 342 Siemens Centaur XP/XPT/Classic F;Psiﬁ ;%::L
Uiml 941 753 113 Siemens Immulite 2000/2500 FT_ | pomt
Uil 976 781 117 Siemens Immuite 1000 ST
Uiml 894 715 107 Beckman DxIB00 T
Ulml 657 526 788 Roche Elecsys -
Uiml 142 114 170 Diasorin Liaison L mitied
Uiml 612 490 734 Roche Modular E170 B ok
Wiml 982 786 118 Beckman Access 13 ng/mL
Uimi 472 378 566 Tosoh AIAZ60 -
Uiml 167 134 200 Vitros ECi B 36 )7 % Immunoassay Speciality | Control {145 't
Uiml 702 562 842 Abhbott Architect XRIXR2 kit IACOB8/001/UL Lot No:1655EC | IACOBS/001/UL Lot No:1689EC | IACO70/001/UL Lot No:1656EC
Ulml 621 497 745 Roche Cobas 6000/8000 SNIBE Maglumi Anal imunoassay Specialty| | - Immuncassay Specialty| | Immunosssay Speciaey
Ulml 657 526 788 Roche Cobas F411 — : : - .
Uiml 139 111 167 Fujirebio Lumipulse G Series ng:ﬁo ";!:L Tar‘;‘e;fl lov;-SBI *!9.:‘18 Tar%:t-i m:HIl hjz::-? Ta Q;t-ﬂ m;SSIl mq:“
Uiml 243 165 321 Siemens Centaur CP T T T Y WY - -
[ umi 85 620 115  SNIBE Maglumi Analysers | 1 "°_-|_2 1 I |
—_— — - — — pgmL 50.3 35.2 65.4) 216 151 281 754/ 528 980[
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KomnaHusa Snibe npuHana yyactue B mexxgyHapoaHom ncnbitaHnm EQAS Ha 25-OH

ButamuH D u nonyyana ceptudmkar 12 net nogpsga.

2017 - 2018 20719 - 2020

cmfum Certzﬁcat
o
P;r()jzczen(Proﬁczem

This is to cerlify that
Shenghen New Industries Bionedizal Engineering Ca.,

2015 - 2
2013 - 2014 07e

Ci ertl}‘lc /) (Cﬁlﬁc“ d
Prr)/zuem Profi Zezen(

This is 1o cerlify that i I8 to certlty the)

S o certify that Shenspen New Industres Biomedi
PO it ot Shorghen New Industies Biomudical Enginering. 70" N Industries Bioedical 16 Jinbui Road
4/F, Wharnes Tch 16 Jini Road. 167t Rood Pingshan New District
Shenzhen Science & Industyy Park Pingshar New District Pingshan New District Shenzben 518122
‘Nanchon Ditric Shergpen 518122 Shengpen 518122 2
has participated in the internatic has participated in the internatic  has participated in the internati has participated in tr!e internatio
25 Hydroxyvile ok D EQAS 25 Hydroxyvitamin D EQAS 25 Hydroxyvitamin D EQAS 25 Hydroxyvitamin D EQAS
»erformance tal m 1

b the DEGAS Advisory P4 and as mel lhe performande 1 - ang has met the performance ta  and has met the performance tan
oo o aim il 0L by the DECAS AdviSgy set by the DEQAS Advisory P¢  set by the DEQAS Advisory Pai

7% or e remha el 25 NS THOL o or more resulsfllitin £25% ofhe Taige 7% ox more.result el witin +25% of the Target

Koy Pt ;
Jacqusline 3ery- Ramon & Durazo-At Advisory Pao
ot G Qe e Jacqueline Bery - Ramon A Dutazo-Atvi Advisory Panel Advisory Panel
aron Py - Ohiskpl SR Elaine Guntet enieJones - Hoph Ma Jacqueline Berry - Ramon A. Durazo-Ai il Jose o By s Coaer
7 % Katen Phinney - C""S“’V"E’ e Elaine Gunter - Glenville Jones - Hugh M mon Dorazo-Aniau  Eine Gunler

KarenPhny -ChsipherSempos Pt Teomey

(/ \I/ Karen Phinney - Cnnslnpnevsempm
7 o P G
7" araham ( v .
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ran D EXTERNAL QUAL L QuaLTy Assesswy

2021 - 2022

Cemflcczt
Profzczenc

This is to certify that

Shenzhen New Industries Biomedical Engineering Co. Lt

No.23, Jinxiu East Road
Pingshan District
Shenzhen 518122

has participated in the internatio
25 Hydroxyvitamin D EQAS
and has met the performance tar
set by the DEQAS Advisory Par

* 76% or more_results fol within +25% of the Target |

Advisory Panel

GlenvileJones « Etenne Cavalier
Ramon Durezo-Arvzu + Annamieke Heffosr

2023 - 2024

Cemfzcat
Profzczenc

This is to certify that
Shenzhen New Industres Bionedical Engineering C.
No. 23, Jiniu East Road
Pingshan District
Shenzhen 518122

has participated in the internatio
25 Hydroxyvitamin D EQAS
and has met the performance tar
set by the DEQAS Advisory Par

* 75% or more_results fol within £25% of the Target !

Advisory Panel
GlenvileJones - Etenne Cavalir

2024 - 2025

Cemfzcate
Profzczency

This is to certify that
Shenzhen New Industries Biontedical Engineering Co.
SNIBE
No. 23 Jinxiu East Road
Pingshan District
Shenzhen 518122
has participated in the international
25 Hydroxyvitamin D EQAS
and has met the performance target*
set by the DEQAS Advisory Panel

* 75% or more_results fel within £25% of the Target Value.

Advisory Panel
GlenvileJones - Etenne Cavalir

Twomey
£ Cwaths sathss

L | £6é orgamava

‘Oeaks ¢

o. st D EXTERAL QUALTY ASSESSUEN

Karen Phinney - Chistopher Sempos - Patrck Twomey

£ Cwnt
Ornna Wik RGP
'DEQAS Grgaricer

2022 - 2023
Jertzfzcate

rofzczency

This is to certify that
sdhen New Indistris Biomedical Engineering Co.(SNIBE)
No. 23, Jinin East Road
Pingshan District
Shenghen 518122

hs participated in the international
25 Hydroxyvitamin D EQAS

d has met the performance target*

et by the DEQAS Advisory Panel

5% or more_results foll within +25% of the Target Value

2020 - 2021

bbb This s to certify that

o0 New Indusres Bionedial Engintring Co. Lid (SNTBE) 1 1ctis Biomedlcal Engieeing Con, Ltd (SNTBE)

No.25, Jinxiu East Road 16 Jinbui Road
Pingshan District Pingshan New District
Shenghen 518122 Shenghen 518122

1s participated in the international
25 Hydroxyvitamin D EQAS

1 has met the performance target*

2t by the DEQAS Advisory Panel

5% or more results fell within +25% of the Target Value.

J—— . Advisory Panel
’ My o e
[ — A —— oo O s T
Ramon Duraze A Anamike st Syl v -
Tvoney
£ Lot
£ £ etk
r— —
"CENS Ot et
T © Bxtemas Quacry
VT  BXTERAA. QUALTY ASSESSUENT SCHENE

T ScrenE

Vitamin D External Quality Assessment Scheme, DEQAS

2018 - 2019
Jertzfzcate »mfzcate

'rofzczency gﬁczemy

ricipated in the international
Hydroxyvitamin D EQAS

3 met the performance target*
the DEQAS Advisory Panel

oro. Toauts {6l witin +25% of he Target Value.

o e rrcean
EQAS Groamiser

essunnT Scupug

2016 - 2017
)rtzfzcate

oﬁc [ency

2015

2014 -

ortificate
9,

oficiency.

This is to certity that
Now Indutres Biomedical Engineeing o, Ltd This is to certily that
16 Jinbui Road Shergpen New Indusrs
Pingshan New District l:imqm
bonhen 518122 76 Jinbi.
s ban New Distict
Shergpen 518122
rticipated in the international - + i
\ycromriitamin D 20 Sariicipated in the international
yEsOyviam QA } Hydroxyvitamin D EQAS
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e Tyt Vo ore
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oPEN & ACCESS Frealy available online

PLOS | o JAMA

Wang et al. Critical Care 2012, 16811
hitpy//ecforum.comicontent/16/1/R11 c chTchL CARE : - ) .

Increased Prolactin Levels Are Associated with Impaired .
RESEARCH ObEntiecRs Processing Speed in Subjects with Early Psychosis

Relationship between thyroid function and ICU
mortality: a prospective observation study

Feilong Wang'!, Wenzhi Pan’!, Hairong Wang'", Shuyun Wang', Shuming Pan'” and Junbo Ge*"

Abstract

Introduction: Although nanthyroidal iliness syndrome is considered to be assaciated with adverse outcome in ICU
patients, the performance of thyroid hormone levels in predicting clinical outcome in ICU patients is unimpressive.
This study was conducted to assess the prognostic value of the complete thyroid indicators (free trilodothyronine
(FT3), total triiodothyronine; free thyroxine, total thyroxine, thyroid-stimulating hormane and reverse
triiodothyronine) in unselected ICU patients.

Methods: A total of 430 consecutive patients without known thyroid diseases were screened for eligibility and
followed up during their ICU stay. We collected each patient’s baseline characteristics, including the Acute
Physiclogy and Chronic Health Evaluation Il (APACHE Il score and thyroid hormane, N-terminal pro-brain
natriuretic peptide (NT-proBNP) and C-reactive protein (CRP) levels. The primary outcome was ICU mortality.
Potential predictors were analyzed for possible association with outcomes. We also evaluated the ability of thyroid
hormones together with APACHE Il score to predict ICU mortality by calculation of net reclassification
improvement (NRI) and integrated discrimination improvement (IDI) indices.

Results: Among the thyroid harmone indicators, FT3 had the greatest power to predict ICU mortality, as
suggested by the largest area under the curve (AUQ) of 0762 + 0.028. The AUC for FT3 level was less than that for
APACHE Il score (0829 + 0.022) but greater than that for NT-proBNP level 0,724 + 0030) or CRP level (0689 =
0030). Muktiple regression analysis revealed that FT3 level (standardized [ = -0.600, P = 0.001), APACHE Il score
[standardized B = 0912, P < 0:001), NT-proBNP level (siandardized B = 0459, # = 0.017) and CRP level
(standardized B = 0367, P = 0,030) could independently predict primary outcome. The addition of FT3 level to
APACHE Il score gave an NRI of 54.20% (P < 0.001) and an IDI of 3654% (P < 0001). The level of FT3 was
significantly comelated with NT-proBNP levels ( = -0.344, P < 0001) and CRP levels (r = 0408, P < 0.001).
Conclusion: In unselected ICU patients, £13 was the most powerful and only independent predictor of ICU
mortality among the complete indicators. The addition of FT3 level to the APACHE Il score could significantly
improve the ability to predict ICU mortaliy.

Introduction modulating metabolism and the immune system. In the
During critical illness, changes in circulating hormone  20th century, researchers found that thyroid dysfunction.
levels are a common phenomenon [1]. These alterations s associated with the mortality of patients admitted to
are correlated with the severity of morbidity and the  the ICU [4-6]. These alterations in thyroid hermone
outcomes of patients in 1CUs [2,3]. Thyroid hormones  levels are referred to as “euthyroid sick syndrome” [7,8]
play a key role in the maintenance of bady grawth by  or "nanthyroidal illness syndrome” (NTIS) [3,10], which

is characterized by low serum levels of free and total

= —— > v ine (T3) and high levels of reverse T3

b oy " \ o T accompanied by normal ar low levels of thyroxine
ppartment of Emeng e i aotong, Mo, 166

an; m_c‘,m slebingivna g (T4) and thyroid-stimulating hormone (TSH). Subse-

artment of Carciology, Shangha quent studies confirmed the association between NTIS.
7'u'us'zn Hespital of Fudan University, No. I&Al Fewghnw:ad Shi-mnsl and adverse outcomes in patients with sepsis [11,12],

Rt i S multiple trauma [13], acute respiratory distress

e ceess ance et the s of the Crestive Commons

£7012 e 1 s R Al T -
/201, which permas. nestreted use, GO, an reproducion in

() BioMed cenal Snsi: e s

Iy i, i e oot ok 5 sy

Itziar Montalvo’, Alfonso Gutiérrez-Zotes', Marta Creus’, Rosa Monseny'
Stephen M. Lawrie?, Rebecca M. Reynolds®, Elisabet Vilella', Javier Labad'*
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Abstract

Hyperprolactinaemia, a common side effect of some antipsychotic drugs, is also present in drug-naive psychotic patients
and subjects at risk for psychasis. Recent studies in non-psychiatric populations suggest that increased pralactin may have
negative effects on cognition. The aim of our study was to explore whether high plasma prolactin levels are associated with
poorer cogritive functioning in subjects with early psychoses. We studied 107 participants: 29 healthy subjects and 78
subjects with an early psychosis (55 psychotic disorders with <3 years of illness, 23 high-risk subjects). Cognitive assessment
was perfarmed with the MATRICS Cognitive Consensus Cognitive Battery, and prolactin levels were determined as well s
total conisol levels in plasma. Psychapathological status was assessed and the use of psychopharmacological weatments
recorded. Prolactin levels were negatively associated with cognitive
performance in processing speed, in patients with a psychetic disorder and high-risk subjects. In the latter group, increased
Prolactin levels were also associated with impaired  reasoning and problem Solving and poorer general cognition. In a
multiple linear regression anal patients, controlling for potential confounders,
prolactin and benzodiazepines were independently related to poorer cognitive performance in the speed of processing
domain. A mediatian analysis showed that both prolactin and benzodiazepine treatment act as mediators of the

ionship between treatment and speed of processing. These results suggest that increased
prolactin levels are associated with impaired processing speed in early psychosis. If these results are confirmed in future
studies, strategies targeting reduetion of prelactin levels may improve cognition in this population
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Efficacy of Folic Acid Therapy in Primary Prevention of Stroke
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