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Mpepcrasutenu opraHnsaumm:
Cymut Mutpa - Mpe3naeHT - FnobanbHble NPOAAXKM U MAaPKETUHT
MaHu CybpamaHu - KOHCYyNbTaHT M PYKOBOANUTE/Ib €BPOMNENCKOr0 HanpaBaeHNA

Hauyano cobpaHus. MNpeacrasieHne y4acTHUKOB.

"Monbuno" - NoNHOCTbIO NHANIMCKAA KoMmnaHuAa. Haw wrtab-KBapTupa M NponsBoACcTBO
pacnonoxeHol B [0a, a oTAEN UcCcnea0BaHMN U pPa3paboTkM HaxoguTcs B baHranope. Truenat
- MepBasA B MMpe MOJIEKYNAPHaA AnarHocTmyeckana nnatopma, paspaboTaHHaa ans
MCNO/Nb30BaHMA HA MECTax OKa3aHUA MeAULMHCKOM NOMOLLA.
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ABOUT US

Malbio Diagnostics, innovative Indian In-Vitro

Diagnostics (IVD) company, aims to decentralize and

an

demacratize access to high quality diagnostics across
the world through novel, near patient and point-of-care

solutions.

Truenat® from Melbic is the world’s
first Point of Care (PoC) molecular
diagnostics platform, using PCR
technolegy that can diagnese 30
diseases currently (with additional
30+ diseases in pipeline).

Twe decades of R&D, working with
healthcare institutions globally e.g.
CSIR, ICMR, BIRAC, Grand
Challenges Canada, BMGF, FIND to
miniaturize the PCR technology, with
patents approved/applied in 100+
countries.
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Real
POC RT-PCR

For Resource Limited settings
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Fully Automated Prep and \-.
PCR

Rapid-60 minutes

Portable

Battery operated

Room temperature

stable reagents

Laboratory independent

In built display and memary
Wireless Data Transfer
Affordable
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EVOLUTION OF MOLBIO AND THE INNOVATIVE TRUENAT PLATFORM
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Cuctema Truenat MHHOBALMOHHA WM YHWKaANbHA. ITO HebO/bLIOE NEerkoe YCTPOWCTBO,
paboTaloliee OT aKKyMynaTopa, 4To No3BonseT emy GyHKUMOHMPOBATL B t06OM mecTe B
TeYeHne NPoJOIKUTENIbHOIO BpemeHu. Truenat cnocobeH NpoBoAMUTb TECTbI HA Pa3INYHbIE
3aboneBaHus, BKNtoYas TybepKynes, M NpeaoCcTaBATb Ppe3ynbTaTbl B Te4eHMe Yaca.

Bonpoc: CKoNbKO BpeMeHM 3aHnMmaeT TecT GeneXpert?

OtgeT: 1 yac 54 mMuHyYTbl. O4HAKO Ba)XHO OTMETWUTb, YTO 3TO BPEMA BK/AOYAET B cebA
TEeCTUPOBAHME Ha YCTOMUYMBOCTb K pUPamnuumnHy.



MOLBIO: India’s largest medical equipment & diagnostic company

Truenat” Real Time Quantitative RT-PCR System
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Patient

Sample .
collection Trueprep” AUTO v2 Truelab' Real Time
micro PCR Analyzer
~
Universel cartridge Precise diognosis Results reporting
bosed using disease-specific to clinicion/patient
RNA/DNA extraction Troenat micro PCR chips for evidence-based treatment

World's first Point of Care PCR diagnostic equipment, capable of facilitating decentralized diagnostics,

revolutionizing the way healthcare is delivered.
CyLLI,eCTByl'OT KaK KpynHble, TaK U KOMMNAKTHble yCTpOl;'ICTBa, M OHU MOTYT NOMECTUTLCA B

noptdens.

S
molbio

Innovating continuously...Saving lives

World’s first commercial PoC MDx platform
unplementing PCR technology for decentralising molecular diagnostics

Cnang, HUKe UNIOCTPUPYET, KaK 3TN YCTPOMCTBA PYHKLMOHUPYIOT NPAMO Ha MECTe OKa3aHuA
MeAMULMHCKOM NoMoLLM. Halwm TecToBble CTaHUMM YCTAaHOBAEHbI BO MHOTMX MEXKAYHAPOAHbIX

aspornoprax. YCTPOWCTBO MPOCTO pa3melaeTcd B MOMELLEHUN, W AOMNONHUTE/bHbIE

nabopaTtopHble ycyru He TpebytoTcs.



Cnaig HusKe eMOHCTPUPYET, YTO cucTema Truenat - KOMMNIEKCHOE peLleHne, KOTopoe He
TpebyeT AONONHUTENbHbBIX KOMMNOHEHTOB.

PRODUCTS AN

The Truelab® Real Time Quantitative micro PCR Workstation

Trueprep® AUTO v2
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Cartridge Stand Truelab®
Truepet®6 ul  Microtube Stand  Pipette Stand mécro PCR
micropipetis printer

Cnang HUXKe AeMOHCTPUPYET pPa3INyHble MeXKAYHAPOAHble OpraHM3aumnm, C KOTOPbIMU Mbl
coTpygHuyaem, Bkatodasa BO3, FIND n ®oHa bunna n Menunabi leitc. Hawa cuctema

TecTupoBaHua ogobpeHa BO3, 1 cCKOpO oXuaaetca, YTo Apyrve NPpoAyKTbl HALEX KOMNAHUK
TaKKe nosnyyat ogobpeHune BO3.

Proven technological expertise -
endorsed by leading national & international bodies

Vakdabed by repuled global insBlubons Publshed in high impack, peer reviewsd medical journals
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Ha AaHHbI MOMEHT Yy HAC 3aKA4YEeHbI TPU A0ATOCPOYHbIX cornaweHus. Nepsoe cornaweHune
3aknoyeHo ¢ OpraHusaumenr Ob6bbeguHeHHbIx Hauwin, BTOpoe - ¢ [MapTHepcTBom no
NpPoTMBOCTOAHMUIO TybepKynesy (STOP-TB), a TpeTbe - ¢ FnobanbHbiM doHAOM. Mbl peanmsyem



TPU NPOAYKTa 4Yepe3 3TN napTtHepCTtBa C UENbHO obecneyeHuma rnobanbHOro AocCTtyna.

GLOBAL PARTNERSHIPS VAN
. molbio

Molbio continues to focus on partnering with reputed global health bodies like
v WHO (World Health Organization)

v BMGF (Bill & Melinda Gates Foundation)
v USAID (United States Agency for International Development)
v" Stop TB Partnership

v United Nations

for supply of test kits and devices for diagnosis of diseases
with focus on Low and Middle Income Countries and cater
to Sustainable Development Goals for eradicating various
diseases like TB, Hepatitis, Malaria, Cholera etc.

Cuctembl TectupoBaHua MTB, MTB Plus n MTB RIF DX y»ke nonyuynnun ogobpenume BO3. TecTbl
Ha YyCTOMYMBOCTb K M3oHUasuay (INH), propxuHononam (FQ) n 6epaksunuHy (BDQ) HaxoasTcs
Ha pa3/IMYHbIX 3Tanax ogobpeHus. TecT Ha ycTOMYMBOCTL K M3oHMasmMay (MTB-INH) yxe
OOCTYNEeH Ha MHOMWCKOM PbIHKE W OXMOQEeTCA ero MnofsBAeHMe Ha MUPOBOM pbiHKe. Mbl
NAaHMpyem NpeacTaBUTb OKOHYaTeNbHble AaHHble ANna oueHKn BO3 B 6aurKaliee Bpems.
Tectbl Ha FQ 1 BDQ B HacToAwee Bpema HeAOCTyNHbl, U BeaeTca uccnegosaHme. N3-3a umx
3HAUMTENBbHON KAMHMYECKOM BaAXXHOCTU 3TU NPOAYKTbl BaAUAMPYIOTCA B HECKOAbKMUX
eBponeirckux nabopartopusax, cpeam NPoUYmx Mmecr.

Y Molbio ectb 6onee 36 TecT-cucTeM A/1a BbIABAEHUA Pa3/IMYHbIX 3aboneBaHunii, n ewe 32
6yayT AOCTYMNHbI B Havane cneaytouwero roga. Mbl nnaHnpyem go6asnatb Tectbl Ha 10-12
3aboneBaHNIM eXXero4Ho Ha TOM e naatdopme.

Cepheid - yBaxkaemasa KOMMNaHWA; OHU BOLIAM Ha UHANMUCKUIA PbIHOK LLIECTb /1IeT paHblUe Hac, B
2007 roay, v BbINOJIHWUAW NOXBasbHyt paboTy. OaHako y Cepheid B HacTosAuwee Bpemsa 1700
ycTponcTs B MHAMK, B TO Bpema KaK y Hac ux 6000. Mbl He no3mumoHupyem cebs Kak 6onee
AeweBaa anbtepHatnBa Cepheid M He paccmaTpuBaem cebAa OCHOBHbIMM KOHKYpPEHTaMM
Cepheid. Haw KOHTEKCT oTAn4aeTca — mbl GOKYCMPYEeMCA Ha Masible, NOABUMKHbIE CTAaHLUK



6amxke K KOHeYHOMY nonb30BaTeNnto, U B 3TOM CermeHTe Mbl ABAeMCA Nnaepamu.
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Truenat” Real Time micro PCR Chips

PRODUCTS AVAILABLE
* MT8 Screening ¢ * Chikungusya * Gonmorrhea (€
MTB-RIF <<

. * DenguelChikunganys (¢ © Chlamydia/Gonarrwea

* HBV with VL = Malaria P < * Trichomoras ¢

+ HIV-1 with EID+VL ~ Malaria PWPt <€ * Rabies (¢

+ HCV with VL + Salmoneila (€ * HPVawm (£

« HINTCC + Chiamydia * Influenza AIBCC

+ Dengue € “ MLA-B27 (« c GBS«

* MAV (€ *MEV (£ + Bota CoV<t

* SARS CoV-200 * COVID-19 <€ * Leptospirs 6

+ Nipah « Serub Typhus (€

PRODUCTS COMING SOON

© SANRSA * Nelssoria meningitidis (Nm) * Pseudomonas acruginosa (PA)
+ HIN2ZHINT - SAPA = Streptocoocous pneumoniae (SP)
- KA * Hemophillus Influenzoe B (HIB) = Sickie Cell Anemia screening

+ Staphylococcus aureus (SA) - Sh * Kysanur Forest Disease (KFD)
+ MTBINTM * Loishmania

© MTB-NH *NYBFQ

PRODUCTS PIFELINE

* Kiebslella * BCR-ABL for Chronic Myeloid Lewkemia * Bordetells pertussis

* M2 * Rubells * Toxoplasma gorndil

- CMv - Rubecla * Rotavires

« EBV - Rubula - Syphitis

« HSV (12 - HEN1 * Mumps

+ HHV.G (AB) + Japanese encephalitis virus (JEV) * MERS (Middie East Respiratory Syndrome)
* Yellow fever virus « Cholera * Mycoplasma

* Measkes « Clostridiom difficile

A GROWING MENU....... For more information visit :

https://www.molbiodiagnostics.com/




MOLBIO’S NATIONAL REACH

V2%
molbio

Extensive installation of Truenat Devices
across India ...

® Since commercialization, Maolbio has installed 60004+
Truenat devices across India

= provided rapid maolecular testing in underserved areas
and in emergency departments of health-care facilities in

India
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PROVEN DEPLOYABLE AT VARIOUS SETTINGS DURING THE PANDEMIC \)(/\\0:

COVID -19 Testing Centre at
Chandigarh International Airport

COVID - 19 Testing Centre at
Colombo International Airport Sri
Lanka

lb|o°

HOSPITAL EMERGENCY WARDS, ICU/CCU, OPERATION THEATRES, MATERNITY UNITS, PORTS OF
ENTRY/EXIT, WORKPLACES, PUBLIC GATHERINGS, HOTELS & RESORTS



MOLBIO PRODUCTS REGISTERED UNDER IVDD 98/79/EC

Truenat

14, Truenat” Rabies

15. Trugnat® Influenza A/B
16. Truenat” Salmonella

1. Truenat® Chikungurnya
2. Truenat® Mipah

3. Truenat” Dengue

17. Truenat® (TS

18. Truenat” HLA-B27

4, Truenat” Serub T
5. Truenat” H1iN1
19, Truenat® GBS

20. Truenat” Malaria Pu/Pf

&. Truenat® HAY
7. Truenat” Malaria Pf
21.Truenat® NG
22. Truenat” COVID-19

&, Truenat® HEV
9, Truenat” MTB

10, Truenat” Trich 23. Truenat” MTB Plus

TRUENAT®
30

1. Truenat” Positive Control Kit - Panel |

2. Truenat® Positive Control Kit - Panel 11

Cnanpg HUKe npeacTaBnAeT 3aperncTpMpoBaHHbIe NPOAYKTbI B COOTBETCTBUM C Perynaunen
IVDD 98/79/EC.

11. Trugnat® MTE-RIF Dx
12, Truenat” Beta CoV

13, Truenat” Dengue/Chikungunya

24. Truenat® SARS CoV-2
25 Truenat” HPV- HR

3. Truenat” Positive Control Kit - Panel 111
4, Truenat” Positive Control Kit - Panel IV

5. Truenat” Positive Control Kit - Panel

Ha cnepytowem cnange npeaocTaBaaeTcsa CTaTyc 3aABOK B cOOTBeTCTBUM ¢ Perynsunei IVDR,
Ha KOTOPYHO BCE KOMMAHUM AO/KHbI NnepenTn K 2027 rogy. ITOT nepexon ABNAETCA
ONNTENbHBIM U CNOXHbBIM U3-3a HeA0CTaTKa SKCNepToB.

IVDR APPLICATION STATUS

Application
Technical Documentation
Product Mame Form Appendix &/B/C Status Remark
Praparation/Submission
Submission
Technical dossier preparation [s under
Truenat® CT/NG 060372023 Submittad Inprocass
PrOCEsSS
Technical dossier praparation is wndar
Truenat®*MTE-INH | 06/03/2023 subrnitted Inprocess
ProCEss
Truenat® HCW 06/03/2023 Submittad Submitted MA,
Trusalab® Ling Dx NA NA Submitted Reviaw comments recerved

ERPD!

Cnegyowmnii cnang AeMOHCTPUpPYeT CTaTyc npeaBapuUTenbHOM

KBanndoumkaumum BO3,

aBTOPU3aLINIA Ha SKCTPEHHOE UCMNOo/Ib30BaHMe 1 oLeHoK ERPD.

1 https://extranet.who.int/prequal/vitro-diagnostics/expert-review-panel-diagnostics



https://extranet.who.int/prequal/vitro-diagnostics/expert-review-panel-diagnostics

WHO APPLICATION STATUS

Letter OF
Mame Of The e R Presubmission = Allotment | Agreement A
— ApplicationPre Farm call Hald On | OF Nu (LOA) With Dassier Daesk Assessment
i Q/ EUL/ ERPD |  Submission L wio | Submission
- EULOF13-
Truenat"COVID-19 ELIL 16/09/2022 144092022 e 20402022 | 16f1042022 In Process
Truenat'HCY Pray {/12/2022 OB12/2022 qum ”: 5:3:25' 12/01/2023 | 13022023 In Procass
Truenat"HPY-HR Pracy 09/12/2022 O8/12/2023 qunamna- }
Truenat*MTB Pretl 31/03/2023 OB/05/2023 qun; :mfnn' .
Truenat"MTH Plus Pray 31/03/2023 OBJ052023 pq?;'ﬁu‘ .
Truenat MTB-RIF D Pray 31032023 OB/052023 qum 1: ”:3:13' .
Truenat" MTE-INH ERFD - ﬂ,l"ﬂﬁ_ﬂmﬂl
Truenat'HOY ERFD . L IR
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KaKk M3BEeCTHO, AOCTUXKEeHMe NUKBMAAUMKM TybepKynesa TpebyeT BbIIBNEHUA HE TOJIbKO
CMMNTOMATUYECKOro, HO W acumMnTomaTmyeckoro TybepKynesa. Mbl obo3Hauyaem 3Ty
cTpaTteruto Kak "Tybepkynes 360*", u B pamKax 3TOM KOHLENUMN Mbl Npeanaraem HeCKoJ1bKo
peLLeHn.

TB —360*

That is the OMLY WAY to eliminate TB

7o DETECT 154w FIGHT

ALSO... LOW 15 THE MEW HIGH --- again from MOLBIO

MepBbiM pelleHMeM ABAAKOTCA MOOWIbHbIE TECTOBble CTAHLMW, KOTOpPble MOryT ObiTb Kak
KPYNHbIMM, TaK U1 KOMNAKTHbIMW TPAHCNOPTHbIMW CPeacTBamMMm, Kak 3TO BUAHO B KamepyHe.
KnoyeBbiIM MOMEHTOM ABNAETCA AOCTUXKEHME KOHeuyHoro notpebutend. Ha cnavpge Huxe
npeacTaBfieHa KOMMNAKTHAA BepcuA. ITUM MaluHbl yXKe 6binv npuobpeTeHbl 3a cyeT
duHaHcmposaHma USAID u ucnonbsytotca B KeHun u KoHro.

Cneayolwmm pelieHMeM ABAAETCA aHAN3 KaLlAA C UCNONb30BaHMEM MUKPODOHA C rybKoi.
YenoBek Kawaaet B MUKPOGDOH, U UCKYCCTBEHHbIM MHTENIEKT Pacno3HAEeT pecnmpaTopHble
3aboneBaHUA Ha OCHOBE YHWMKaNbHOM "nmoanuncK” KawndA. 3To He OrPaHNUYMBAETCA TONbKO
Tyb6epKynesom, Ho BK/tOYaEeT B cebs Bce pecnmpaTopHbie 3aboneBaHus, Bkatodas COVID-19.
Cucrema nomewlaeTca B HE60bLUYHO KabUHY, KOTOPYHO SIETKO YCTAHOBUTb B PA3/IUYHbIX
mecTax cobpaHuit. AHanun3 saHnmaeT 80 ceKkyHA.

A AN
DIGITAL E-CLINIC molbio’

Prognasys qure m'&b:o
SPOT TB___ DIGITAL E-CLINIC

End-to-End screening and confirmation of MTB

Flw

DETECT. DIAGNOSE _TREAT TH AT FIRST PONT OF CONTACT

WORAE DS

® Die chest sy, automatod Al Based intongretaton, PCR tased
corfemation nouding DST, ob intograned Tough a dgital haaln
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ProRad Atlas Ultraportable - Digital X-Ray m°|b'o'

The PRORAD ATLAS ULTRAPORTABLE X.ray systom - compact and lightweight X.ray
imaging devices that are designed for use in a variety of settings, including

emergency rooms, intensive care units, and remote or mobile clinical settings.

Prognosys o420 --BEIR

Mets Dagemstes Conpony

Bonpoc: ckonbKo cTouT ycTpoiicTBo? KaKk yacto meHseTcA rybka n kem?

OTBeT: [y6Ka MEHAETCA NOCNE KaXKA0ro TeCTUPOBAHMA U MOXKET BbiTb NpuobpeTeHa B Nto6om
MecTe No OYeHb HMU3KON CTOMMOCTU. [lMarHOCTMYEeCcKan TOYHOCTb BbICOKA, MOCKONbKY aHaAu3
OCHOBaH Ha 6MbnoTeke, cogeprallein MUAAKOHbI "noanucen” Kawns.

Bonpoc: Bbl 3HaeTe, YTO eCTb APYrMe UHAUNCKME KOMNAHUW, AeNalolLne TO Ke camoe?
OTBeT: Aa, Mbl COTPYAHMYAEM C MHAMICKOMN KomnaHunet DOCTURNAL (cuctema Timbre?).

Jpyro metog AMarHOCTUKM - CEPOJIOTMYECKMI TecT. ITOT meTog, 6bin pa3paboTaH MHAUNCKUM
yyeHbim, paboTalowmm B Hblo-Mopke. MeTog, OCHOBaH Ha OBHapy»KeHUM crneuuduyeckmnx

NenTMaoB, NOABAAIOLWMXCA B OPraHU3ME TONIbKO NPU KOHTAKTe YeN0BEKA C MMKOOaKTepMaAMM.
TecT 3aHUMaeET 15 MUHYT.

B KaxkaoW cTpaHe, rae mbl Aencresyem (B HacTosillee Bpems B 6bosee yem 45 cTpaHax), mbl

HauyMHaemM C nposefeHUs obyyeHMs onepaTopoB U MeAULMHCKMX NpodeccnoHanos. Mbl He
NOAMMCbIBAEM KOHTPaKTbI A0 3aBeplueHMsa obyyeHus.

2 https://docturnal.com/timbre/ (video)
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The POC TB Triage Test Kit to Detect Abs to M. tb specific peptides

=

s
I
€

WRAGE | TRAGE]

™ sy ™ TEST

TRIAGE
TH TEaY

© € il Y e—

£

7 Resuft Interpretation _ Outcome
ControiLine Dartk Negative, Test Working Properly Negathe
Only TestLine Dark  Faled Test Nocontrolline  Failwe
Bath Test/Central Dark Positive [Postive
No Lines Faded Test Failwe

Molbio pacnonaraet nnatpopmoit gns TectupoBanus BUY (HIV-1, HIV-2), BUpycHbIx
renaTuToB, NANWUIJIOMaBUPYCa U APYrMX MHPEKLMOHHbIX 3aboneBaHuit. AIrOpUTM OYeHb
npocT: obpase, 3arpy»Kaetca B naatdopmy, 1 pesynbtat noasnsetcs. MoXKHO MCNONb30BaTb
CbIBOPOTKY, LLe/IbHYO KPOBb U Nna3my. [1na TeCTOB Ha BUPYCHYHO HarpysKy
npegnoyTUTENbHEE NCMNOb30BaTb N1a3Mmy.

SO
Truenat® HIV-1/HIV-2 molbio

Dy eammon S e Rinet Warte
e Point-of-Care diagnosis of infectious diseases using gold standard molecular diagnostics,

Truenat® HIV-1/HIV-2 (REF 601540005 / 601540020 / 601540025 / 601540050 /601540100 / 601540200) is a Chip-based Real
Time Reverse Transcription Polymerase Chain Reaction (RT-PCR) test for the quantitative detection and differential diagnosts of
Infection with human immunodeficiency virus type 1 & 2 (HIV-1 & 2) in whole blood / plasma / serum and aids in the monitoring of the
HIV-1 & 2 viral loads In patients with HIV-1 and/or HIV-2 infection. 1
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Truenat® HIV-1/HIV-2 molbio
Quantitative detection and diagnosis of Human immunodeficiency
virus type 1 & 2

Truenat
Trueprep n
®

EXTRACT LOAD READ

Point-of-Care diagnosis of infectious diseases using gold standard molecular diagnostics

b0 DRagrostics Priwate Limited /MVL2 J v

KommeHTapuit npeactaButena nauMeHTCKoro coobuiectsa: B LienbHoM KpoBK BMpPYC BCe ellie
HaxXoAMTCA BHYTPM K/IETOK B BUAE NpoBupycHoi AHK, 4To MOXKET N0XKHO YBENIUUYUTb pe3ynbTaT
BMPYCHOM Harpy3ku. [lnasma, He coaeprKawaa KAeTok, obecrneymBaer pesynbrarT,
OCHOBAHHbIV UCKNHOUYUTENBHO Ha 06 bEME YNCTON KPOBU, YTO AenaeT ero 6onee TOYHbIM.

MpoponkeHne oTBeTa: MOCKO/IbKY Mbl AMArHOCTUPYEM pa3ainyHble 3abonesaHus, obpasybl
MOTYT BapbMpPOBAaTbLCA: N1a3Ma, KPOBb, C/1HOHA - B OCHOBHOM BCE, YTO MOXHO B3ATb Ha aHaNu3.
3onoToi craHgapt ans BUY u rematuta - 250 MUKPOAUTPOB LEenbHOM KpoBu uam 500
MWKPONUTPOB NNa3Mbl/cbiBOPOTKU. peaen ob6HapyKeHWs - MUHUMaNbHOE KOJIMYECTBO
MeXKAYHAPOAHbIX e4ANHUL, Ha MUAAUMANTP. MexKayHapoaHble eAuMHULbl - KOMWUKU, KOTOpble

No3BONAKOT onpegenntb Haanvyume nnm OTCyTCTBUE noboro naTtoreHa.
AN *
Truenat® HIV-1/HIV-2 molbio
4 Sample Type Whaole blomd /plasma / sermm
< Sample Volime 250p1 of whole bload or S00pl of plasma’ sernm
% Mo, of Cycles 4
4+ Time 40 mins
< Target Gene pol geme for HIV-1 amd 5" UTR for HIV-X genome.
& Assay Type Cruantitative (TU/ml}
<« LoD HIV-1: 635 IU/mL, HIV-2: 1372.80 IU/mL
< Colwr Code Red - HIV-1; Blue - HIV-2; Green - TPC
% Limearity TASEHDT to TASEHDS IVmL for HIV-1 amd S00EHT to S.0EH3 TUmL for HIV-2
< Sensitiviry 100%,
< Specificity 100%
< Validation details AIIMS Delhi

MepBbiit 3Tan - U3BNEYEeHMe, 3aHMMatoWwee NpumepHo 20 MMHYT. Cam NpoLecc TeCTUPOBAHMUA
3aHumaet 40 muHyT. Bupycbl BUY-1 1 BUY-2 nayt no otaenbHbIM KaHanam, CPaBHUBAOTCA,
W onpegensaeTca TMN BUPYCa. TakKe BO3MOXKHO nposegeHue TecTos crneymanbHo ana BUY-1



n BUY-2 otaensHo.

Extraction With Trueprep® AUTO v2 ‘molbio

=
H]

o Nuclei i i
Blood Transfer 250l of the Transferthe entire content ucleic acid extraction
5. contents of the culture ~20 minutes
Sample of the Lysis buffer into
tube into Lysis buffer
sample chamber of the
cartridge using a 3ml transfer
pipette,
M0 DRagrontics Priwate Limited /MIVLS2 | MK

Proceed witt My 127

Analyze the
elute on b caen
Truelab® Real
Time micro

PCR Analyzer
Elute
Transfer entire collected
elute into the ECT, in ECT
Mot Disgrontics Priwate Limined / MIVLS2 | M

TEST PROCEDURE

Open a pouch of Truenat®

HIV-1/HIV-2 and retrieve Transfer 6ul of the elute TEaREeHE 1t
the micro PCR chip, into the mastermix tube Dispense the elute T el so Hon
A E from the mastermix tube

microtube and DNase & over the dried
RNase free pipette ti down mastermix toithewhite seaction.well
e & of the Truenat®chip.
Test duration
Mo Diogrontics rvate Linited /HVL | WK

(35 minutes)
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Truenat” HIV-1/HIV-2 | Truenat® HIV-1

At the end of the test run: Result: “DETECTED" or "MOT DETECTED"
Based on detection of the internal positive contrel (IPC), validity of test run is displayed as Run status: Valid or Invalid.

Wi Diagrestics Priwate Limited [ HIVLTE 7 e

2N
“ Result Interpretation molbio

Dy eamon o e Rinet Warke

7
‘ RAPID RESULTS molbio

The True Game Changer !

M0 DRagraostios Prinate Linited / MV | M

Ha cnaiige HuxKe npeaocTtasieHa HPopmaumsa o renatute B. KapTpuaxu ans scex
3aboneBaHnt ognHaKoBbl. s peakunun noanmepasHon uenHom peakumum (PCR)
NCNO/Nb3YyeTCcs CneumasibHblii He60bLIOM CMEHHbI TEpMOLUMKAEP. ITa TEXHONOTUA
naTeHToBaHa. Kak u B cnyyae Tecta Ha BUY, ana obHapyeHus Tpebyetcs 40 MUHYT. MOXHO
MCMNONb30BaTb LLE/IbHYO KPOBb, M1a3My U CbIBOPOTKY. MNpeaen obHapyKeHus (LoD)



cocTaBnAeT 55 mexayHapoAHbIX eAMHUL, Ha MUAAUAUTP.

xﬁﬁ;«
Interpretation of Serological markers "1',.
HBEsAg HBcAb HbsAb HBeAg HBeAb Interpretation
+ TgM = = - Acute Infection, high
imfectivity.
+ IgG - + - Chronic Infection,
high infectivity,
ar ToG - = - Late acate or chronkc
Lepatitis B, low infectiviry
(Resolving state).
- IgG + - +i Recovery
(Past ufection).
- IzM - -+ - Arsie Tafection
Window Feriod

EASL 2017 Clinical Practice Guidelines on the management of Hepatitis B rﬁglgfo
virus infection Bligicstenive RS

Natural history and assessment of pasients with cheonic HBV infection

HBV markers Uver disease
HeEsAg Bochemcal ammaters: ALT
BV DNA (eastogmaghy or bo
of Sver biopsy in seected cases
¥Bekg postive 3 HBeAg negative
Chronic infaction Chronic hepattis Chronic infaction Chyonic hapatiss
HasAg ng~ Hghimermediate Low Intermediate
HaeAg Posaren Positve Negare Nogatne
HBY DNA 107 IWml 104107 ivmil <2000 Wmr™ 2,000 Wl
ALY Nommat Elevaned Nomal Eleaed*
Lover dsease Neosiminimal None Moderan/sovere
Ol ferminciogy Immene tolerant Immune reactive HBeAg positve ractive camer HBeAg negative chronic hepatits

*Persistently or intermittently.
* HBV DNA levels can be between 2,000 and 20,000 IU/ml in some patients without signs of chronic hepatitis

Journal of Hepatology 2017 vol. 67:370—
398

VAN S
molbio
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NOTE - The window period is typically associated with the acute phase of hepatitis B virus (HBV) infection,
Dwring this phase, the virus has entered the body, but standard blood tests may not yet detect it because
the levels of HBY antigens and antibodies are not high enough. This can make it challenging to diagnose
HEY during the window pericd,



Limitations ."

=HBV: Difficult to grow in Cell culture
#ELISA: 2-4 hours & cross reactivity of antibodies- false-positive reaction
« Antibody response is late in human body i.e. 4 week later
+» Serology based technigues have limitations of sensitivity.
+ Serology based tests are qualitative
+ Colorimetric detection
« Cannot detect very small amount of Ag
+ Less specific & sensitive
= ELISA: Specificity varies by target; over all very good, but not great specificity

= Dipstick & RDT cannot detect extremely small amount of antigen

NOTE: Loss of HBsAg & HBeAg doesn't confirm loss of VIRUS but only RT-PCR can indicate loss of
VIRUS (HBV DNA)

M
Molecular Method mol'“

= HBVY DNA is a quantitative virological marker that reflects the level of HBY replication.

= This method has been shown to be clinically useful for assessing, managing, and treating
patients with chronic HBY infection.

« |tis defectable in the early stage of infection (1 month after HBY infection), increasesfo a
peaklevel approximately 3 months after HBV exposure, then gradually declines in chronic
infection or disappears during HBV recovery

» HBV DNA viral load in serum reflects the degree of viral replication in the liver and thus
facilitates in monitoring the progress of patients with chronic hepatitis receiving antiviral

therapy

KommeHTapuit npeactaButTens nauMeHTCKoro coobuiectsa: Peakuusa noiMmepasHoi LenHom
peakuum (PCR) cocTonT M3 Tpex 3Tanos. MepBblit 3Tan - U3BAEYEHNE HYKNEUHOBOMN KUCNOTbI,
BTOPOW 3Tan BK/AOYaEeT yBeAMYEHME KOoAu4yecTBa Hebonbworo ¢parmeHTa HYKAEeUHOBOM
KMCNOTbl A0 06beEMA, KOTOPbIN MOXKET bbITb NocneayoWwUmMm 06pasom UAEHTUPULMPOBAH, U
TpeTuit aTan - obHapy*KeHune. Hebo bLIOKM YK Ha caige - 3TO TEPMOLUMKAEP, FTAe NPOUCXoaNT
yBe/NIMYEHNE KONMYECTBA HYK/NEeMHOBOW KUCNOTbl. OBbIMHO 3TOT Mpouecc NpouCXOAuT B



60nbLIOM 6nokKe.

® molbio
Truenat® HBV oibIo
Point-of-Care diagnosis of infectious diseases using gold standard molecular
diagnos!
molblo
S True molblo
Truenat panat
| ‘it
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Treenat HBV (REF601090005 / 601090020 / 601090025 / 601090050 / 601090100/ 601090200) is a chip-based Real Tame Polymerase Chain Reaction
(PCR)test for the quantitative estmation of the Hepatitis B Vinus (HBV) in human blood ‘serum/'plasma specimen and aids m the diagnosis of mfection witls

Hepatitis B Virus

Bonpoc: Mbl npaBuAbHO MOHUMaeM, YTO ¢ H6osee KpynHbIM TEPMOLMKIEPOM CyLLecTBYeT
6osiee BbICOKMI PUCK 3arpsasHeHMA? EcivM npouecc oYMcTKM NpoBeseH MI0XO, MOMKET /n
pe3ynbTaT 6bITb MCKAXKEH NPU NOCNeayOLLLEM UCNONb30BaHMM?

OtBeT: Bo-nepBbix, 60/1ee KpynHbIN TepMouMKiep TpebyeT bonblle 3HEPrUK, TOrAa Kak Hall
pabotaeT Ha nuTMeBbix GaTapeax. KOHCTPYKUMA Halero 4Yuna MpPakTUYeCKM WUCKAYaeT
3arpasHeHue. benasa yacTtb - 3T0 HUONOrMYECKUI MOPT, @ 3eNeHanA YaCTb - INEKTPOHUKA. benas
4acCTb CBETUTCA M MOKPbLITA MOJIMMEPOM, KOTOPbLIN NMO3BONAET CBETY MNPOXOAUTb MNONHOCTbHO.
Monnmep BbINOAHAET ABE OYHKUWMW, YTO BAXKHO, Y4WUTbiBAA, YTO WMCMONb3yeTcA BCero 6
MUKPONUTPOB (MUKPO-PCR TexHonorua), u yuuTbiBad TexHonornwo 'ropadero crapra
(TemnepaTypa MrHoBeHHO nogHuMaeTca Ao 94 rpagycos Lenbcua). MepBas ¢yHKUMA -
NOMMEP HAYMHaeT NAaBUTLCA Npu 56 rpagycax, nputAarmeas obpasew, nog cebsa, 4TOOLI
npefoTBpPaTMTb McnapeHue. Btopaa ¢yHKUMA Takke Asnsetca 3awmtHol. Mocne 35-40
LUMKNOB, AOMYCTUM, TECT MOKA3blBAET NOJIOKUTENbHbIA Pe3ynbTaT Ha OCHOBE MWUAINAPAOB
CreHepupOoBaHHbIX aMMNIMKOHOB. [locie 3Toro nonMmep 3aTBepaeBaeT, 06pa3ya 3alwuTy anA
aMMIMKOHOB. 3aTEM €ero BbITATMBAIOT M MOMELLAIOT B PacTBOP. Er0 MOXKHO MCNOPTUTL TO/IbKO
€C/I1 U3BN1eYb U, HaNnpUMep, NPOKONOTb KapaHAALWOoM UaN PYYKON.

KommeHTapuii npeactaBuTens NaumMeHTCKoro coobuiectsa: Mpouecc ycuneHna BKAOYAET B
ceba HarpeB M oxnaxgeHuwe. HoBble Konuu GOPMUPYIOTCA C KarKAbIM LMKAOM, U HYXHO



NPOBECTU MHOFO UMKNOB. ITOT MNOAMMEp MO3BOAET MPOBECTM 3TOT npouecc 6bicTpo.

NYZAN
Truenat® HBV mulblg
+ Sample Tvpe Blood/Serum/ Plasma
+ Sample Volume 250ul of whaole blood or S00pl of plasma/‘serum
%+ No.of Cycles 40
+ Time 40 mins
4+ Target Gene Core/pre-core region of HBY genome.
+ Assay Tvpe Cuantitative
« LOD 55.92 IU/ml
4 Color Code Red - Internal Positive Control, Blue - Target, Green - NA
+ Linearity 5.09E+09 Copies/mL to 5.09E+02 Copies/mL
+ Sensitivity 100 %%
+ Specificity 100%0
+ Validation details AIMS, Delhi
+ Positive Control n
AN S
MISDIAGNOSIS molbi
=Misdiagnosis often leads to the unnecessary prescription of medications
- side effects
= costly

» People who have the hepatitis B virus may infect others without knowing it
» Delay treatment of Acute HBV infection mmmsp Chronic infection
5 Further complications like liver cirrhosis, failure and cancer

» Perinatal Infected child will become carrier if not treated at right time.



AN Y
Endpoints of therapy molbio

Recommendations

Therapeutic endpoints over time

¢ The induction of loag-term suppressaon of HEV DNA
Improved Improved beve! = endpoint of all cwrrent treat
“ Anti-HBs+ s . ment strategies (Evidence Jevel 1, grade of recommenda-
histology survival g
Ls f
Anti-HBe+ Loss of h;:,’[:ﬂ l The induction of HBeAg loss, with UIA\‘-!!H'JU" anti-HBe
seroconversion, i eAg-positi patients is
HB Ag roconversion, in HBeAg-positive CHB patients is a
Loss of valuable endpoint. as it often represents a partial
mmane control of the chromdc HBV infection (Evidence
HBQAg level 111, grade of recommendation 1)
R cti W" « A biochemical respanse defined as ALT normalisation

d as an additional endpoint, which

patients with loag-term supg
of HBV replacation (Evidence level [I-1, grade of recom-
mendation 1

o HBsAg loss, with or withour anti-HBs seroconversion, Is
an optimal endpoent, as it indscates pe d suppres
sion of HBV replication and viral protein expression
Evidence level [1-1, grade of recommendation |

WHY CORRECT EARLY DIAGNOSIS REQUIRED?  Nolblo

= Early diagnosis helps in prompt and correct treatment in acute infection

# Early treatment prevent Acute HBY infection - Chronic infection

#* Prevent complications viz. liver failure, cirrhosis and cancer

# Half of all people with chronic Hepatitis B show no symptoms

* People who have the Hepatitis B virus may infect others without Knowing it

# People often find out they have the hepatitis B virus when it's usually too late
i.e. extensive liver damage has been done or cancer in third stage

+ There is no cure in chronic stage, but there are effective treatments available that can improve life

Bonpoc: Mbi paabl, 4to y Cepheid Tenepb ecTb KOHKYPEHT, XOTA Bbl HE NO3ULMOHUpPYETE cebs
Kak KOHKypeHT Cepheid. HekoTopble U3 HallMX KOAMEr yXKe npeanaratoT BKAYKUTb Truenat B
3aABKM Ha PUHaHcupoBaHume ot MnobanbHoro PoHaa, u MnobanbHbI PoHA HE NPOTUB 3TOTO.
B 10 e Bpems Cepheid cosgan cuctemy obcnyXuBaHuA, NOALEPHKKM M MOCTAaBOK Ha
NPOTAXKEHUU MHOTUX NeT. KakoBa CTOMMOCTb O4HOI0 TECTA HAa YCTOMYMBOCTb K pUbamnuumHy?
Kak oHa cpaBHMBaeTcA co ctoumocTbto Cepheid? [na KoHKkypeHumn ¢ GeneXpert B Hawem
pernoHe Heob6xoAMMO NPEeANOKUTb NPUBAEKATE/NbHYIO LeHYy Ha obopyaoBaHue. [Ana paboTol
Ha Bawem obopynoBaHUK Bce MeApabOTHMKKU B CTpaHe AOJIKHbl ObiTb NnepeobyyeHbl. YTo
Ballla KOMMNaHWA cobunpaeTca genaTb B 3STOM OTHOLEHMN? Bblno 6bl NPeanoYTUTENBHO, YTOObI
obyyeHre NpoxoamMio 3a Ball CHET, TaK KaK 3TO MAPKETUHIOBaA NPOABUMKEHNE NPOAYKTA.

OTBeT: Hale yyacTve B 3TOM COBELL@HUN A0MKHO CAYXKUTb ANA Bac NokasaTesiem Toro, YTo
Mbl O4€Hb CEPbEe3HO OTHOCUMCSA K paboTe B pernoHe HOro-BoctouHoi Asuun. Kak roBopuT Halu
NPemMbep-MMHUCTP: oAHa 3em/a, OAMH MUP, OAHO cepaue— M Mbl gobasnsem "ogHo
3g0poBbe". YTo KacaeTca 0byyeHUs, KaK y»Ke YNOMMHAN0Ch, Mbl HE 3aK/104aeM COrNalleHuns
0 MOCTaBKe NPOoAYyKLUMU, NOKa He 0by4Mm onpeneneHHoe KOJIMYECTBO NepcoHana Ha Haliumx

20



obbekTax B MHAuM B TeueHne 10-12 aHer. Hawa KomaHaa COCTOUT U3 JIOAEN HAy4yHOro
npoduns, KOTopble o4YeHb NpeaaHbl cBoel pabote. Mbl cOTpyaHUYAEM C HALWMOHAbHbIMMU
nporpammamu no Tyb6epKynesy, YHUBEPCUTETAMU N HAYUYHbIM COODLLLECTBOM, 0OBACHAA UM
HaLM TEXHO/IOTUM NPOCTbIM A3bIKOM.

CpaBHuBas ¢ Cepheid, y meHs Bcerga Ha anue yabibKa. Mbl He CTPEMUMCA KOHKYPUPOBATb C
Cepheid, notomy uT0 Yy Hac gpyrasa mogenb. Cepheid - 6onbluas, Xopowwas KOMMNAHMA, HO OHa
ocHoBaHa ntogbmn B CLUA. CKopee Bcero, 3TM AIOAUN He CTaJKMBANAUCL C peasibHbIMU
CUTYaLMAMM, C KOTOPbIMKU Mbl CTa/IkMBaemca B MHAMK, Bbl B pernoHe HOro-BoctouHoi Asuu,
Hawwu 6patba B Adpuke, Asumn un 1. A. Ham notpebosanocb 12 net TpyaHbIX UCCAe0BaAHNNM,
yTobbl 4OCTMYb TOTO, YTO Y Hac ecTb. poeKT Truenat Hauvanca B 2000 rogy, U Mbl BbIWAN Ha
pblHOK B 2013 roay. Mbi He nbitaemcsa 3ameHuTb Cepheid. B UHaMmM mn apyrux crpaHax
CyLLECTBYET MHOIO CEPBUCHbLIX MYHKTOB C KPyNHbIMK 16-moaynbHbIMM malwmHamu Cepheid.
Tem He meHee, O4eHb 4YacTo MalMHbI Truenat yCTaHaBAMBAKOT PALOM C HUMM.

Bonpoc: nogenutech, NoXanymncra, CTOMMOCTbHO TECTa Ha YCTOMUYMBOCTb K pudamnuumHy. Ana
Knuprusun npmsnekatenbHas LeHa umeeT 6onbloe 3HavyeHue. Cepheid - amepuKaHckan
KOMNaHMA C CUAbHbIM N066MpoBaHMEM, HO WMHAMA MOXKET BbIMIPaTb MNPEUMYLLECTBO
6narogaps ueHoobpa3oBaHMIO, Kak 3TO HbINO C NPOTUBOBUPYCHLIMM NPenapaTamMmu.

OtBeT: Bca Heobxoaumaa uHPopmauma O LeHax npueBeseHa B OGpowtope nobanbHOro
®oHaa/USAID, BKNoYasa oTAeNbHbIe LeHbl Ha TeCTUpOoBaHMe M ycayrn. [laxke ¢ nocnegHum
CHUXKeHnem ueH oT Cepheid Halwa LeHa Bce paBHO Ha 7 LLEHTOB AelleBsne.

KOMMeHTapMﬁ npeacrasutTena nauneHTCKoro COO6LLI,eCTBaZ 3TOro Bce paBHO HeAO0CTAaTOYHO;
npegnoyTuTesibHee MMETb 70 ueHTOB NN aonnap.

OTBET: 3TO OYEeHb BaXHblt MOMeEHT. [loyemy TaK Mano TpeboBaHUN K CHUMKEHMUIO LEeH OT
Cepheid 3a nocnegHune 10 net? OHU CHUXKAIOT LLEHY ceiyac, NOTOMY YTO eCTb PUCK MoTepwm
pbIHOYHOM aonu. Ewe oanH Bonpoc: noyemy, Npm Taknx o6bemax NOCTaBOK MaLUMH U TECTOB,
6pemsa TybepKynesa He ymeHblMnock? LLlecTb-Bocemb sieT Haszag XDR-TB n MDR-TB He 6biin
TaK pacnpocTpaHeHbl. TpuauaTb TP NPOLLEHTa BCex ntoael ¢ TybepKynesom Kusyt B8 UHAMMN.
Mo HawmMm oLEeHKam, Ha KaxAblil BbIIBAEHHbIA cnyyal TybepKynesa B fabopatopum ¢
obopyposaHnem Cepheid npuxoamtca NpMmMepHO NATb YNYLWEHHbIX CAy4aeB. ITO NPOUCXOANT
NMOTOMY, YTO OCHOBHbIM TecTom Ha TybepKynes BO BCEM MMUPe A0 CUX MOP ABASETCS
MOKpPOTHbIM TecT. Korga BcemupHas opraHusaums 34paBOOXPAHEHMA 3asBMAA O
HeobX0AMMOCTM MCMONb30BaATb APYro MOEKY/IAPHbIN TECT B KAYeCTBE OCHOBHOTO (B LeHTpax
MMWKPOCKONUN Ma3KoB), MMeHHO Molbio oTBeTuna Ha 3TOT 3anpoc. [0 Hawemy MHEHWUIO,
NPUYMHOM TOoro, 4To nNpoaykuma Cepheid He okasana HeobxoAMMOro BO3AENCTBUSA, ABASETCA
TO, YTO UX NPOAYKT NpeAcTaBAseT cobol moaenb LeHTPaibHON nabopaTopun, a He NPOAYKT,
KOTOPbIA MOMKHO [0CTaBUTb [0 nocneaHen munu. iNTP3

Bonpoc: 66110 6bl UHTEPECHO Y3HATb bonblUe AeTanen o cornaweHnn ¢ FnobanbHbiMm PoHAOM
Nno BHeApeHUo nopTaTuBHbIX [1LLP-aHann3aTopoB An8 AWMArHOCTUKM YCTOMUMBOCTU K
pudamnuumHy n n3oHMasmay. bolno nm nognucaHo cornaweHune? Kakosbl CPOKKU BHeApeHUA?

OTBeT: KaK YNOMMHANOCb paHee, B Hero BxoaAat 9 ctpaH, 300 mawmnH, NPUMEPHO MUANNOH
TectoB. [logpobHas wuHopmauyma pgoctynHa B Opowtope. Mbl npoBenn BCTpPeYM Ha

3 https://www.stoptb.org/sites/default/files/intp _overview sep 2022.pdf



https://www.stoptb.org/sites/default/files/intp_overview_sep_2022.pdf

rnobanbHOM ypoBHe C MapKom 3SAMHITOHOM. EcauM Bawa cTpaHa 3auMHTepecoBaHa B
npuobpeTteHmmn Truenat, HanuwmTe MapKy IAMHITOHY, cCKONUpyKTe Hac. OH MOXEeT OKa3aTb
nomoLb.

Bonpoc: Kakue TpyaHOCTM C peructpaument Bol Habaogaete B pernoHe KOro-BoctouHon Asuu,
BK/tOYaA cTpaHbl EASC?

OTBeT: B EBpOne mbl He CTaZIKMBANUChb € Npobaemamm perncrpaumm ns-3a yHueuumpoBaHHOM
perynsaTtopHoi cuctembl. [epBoe cornaweHne B pernoHe HOro-BoctouHon Asmm 6bino
nognucaHo B benapycn ¢ IVD Group, U Mbl roToBbl MNOAENNTLCA KOHTaKTamu. Mbl
B3aMMOAENCTBOBANM C Perynatopamu B 6ONbLIMHCTBE CTPAH PErMoHa, M No Mx obpaTHoMU
CBA3KN NPOLLECC Perncrpaumm obbliMHO 3aHMMAET A0 Tpex MecaueB. KntouesbiMm TpeboBaHnem
K obopynoBaHUIO ABASiETCA cooTBeTcTBME MapKuposke CE (EBponeickuit colos), yto He
npeacrasnfeT gns Hac npobaem.

Bonpoc: B Poccun ectb npaBuno "TpeTbero AUWHEro", U MNPaKTUYECKU BCE MHAUUCKME
npounssoauTenu 6blIN BbITECHEHbI C PbIHKA 1IEKAPCTB. 1oX0xKan cMTyaumna pa3BMBaETCA ceindac
B 06/1aCTV AMArHOCTUKM. M3y4anm M Bbl POCCUMCKUIA PbIHOK M MEXaHM3Mbl BXO4A?

OTBeT: [He BKNOYEHO B NPOTOKOA MO 3anpocy KoMnaHuu].

Bonpoc: Kakue TpyaHOCTM CYLLeCTBYIOT NPy nepesoae MaTepmnanos Ha HaLlMOHaNbHble A3bIKK
B cTpaHax kOro-BoctouHOM A3um (MHCTPYKLMK U npoyee)?

OTBeT: Mbl 04eHb BHMMaTeNbHbI Npu Bbibope ancTpmboioTopoBs. MepeBoabl HA MCNAHCKUR,
bpPaHLY3CKMIM, CNOBALKMM U YEWCKUIA A3bIKM  BCErga  BbINMOAHAOTCA  MECTHbIMU
AnctpubbroTopamu. Moka He BO3HMKNO Npobniem, n 6onee Toro, 3a 3TO AOMNONHUTENBHO He
B3MMaAlOTCA A0MNONHUTENbHbIE CHopbl. Mbl 3Haem, 4TO BO BCeX CTPaHax, NPUCOeANHUBLUNXCA K
perynnpoBaHuto IVDR, MHCTPYKUUM OONXHbI ObiTb Ha HALMOHA/NbHOM A3blKe. Mbl Take
NOHWMaeM, YTO NepeBos Ha 15 HaUMOHaNbHbIX A3bIKOB NOTPebyeT BpeMeHU, pecypcoB U T. 4.
Ha aTom 3Tane mbl cYUTAEM, YTO PYCCKUIM A3bIK MOXKET BbiTb A4OCTAaTOUYHbIM, HO BO3MOHO, Y
BacC ecTb Apyroe MHeHwue.

KommeHTapuit npeacraBmTens naumeHTckoro coobuiectsa: HoBoe nokoneHWe cneuuaanctos
B CTpaHax He BCeraa B/lafeeT PYCCKMM A3bIKOM. Perynmpyrolime opraHbl 4acto TpebyioT
nepesoa Ha HaLMOHaNbHbIN A3bIK.

OTBeT: B TakoM cnyyae Ham noTpebyeTcAa CNUCOK A3bIKOB ANA NepeBoAa WMHCTPYKUWUIA U
COMYTCTBYIOLLMX MaTepmanos.

Bonpoc: Kak o6¢cTonT cuTyaums c npeasaputenbHon ceptudmkaumen BO3 (npeksanndurkaumn
BO3)? IVD Group*

OteeT: Hawwu TecTbl Ha TybepKynes 6binv op06peHbl M B HGAMKaNMliee Bpems LO/KHbI
Nony4nTb cepTudUKauUo npenBapuTenbHOn akkpegutaumm BO3. Mbl npoBesn OUEHKY B
HECKOJIbKMX CTpaHax B coTpyaHudectse ¢ PoHAOM ANA MHHOBALWMOHHOM HOBOW ANArHOCTUKMU
(FIND). Bbino m3yyeHo 6onee 3000 obpasuos, ¢ ucnonb3oBaHnem GeneXpert B Kayecrse
cUCTembl cpaBHeHuA. KoadpouumeHT Koppenaunm 6bin npumepHo 0,98 (o4eHb BbICOKMIA —

4 https://ivd.by/contacts/
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npumedaHue ECAT). B UHaum oueHka npoxoauna 6onee 5 net ¢ ncnonb3osaHmem noytu 14
000 o06pasuoB (B KayecTBe cuUCTEMbl CpaBHeHMA ucnonb3osanca Cepheid). U3 aTmx
npnbamsutenbHo 14 000 obpasuos (gonyctum, 13 500) 78 He cosnanun. N3 78 06pasLos, He
coBnaBLWUX, 74 OKa3anucb NONOKUTENbHbIMU Ha Truenat n oTpuuaTenbHbiMn Ha GeneXpert,
n 4 6binn oTpuuaTenbHbiMM HA Truenat M nonoxutenbHbiIMM Ha GeneXpert. [Ona
NOATBEPXKAEHMA pe3ynbTaToB No 3TMm 78 obpasuam MCNonb3oBancA TpeTuid TecT,
CcekBeHMpoBaHue cneaytouiero nokoneHunsa (NGS). CornacHo pesynbTaTaM CEKBEHMPOBAHUSA,
13 74 06pasLLOB C MONOKUTENBbHBIM Pe3ybTaToM Ha Truenat n oTpuuatenbHbim Ha GeneXpert
72 nokasanu nocnegosatenbHocTn Tb. Myb6amMKauum no sTomy UccnenoBaHMIO AOCTYMHbI Ha
cante Molbio.

Ha cammute [nobanbHoro ¢oHaa B WHAMM muctep MybaHrmsmu [eycaoeaut, rnasa
npeasapuTenbHoi ceptudmkaymm BO3 B UHAUKN, OTKPLITO NPU3HAN HAaNMYME OTPAaHUYEHNIA U
nperpag 4ana npeaBaputenbHon ceptuduKaumm, samegnsatowmx npouecc. BO3 B HacToswee
BpemMs NAaHMpPYyeT COTPYAHMYATb C perMoHasbHbIMU CBEPXHALMOHaNbHbIMM NabopaTopmamu
M npu3HaBaTb pPe3y/ibTaTbl MX OLEHOK B KA4yecTBe aNbTepHATMBbI NpeaBapuUTeNbHOMU
ceptudmkaummn. Mo sTomy BOMPOCY Bbl MOXKETe CBA3ATbCA C muctepom [eycaeanTtom.
MoAbITOXNB KAaYeCTBEHHbIN OTKAMK, A XO4Y MOAYEPKHYTb, YTO Mbl y¥Ke NPoAav HECKObKO
MWIIMOHOB TECTOB MO BCEMY MUPY, BKAtoYaa TecTbl Ha COVID-19, n KauyectBo npoayKuum
Molbio npn3HaHo BcemunpHO. Halw nepBbiii 4ONTOCPOYHbIN KOHTPAKT ¢ OOH 6bin1 noagnucaH Ha
noctaBKy TectoB Ha COVID-19, n 3aTem Mbl NOCTaBAANN TECTbl HA Pa3INYHble 3aboneBaHUA
(sBkntouana COVID-19, manapuio, UMMM, Tb — Bcero 18 npoayktos) B muccum OOH B 30Hax
KOHbNUKTA.

Question: Can you share the contacts of distributors in the region?

OTBET: Ha AaHHbI MOMEHT Y Hac ecTb O4MH AUCTPUObLIOTOP — B Benapycu, U KOHTPAKT 6bin
noAnucaH syepa. Mbl NpegoCTaBUM BaM KOHTaKTbI.

Bonpoc: KakoB cpok cny»bbl Bawero obopyaoBaHnsa? HackonbKo A0poro obcnyKuBaHue U
KaK 4yacTo oHo TpebyeTtca?

OTBeT: MaWwwuHbI ABNAIOTCA 3N1EKTPOMEXAHUYECKMMU yCTponcTBamu. Jliobble mexaHW3mbl
TaKoro poga obbl4HO chayaT B cpegHem 7—8 neT. CpoKk cnyKbbl 3aBUCUT OT YC/NOBUIA
MCNONb30BaHMA U KBanudMKauum onepatopa. CTOMMOCTb KOMMAEKCHOro obcnyKuBaHUA
yKasaHa B Opowtope [nobanbHoro ¢oHaa. Mbl He 3apabaTbiBaem Ha Yycayrax; Mbl
3apabaTbiBaeM Ha NOCTaBKax MAaWWH M peareHToB. Ecan Bawm mawwuHbl paboTtatoT, mbl
nosiy4aem nNpubblib OT NOCTAaBOK PeareHToB, M 3TOT0 AOCTAaTOMHO A/1A Hac. PaspelwmnTe MHe
HemHoro tomopa: 19 ceHTtabpsa Cepheid obbasuna, 4yto 6yaeT NOCTaBAATb TECTbl MO
cebectommoctn. OgHaKO Aaxke Mo 3TOW LeHe Mbl BCe paBHO byaem mmeTb Hebonbliyio
npubbINb.

3anpoc KomnaHun: Mbl 6biaK 6bl 61arogapHbl 3@ KOHTaKTbl NPeAAHHbIX ANCTPUOBLIOTOPOB B
BalLMX cTpaHax. y> NGS®

OTBET: Ha [AaHHbI MOMEHT Y Hac ecTb OAUH AUCTPUBbLIOTOP - B Benapycu, n KOHTPAKT 6bin
noanucaH Byepa. Mbl NpeaocTaBUM Bam KOHTaKTbI.

5 https://www.molbiodiagnostics.com/uploads/publication/26 publication 2620210619.135142.pdf
6 https://www.who.int/publications/i/item/WHO-CDS-TB-2018.19
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Bonpoc: Kakos cpok cny»bbl Bawero obopyaosaHma? Hackonbko goporo obcnyxkuBaHue u
KaK 4acTo oHo TpebyeTtca?

OTtBeT: MalKHbl SBAAKOTCA 3/1€KTPOMEXAaHUYECKMMKN ycTponcTBamu. OBbIMHO yCTpoNCTBa
TAKOro poAa MMEOT CPeaHUMN CPOK cyKObl 7-8 neT. MpoaoKUTeNbHOCTb CY*KObl 3aBUCUT OT
YCNIOBMIA MCNONb30BaHWA W  KBanuduKaumm onepatopoB. CTOMMOCTb KOMMNEKCHOro
obcnyXuMBaHMA yKasaHa B 6powtope MnobanbHoro ¢oHAa. Mbl He nonydyaem npubbiab OT
06CNYKMBAHUA; HAWKM A0X0A4bl MAYT OT NPOAAXK MALIMH W peareHToB. Ecam BaliM MaLLMHbI
paboTaloT, Mbl Nony4yaem NpuMbbIIb OT NMOCTAaBOK PeareHToB, YTO A/1A Hac AocTaTodHo. Ha
6onee nerkoit Hote, 19 ceHTAGpA Cepheid obbABMANa, uTOo ByAeT MNOCTaBAATb TeCTbl MO
cebectommoctn. OgHaAKo Oarke NO 3TON LEHe Mbl BCe paBHO 6yaem umeTb Hebonbluyto
npubbINb.

3anpoc KomnaHuu: Mbl 6blinM  Obl  MPU3HATE/IbHbI 33 KOHTaKTbl C NpeaaHHbIMK
ANCTPUOBLIOTOPAMM B BaLLMX CTPaHaXx.

Bonpoc: MoxeTe M Bbl CHU3UTb LEHY ANA KOHKPETHOM KaTeropum KAWEHTOB,
HenpaBUTE/IbCTBEHHbIX OpraHn3auunii, 418 NpoBeAeHNs ANAarHOCTUKN Ha YPOoBHe coobluecTsa
W NONYYeHMA A0CTyNa K N0AAM, KOTopble 06bl4HO ocTatoTcA 6e3 BHMMaHus? Yem 6onblue Bbl
CHUMKaeTe LeHy, TeEM niydlle Bbl byaeTte BbIrnageTb. MHAMMCKaa KomnaHuAa Tata rotoBuTcA
BOWTWN Ha PbIHOK CO CBOMM MPOAYKTOM M YKE YTBEPXKAAET, YTO UX LieHa ByaeT HuMXKe, Yyem y
Molbio.

OTBeT: ANA BCEX HENPaBUTENIbCTBEHHbIX OPraHM3auMini npuMmeHsaetca uUeHa P. Mbl yxke
cOoTpyaHMYaem C opraHusauyamum BO BbeTHame u MbaHme. B MbAaHme, Hanpumep,
cywectsyeT mobunbHasa cnyxba, rae cotpyaHukn HIMO Ha moTouMKAax OTNPaBAAKTCA B
TPYAHOAOCTYMHbIE PAaMOHbl U TECTUPYIOT Pas/inyHble coobliecTBa B TeueHune 2-3 aHei. Bee
wutenn UHaum ropgatca Tata. Tem He MeHee, B 0061acTU AMArHOCTUKU KOMMNAHUA
CTONIKHYNacb ¢ Heyaaden. B 1991-92 rogax Tata y»ke 6blna B 061acTU ANArHOCTUKM Yepes
cBoero nogpasgeneHne Merind Diagnostics. B 1995 roay aTo npeanpuatne ucdesno. B 2020
rogy, Bo BpemAa naHgemmm COVID-19, mHOrMe KomMnaHWMM Hayvyannm WHBECTUPOBATbL B
OMNarHoCTMKY, B TOM 4Yuncae Tata. B 3akntoyeHme, He BAABAACL B AETaNN, A NPOCTO CKaXKy, YTO B
oKTAGpe 2023 roga Tata 3aKkpblBaeT CBOE AMarHOCTUYECKoe noapasaeneHne u CHOBa yxoauT
C pblHKa.

KommeHTapuii oT npeactaButena obuwectBeHHoCcTM: Mbl Npurnawaem Bac Ha BCTpeyy ¢
npeacTtaBUTENAMM OOLLECTBEHHOCTM Ha KOHdepeHuun no Tybepkynesy B Mapuske (UNION
2023).

OtseT: Molbio npumeT yyacTue B 3TO KOHbEpPEHLUUN, B TOM YMCAE OPraHU3yeT MacTep-Knacc
NO peleHUAM WCKYCCTBEHHOTO WMHTENNEeKTa W TeXHONOrMAM TeCcTUPOBaHMA Ha MecTax
(Truenat). Mbl 6yaem paabl BCTpeye.




