technology



SMICT PEATEHTU ONA TUIP CERTEST BIOTEC

PEATEHTU ONA TUIP CERTEST BIOTEC | e 3
PEATEHTW IS [IATHOCTUKM PECTIIPATOPHUX 3AXBOPIOBAHb 3 Certest Biotec, Icnang - 1HHOBau1mHa TGXHOHOJ"NHa KOMMaH14, < ; er ’ eS-t
3acHoBaHa B Caparoci 8 2002 poui. INposiaHum BUpobHuK [VD
PECTUIPATOPHI TTAHETL e 3
TPOLY KLU €EBPOCOIO3Y. BIOTEC
MYTIBTUTUIEKCHI TA MOHOTUTEKCHI TECT-CUCTEMIA 4
PEATEHTU AN AIATHOCTUKW 3NCL ta MEHIHTITIB. ... 6 Komnnekche piweHHa VIASURE gonomarae AOCAITU HalKpaLLoro pesynsTaTy y npoLeci MoNeKyasapHoi
MAHENb CEKCYAJIbHOTO 310POBE 6 AiarHOCTUKM.
MYTIBTATUTEKCHT TA MOHOTUIEKCHE TECT-CUCTEMYL i 6 v MponoHye wnpokuit acoptumenT NP Tectia Ta o6naaHanHaA ana NP,
PEATEHTWU AN BUSHAYEHHS IMYHOCYTPECIT 6 . .
Vv Pearenty anpoboBaHi Ha BCiX OCHOBHWX MoOAensax
PEATEHTU ONA OIATHOCTUKU WITYHKOBO-KULWKOBUX 3AXBOPIOBAHDL 7 cuctem MNP B peanbHOMY yaci
LY HKOBO-KALK OB T AH E L 7 : . .. . A o ng
/  Pi3HOMaHITHi ¢opmaty nia pisHi TMAKM amnnidika-
MYTIETUTUIEKCHI TA MOHOTUIEKCHI TECT-CUCTEMW . ) 7 TOPIB Ta Pi3Hy KiNbKICTb AOC/IAKEHD
PEATEHTWU AN DIATHOCTUKU OCOBJIMBO HEBE3MEYHUX IHOEKUIN 8
, \/ Hali6inbli NOKa3HUKM YyTANBOCTI Ta cneumndivyHOCTi
PEATEHTU ONA OIATHOCTUKU TIATOTEHIB TA BUABJNIEHHA AHTUMIKPOBHOI PESUCTEHTHOCTI =~~~ 9 Cepes] MPEACTaBAEHMX Ha PUHKY TECTIB
OB AL HAHH A I T P i 10 ,
HABOPY 1715 BUAUIEHHST HYIJTEIHOBUX KUCTIOT s W  NiodinizosaHi, rotoBi i IPOCTi y BUKOPUCTAHHI.
WBMIOKI TECTV CERTEST BIOTEC 12 V' CeprugiKosani ariano sumor 40 IVD (CE mapkyearia).
PEATEHTW ONS TUIP YOUSEQ LTD 15 OoiuinHuiA caT BUpobHUMKaA https://www.certest.es/

T ey A BYTENEHHS MAPKEPI PEAMETENTHOCT] . PEATEHTU O OIATHOCTUKU
PEATEHTUINATUIPBIOMIGA, INC. 19 PECTIIPATOPHUX 3AXBOPKOBAHD

PYYHA METOOAUKA BULUEHHS 19
ABTOMATUBOBAHE BULTEHH S 20
PEATEHTU TESTLINE CLINICAL DIAGNOSTICS LT e 22 OAHOYACHE BUABEHHA KiNIbKOX LiiNei y N'ATU MySIbTUNAEKCHUX AiarHOCTUYHUX NaHensx.
PEATEHTU 151 IMYHO®EPMEHTHOTO AHAJI3Y Ta IMYHOBNOTY DD
MartoreHun RP1 RP2 RP3 RP4 RP5
PEATEHTU TA OBJIALIHAHHS MICROBLOT-ARRAY ) ) DB s as a0
AaeHoBipyc, meTanHeBMOBipyc Ta boKasipyc (0] (0] (0] (0] (0]
ABTOMATM3OBAHE nOPTATVlBHE OBHAHHAHHQ TA 'P'EA'I"'EHTV[ D'nﬂ' nPOBEﬂ.EHHﬂ' .......................... ..................................
UMTONOTTYHUX IOCTUIKEH YESONG CO. 27 L pneomontits o - @@
CVCTEMM A5 NPOBELEHHST MOMEKYNISIPHUX JOCTIIKEHD S S : : ;
BIONEER CORPORATION 29 s
. lpun A + Tpun B
ABTOMATU3OBAHA TIOPTATUBHA CUCTEMA EXISTATION 48 IS TUTP AMIUIIMIKAUIL TA e e
EKCTPAKUII HYKNEIHOBUX KUCTOT. .. S, 29 o A, Tpun B Ta ROy e ° ° 0
ABTOMATW3OBAHA TIOPTATUBHA CUCTEMA EXIPREP 96 LITE JJ151 EKCTPAKLI Bipycw rpuny Il (HIN, HSN1, H3N2 & H7NO9) 0
T OB KUCTOT S Ll "
H. influenzae, S. pneumoniae ta M. catarrhalis (0] (o]
ABTOMATV30BAHA TIOPTATUBHA CHCTEMA EXICYCLER 96 [T TUTP e S -
AMIVUGIKAUL HYKNEIHOBUX KUCNOT 30 e
TECT-CUCTEMM NS BUSHAYEHHS PHK SARS-COV-2 ,4 30 [MERS Koponasipyc (2 aynkn) 0o
TP TECT-CUCTEMU, AATITOBAHL A0 EXIPREP 48 30 JEREIOI Y D62 @O 0o 0o 0o 0o 0o
TUIP TECT-CUCTEMU, ALATITOBAHI IO CFX96, ABI7500 TA IHLLIVIX 31 [PinosipycTa enteposipyc 0 ° 0 0
MAGLISTO™ 5M VIRAL DNA/RNA EXTRACTION KIT (100 PEAKLIV) 31 RO At B e 0
HABIP 7151 3B0PY C/IMHU — SALIVA COLLECTION KIT 31 Legionella pneumophila o)
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Hopaiite 5 MKA: 3paska AHK/
PHK/no3utneHoro KoHtponto/
HeraTMBHOIO KOHTPOIO.

AHani3 oTpuMaHmx
pe3ynbraTis

Oopaiite 15 mKkn
periapatauinHoro bydepa
B KOXHY NIYHKY

3aBaHTaXKTe CTpinu B
TepMOUMKAEep i 3anyCTiTb
3a3Ha4yeHu NpoToKoN

technology

BUpPO6HMK Mogenb

Agilent ) AriaMx/AriaDx Real-Time PCR System

Technologies
7500 Fast / 7500 Fast Dx Real-Time PCR
System (4 (6)
QuantStudio™ 12K Flex 96-well Fast
QuantStudio™ 6 Flex 96-well Fast
QuantStudio™ 7 Flex 96-well Fast

Applied b s =

. QuantStudio™ 3 Fast Real-Time PCR System ©

B|osystems ............................................................................................
QuantStudio™ 5 Fast/ QuantStudio™ 5
Real-Time PCR System
StepOne Plus™ Real-Time PCR System @
StepOne™ @6
ViiA™ 7 Fast

Azure Azure Cielo3 @

Biosystems i Azure Cielo 6

BIONEER Exicycler™ 96 Fast
CFX96TM / CFX96TM IVD Real-Time PCR
Detection System

BiO-Rad e
Mini OpticonTM Real-Time PCR
Detection System @

Bio Molecular Mic Real Time PCR Cycler

Systems

Cepheid SmartCycler®

Qiagen Rotor-Gene® Q

Habip ana suasneHHa VIASURE M. tuberculosis complex + non-tuberculous mycobacteria
: Real Time PCR Detection Kit

: BMCOKOHpOdJIanI umknepm (0,2 mn)
...... BmposHMKMernb
AbbottAbbottmzoootﬂ ..........................................................
Ag.len t ..........................................................................................................

ETechnologies MX3000P / Mx 3005P

Applied : :
{ Biosystems

{ QuantStudlo”" 5 Fast/ QuantStudio™ 5
i Real-Time PCR System

Eppendorf Mastercycler™ ep realplex ;
Qiagen QlAquant 96%W :
VIASURE V-Lab96

(1) Bubepitb «CTaHAapTHa LWBMAKICTb 3MiHW» Y «HOBWI1 ekcnepumeHT»/«JoAaTKoBI HanalWTyBaHHA»/«BNacTMBOCTI ekcnepumeHTy». Y pasi BukopuctaHHsa Applied Biosystems 7500 Fast
3i CMY»KKamMV PEKOMEHAYETHCA PO3MILLYBATU TPUMAY ANA NAAHLLETIB, W06 3MEHLWUTM PU3UK po3yasneHHA npobipku (Ref. PN 4388506). (2) Hemae Cy5. (3) Hemae ROX. (4) /lvwe FAM i
HEX. (5) MpoayKT HeobxiaHO OHOBUTK BiANOBIAHO A0 BiANOBIAHOI NpoLeaypu (ans. Mpoueaypy TECTYBaHHA) i nepeHecTy B cneuianbHi Npobipku ana Mic, SmartCycler®, Rotor-Gene® Q
a6o cuctemu geneLEAD VIII. (6) Ana komnaekTis M/IP y peanbHoMy Yaci noTpibHa cnewianbHa ciTka. (7) MoTtpibeH cneuianbHMii Konip KomneHcawji
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PEATEHTU ONA AIATHOCTUKU
3T1ICLWW Ta MEHIHTITIB

OpHoYacHe BUABMEHHA KiNIbKOX LiNEeN Y MyAbTUNAEKCHIM AiarHOCTUYHIN NaHeni.

MatoreHn
N. gonorrhoeae, C. trachomatis & M. genitalium
T. vaginalis, U. urealyticum, U. parvum & M. hominis ® @ 0O @ @ -
Herpes virus 1, Herpes virus 2 & Treponema pallidum . .
C. albicans, G. vaginalis & T. vaginalis

Habip ans suasneHHa VIASURE Sexually Transmitted Diseases Real Time PCR Detection Kit (N. gonorrhoeae, C.

& trachomatis & M. genitalium) + (T. vaginalis, U. urealyticum, U. parvum & M. hominis)
..................... H36|p'qn;|BMﬂBneHHﬂ\”ASUREca|b|can5'GVagmahs&Tvagma||sRea|T|mepCRDetectmnK“;
..................... Ha@pp‘nﬂBMﬂBneHHHWASUREpap|||oma\/|rus15+18Rea|1'|mepCRDetectlonKlt
"""" ¢ | Habip o anaoncnia VIASURE High Risk Papilloma (2 wells): (16), (18) & (35/58/66) + (33/45/51), (52/59/68) &

(31/39/56) Real Time PCR Detection Kit

PEATEHTU ONd BUSHAHYEHHA
IMYHOCVYTIPECII

1. : Habip ana suasneHHa VIASURE BK+JC Virus Real Time PCR Detection Kit

technology

PEATEHTU OJ1d OIATHOCTUKA
LWINTYHKOBO-KUNLUKOBUX 3AXBOPIOBAHbD

O,CI,HO‘-IaCHe BUABJIEHHA KiNbKOX Ll,il'IEf/'I Y HOTUPbOX MYZIbTUNNEKCHUX ,ELiaFHOCTW-IHVIX naHenAax.
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LLnyHKOBO-KMLWIKOBI 6aKTepii

............................. B 1 PEATEHTU IJ151 IATHOCTUKM
....... 12 Habip ana suasnerinn VIASURE Shigella/EIEC Real Time PCRDetection Kit @@ s TMMATOTEHIB TA BUABNEHHYA

.. 17, Habip 4na susenentn VIASURE Salmonella, Campylobacter & Shigella/EIEC Real Time PCR DetectionKit AHTUMIKPOBHOI PE3VUCTEHTHOCTI

19. i Habip ana BuABnenHa VIASURE Campylobacter coli, C. lari & C. jejuni Real Time PCR Detection Kit W BB T Ty ettt MIPUSHAUCHHA e

20. i Habip ans suasneHHs VIASURE Aeromonas + Yersinia enterocolitica Real Time PCR Detection Kit E : i Habip npusHayeHuit ans cneuyndivHoi ineHTudikadii H. pylori ta
............................. ) 0-'-'0.'-'0.0-'0.0-'0.0-'0'0-'-'0.0-'0.0-'0.0-'0.0-'-'0.'-'0.0-'0:0-'0.0-'-'0.'-'0.0-'0.0-'0.0-'0.0-'-'0.'-'0.0-'0.0-:0.0-'-'0.'-'0.0-'0.0-'0.0-'0'0:'-'0.0-'0:0-'0.0-'0.0-'-'0.'-'0.0-'0.0-'0.0-'-'0.'-'0.0-'0.0-'0.0-'0.0-'- 1 VIASURE H' pylori + Clarithromycin resistance BVIﬂBI'IeHHﬂ peBMCTeHTHOCTi Ao KﬂapMTpOMiU‘MHy (CLR)

....... 2L : Habip ana sunsnekiHA VIASURE E. coli EHEC, EPEC & EIEC Real Time PCR Detectionkit = " iReal Time PCR Detection Kit B 6ionTatax WAYHKOBOI TKAHMHM, OTPUMaHNX Bif, NaLlieHTiB

22. Habip ana suasneHHa VIASURE E. coli ETEC + EIEC Real Time PCR Detection Kit 3 03HaKaMM Ta CUMNTOMaMM LLTYHKOBO-KULLKOBOI iHdeKL.

23. Habip gna suasnexHHa VIASURE E. coli Typing Real Time PCR Detection Kit : ‘ : Habip npusHaueHult ansa cneumdiyHOro BUABAEHHA Ta
........................................................................................................................................................................................................................................................... : : . . . e R TR R AT AT, EEa e

24 Habip ana suasneHHa VIASURE H. pylori + Clarithromycin resistance Real Time PCR Detection Kit VIASURE Vancomycin resistance Real Time PCR Andep . Hiauii e u
........................................................................................................................................................................................................................................................... 2. Detection Kit BaHKOMILMH-PE3UCTEHTHUMU eHTepoKoKamum (VRE),

T T T T T T T T T T T T BT TR e T T T T T P P PP TR T L L LT T PP PP PP PP R R LT LT TR T PY PR REROIER : y KAIHIYHUX 3pa3sKax, OTPMMaHUX BlA naLLiEHTiB 3 0O3HaKamu
: LUHYHKOBO-KVII.I.IKOBi napasntu Ta cMMNTOMamm BakTepianbHOT iHeKLi.

25. Habip ans suasneHHa VIASURE Cryptosporidium Real Time PCR Detection Kit Habip npusHaueHuit gns cneundiyHoi igeHTMdiKaLii Ta
............................. e ndepeHLLiaLii METHLMAIH-PESHCTEHTHOTO 3070TUCTOTO
....... 2 6 Ha6|p,u,nﬂBMﬂBneHHﬂVIASUREGlardlaIambllaReaITlmePCRDetectlonKlt 3 VIASURE Methicillin-resistant Staphylococcus cradinokoky (MRSA), metuumnin-uytamusoro Staphylococcus

27. Habip ans suasnerHHa VIASURE Entamoeba Histolytica Real Time PCR Detection Kit ) aureus Real Time PCR Detection Kit aureus (MSSA) Ta/a6o meTULMANIH-PE3UCTEHTHUX KOarynaso-

28 Habip ana suasneHHsa VIASURE Cryptosporidium, Giardia & E.histolytica Real Time PCR Detection Kit HeraTnsHux craginokokis (MRCoNS) 3 130/1bOBAHMX KOIOHIN
........................................................................................................................................................................................................................................................... 3 HOCOBMX, [/IOTKOBMX Ta NepPUaHanbHUX Ma3KiB I0ANHM.

29 Haﬁlp ,ﬂ‘nﬂ BUABJIEHHS VIASURE Dientamoeba fragilis Real Time PCR Detection Kit ................................................................................................................................ i ‘, .......................................... ...............................................
........................................................................................................................................................................................................................................................... Ha6|p an3HaHEHMM Anﬂ O,CI,HOHaCHOrO AKICHOro BUABNEHHA Ta
....... S B o ErEer i OB L SRa s il & I B (R G TG O DEEsitnite AndepeHujauii 0CHOBHUX reHiB, Wo KoayoTe KapbaneHemasy

31 Habip gna sussnerHHs VIASURE Entamoeba dispar Real Time PCR Detection Kit VIASURE Carbapenemase-producing (NDM, VIM, OXA, KPC Ta/abo IMP), 3 6akTepianbHux isonstis
........................................................................................................................................................................................................................................................... 4 EnterObacteriaceae Real Tlme PCR Detection Klt KniHquMX 3pa3KiB Ta 6e3|‘|0cepe,ﬂ,Hb0 3 pEKTaanMX N\a3KiB,

: OTPUMaHMX Big, 0cib 3 Nigo3poto Ha iHdeKLito, CNPUYNHEHY

PEATEHTU ONS NIATHOCTUKU apanenen poancronTasn By Heptn

i NpauisHukis (MN3).

OCOBJIMBO HEBE3TIEMYHUX IHOEKUIN ot s s ionoro e 1 pnbepemin

5 VIASURE Enterobacter, A.baumannii & E. coli uii IHK euais Enterobacter, Acinetobacter baumannii ta/aéo

1 Ha6ip wnn BusBnenns VIASURE Zika Virus Real Time PCR Detection Kit Real Time PCR Detection Kit f:::;:;h;::o:)izpaskax KpoBi Ta 3pa3kax maskis, bionTaTis,

2 Habip mns BuABneHns VIASURE Dengue Virus Real Time PCR Detection Kit b e Ha6,pnpmHaquMﬁmﬂﬂK,CHOFOBMHBnEHHHTaAmd,epeHL“a ..........

3. Habip ans sussnenHa VIASURE Dengue Serotyping Real Time PCR Detection Kit { VIASURE Macrolide resistance-associated { i cneumdiuHNX TOUKOBMX MyTaLili (3yMOBAGHMUX 3aMiHamMM

4. Habip ans BuaBnenHs VIASURE Chikungunya Virus Real Time PCR Detection Kit 6. mutations (23S rRNA) Real Time PCR OCH?B y 23S pPHK), I'IpVI.LI(?THVIX [0 pe3ucteHTHocTi Mycoplasma
........................................................................................................................................................................................................................................................... Detection Kit genltallum B0 MaKponigis, y 3pa3kax Ma3KiB 3i cTaTeBux

5 Habip ans suasneHHa VIASURE Zika, Dengue & Chikungunya Real Time PCR Detection Kit opraHis.

........ 6. iHabipana pusancua VIASURE West Nile Virus Real Time PCR Detection Kt T Habip npuanaenwii a1n aKIcHOTO BMABNCHHA Ta iAeHTHBiKaLT

7. Habip ans suasnenHa VIASURE Mayaro Virus Real Time PCR Detection Kit AHK N. gonorrhoeae ta/a6o cneuudiuHoi Toukosoi myTaujii, aka
........ 8 H5V|A5REy||FR|TPCRDK . VIASURE Neisseria gonorrhoeae ciprofloxacin FeHEpYE PE3UCTEHTHICTL A0 LMNpodnoKcaumHy (CIP) y
........... e alpp,nﬂBMﬂBneHHﬂerweverealmeetectlonlt ’ Real Time PCR Detection Kit N. gonorrhoeae, 3 i30/1ATiB WTaMiB 3 KNiHIYHMX 3pa3KiB,

9. Habip ans suasneHHa VIASURE Crimean-Congo hemorrhagic Fever Virus Real Time PCR Detection Kit TaKMX K ceya 3 ypeTpu, Masku 3 ypeTpu, eHaoLepBiKanbHi

10 Habip ana suasneHHa VIASURE Japanese encephalitis virus Real Time PCR Detection Kit e ettt bbbttt Ma3KMTaSpa3KMM33KIB3npﬂMO'KMLUKM .................................................
............................. e b —————————————  HaBip NpUSHAMEHV AnR AKICHOTO BIABACHHA T3 AMdepeHLaLT

11 Habip ans suasnenHs VIASURE Tick Borne Diseases Real Time PCR Detection Kit
.............................. p 'D' 8 VIASURE P. aeruginosa, K. pneumoniae & [OHK Pseudomonas aeruginosa, Klebsiella pneumoniae taf/abo
....... 12. ... Ha6ip ana sunsnennn VIASURE Borrelia, Anaplasma & Coxiella Real Time PCR Detectionkit =~~~ * i P.mirabilis Real Time PCR Detection Kit Proteus mirabilis & 3paskax kpoBi Ta maskax, Takux sik bionTar,

13.  : HaGip ans BusBneHHa VIASURE Trypanosoma cruzi Real Time PCRDetection Kit ettt Skttt bctors oSO

14. i Hab6ip ans susasneHHs VIASURE Malaria Real Time PCR Detection Kit E : i Habip an3Haqet:.m7| A”;ﬂKiCHoro Bmg:)?i;liH'?ET&AMd:-lFiIEHu‘iau'”
............................. e : : )  cimeiiHo-cneuudiuHux B-nakTamas M, . - Ta
....... T e o e e 9. | YIASURE CTX, TEM, SHV & merReal Time PCR - emia konicrury mer-1y rpamweratuarun Garrepili, nognsari

16. Habip gna suasnerHHa VIASURE Leishmania Real Time PCR Detection Kit 3 PE3MCTEHTHICTIO B KYNbTYPIi KPOBI Ta 3paskax Maskis, Takux AK
............................. S 6IONTaT, Ma3KM 3 paH TOWO.

17. Ha6|p ana suasneHHa VIASURE Real Time PCR Detection Kit e ettt e h e b e a e h e b b s s s R s oA s e R e e R e R e e b e R e b e Rt e s e e ke e b e e b e b e s e R s e R s e R e A e s oAb e R e oA e oA e s e s SR s e R e ehe oA e s SRR e R e e R e R e e A e b e R e e R s e R e b e b et e R s e R s eh e b e s e R s ea e e b e ea e s e s e aeese
....... 18 H6V|A5URER|TPCRDK VIASURE E. faecalis & E. faecium Real Time Habip Npu3HaYEeHM ANA AKICHOTO BUABAEHHA Ta AMdbepeHLiaLyi
............ alp,qnﬂBMﬂBneHHﬂealmeetectlonlt 10. PCR Detection Kit [HK Enterococcus faecalis Ta/a6o Enterococcus faecium 8

19. Habip ana suasneHHa VIASURE Real Time PCR Detection Kit i VS-EFF i 3pasKax KpOoBi Ta Ma3sKax, Takux sk 6ioNTaT, Masku 3 paH, Towo.
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OBJIAOHAHHA ONA TUIP

V-LAB 96

Viasure Real Time PCR platform

YnockoHaneHa cuctema 3 96-1yHKoBUM 610KOM
ANA AiarHOCTUYHMX 3aCTOCYBaHb

VIASURE V-Lab96 no3Bonsie KopuctyBayam
aHanisyeaTtn 96 3pasKiB 04HOYACHO 414 AKICHOI Ta
KinbKicHOI /1P y peanbHOMY Yaci.

EKkpaH nporpamHoro 3abe3sneyeHHs VIASURE V-Lab96

5 B & b

C

AHani3 BUKOHYETbCA B 3aKpUTIili Npobipuy,
o6 MiHiMi3yBaT MOXKAUBE 3abpYyAHEHHSA
noAaNblUNX AOCNIAKEHD

lNoKpalleHa onTuYHa cuctema Aaa BUCOKOI
cneundiYHOCTI Ta YYTAMBOIO BUABMEHHA

B6ygoBaHuit 10,4-gtolimoBui

CKOPOHEHMﬁ Yyac p050TM CEeHCOPHUU eKpaH

CymicHui 3 ycima Habopamum
VIASURE pgnsa nposegeHHa MNJ1P
Yy peanbHoMmy Yaci

BucoKa NponycKHa 34aTHICTb 3paskis
Y AiarHOCTUYHMX NabopaTOPHMX

V-LAB 96

PeecTpauisa Ta 06ik gaHux B
eNeKkTpoHHOMyY popmarti ana
nigkntoyeHHs go J11C )

AKICHWI | KinbKicHWI
aHani3 gaHux

3axuCT Bi, BAMKHEHHA XUBNEHHSA.
YHWKaE BTPATU EKCNEPUMEHTANIbHUX AaHUX
i MapHOI BUTPATU peareHTiB Yepes
panToBe BiAKNOUYEHHA KUBEHHA

ABTOMaTHYHa iHTepnpeTau;ia
Ta aHani3 pe3ynbraTiB

technology
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OBJIAOHAHHA ONA TUIP

V-FLEX

ABTOMATU30BaHE PillEHHA ANA MOAEKYyAspHOi bionoril.
EkcTpaKuia HykneiHoBoi Kucnotu Ta lMJ1P

Cuctrema VIASURE V-FLEX —
Lie HoBe NOBHICTIO
AaBTOMATMU30BaHe pilleHHA
B MOJIEKYAApHiIK 6ionorii
ONA BUAINEHHA, OYULLEHHA
HYKNEIHOBUX KUCNOT

Ta HanawTtyBaHHA MNJ1P.
Mpunag 6yB po3pobnreHum
3 THY4YKOI KOH}irypauieto,
wo6 3a40BONLHUTK NOTPEOYU
KOopucTyBauiB.

VIASURE V-Flex onTumisye Ta nokpaltiye
[0CBig, pobOTU KOPUCTYBaYiB

MoBHicTio aBTOMaTU30BaHa (40 96 3paskis)
EKCTpaKLia Ta HanawTysaHHA MNP

THy4Ka KoHirypauis gns pisHux
YN KOPUCTyBauiB i BUMOF

V-FLEX

IHTYiITUBHO 3pO3yMmine - 3pyyHe
iHTerpoBaHe nNporpamHe

m 3abe3neyeHHs o

MOXAUBICTb HaNALWITYBATHM Pi3HiI
Habopu VIASURE PCR 3a oguH 3anyck

technology

OunweHHsa AHK/PHK i3
LUMPOKOro Aiana3oHy 3paskis § ;

Jlerke Ta MOBHICTIO KOHTPONbOBaHE
06pobneHHA 3paskKiB

MoBHa cymicHicTb 3 LIS

EKCKNIO3MBHUI AN3aiH gnn
MiHiManbHoro o6cayrosyBaHHs

vy

¥h
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HABOPU IJ14 BUOUTEHHA
HYKNEIHOBUX KUCTOT

BuaineHHa 3 pisHMx GionoriyHMx 3pasKiB: MasKiB.,
C/IMHW, MOKPOTUHHA, OPOHX0ANbBEONAPHUX Na-
BaXKiB, 3pa3KiB Kany Ta ceui.

MeToz 3aCHOBAHUIM HA MArHiTHUX YaCTUHKaX, WO A0-
3BOJISIE aBTOMaTU3yBaTK MOro A/19 BUCOKOI NPOmnycK-
HOI 34aTHOCTI aHaNi3y, CKOPOYEHHA Yacy PY4YHOI po-
60TU | moslinWeHHA BiATBOPHOBAHOCTI.

Habip ans ekctpakuii 6yB onTMmisoBaHMn oA ABOX
TMMIB MeToAiB MarHiTHoi cenapauii: VIASURE V-Flex
Ta KingFisher® Flex (poboTta Hag, iHWKmK nnaTtdop-
MaMW TPUBAE).

WBWOKI TECTU CERTEST BIOTEC

IO {0 {0 o
0/199j|[900] 10000

\/ OAauH BMpIb, KilibKa TECTiB 3 04HOro 3paskKa.

\/ OAuH 3pa30oK, OAMH aHani3, NaHe/IbHE TECTYBAHHA.

‘/ KinbKa aHanisie giarHoctytotbca 3a 10 XBUAUH.
3HUKEHNIN PU3NK BTPATU 3pa3Ka i MOMUAOK Npwu
06pobuj pesynbraTis.

/ OnepaujiiHa epeKTMBHICTb.

[OiarHoctuuHi npoayktn CerTest Rapid Test € pe3ynb-
TaToM 6araTopivyHOro A0CBiAY BUABNEHHA HAABHOCTI
QHTUreHiB 33 AOMNOMOro iMyHOXpomaTorpadiyHoro
meToay.

Hawi ekcnpec-Tectn - Le NPOCTi Y BUKOPUCTAHHI,
HaAjiMHi Ta cTabiNbHi AiarHOCTUYHI Nnpunagm, po3pob-
NeHi anAa 3abe3neyeHHA HaWKpaLWMx pesynbTaTiB Y
HaMNPOCTiWKMIM cnocib Ta 3 HaMMEeHLW MMM eKcnayaTa-
WiHUMMK BUTPaTaMW.

MpuncTpoi 3aCHOBAHIi Ha KONbOPOBUX NATEKCHUX Ya-
CTUHKaXx. BinobparkeHHA pe3ynbTaTiB Ha cMyrax pis-
HOro KO/IbOPY NOJIErWYyE iHTePNpPeTaL,ito pe3ynbTaTis.

Yci Habopu NS WBMUAKOTO TeCcTyBaH-
HA CerTest nepeBipeHi BignNoBig4HO A0

ce [

MED

1ISO 13485

1ISO13485 i matoTb mapKyBaHHsA CE IVD
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Clostridium difficile GDH + Toxin A
+ Toxin B

Clostridium difficile GDH + Toxin A
+ Toxin B + Lactoferrin

: Rotavirus + Adenovirus +
i Astrovirus + Norovirus GI/GlI

GD820001V | CerTest Clostridium difficile antigen GDH Card
(20 TecTiB 3 Nnpobipkamu ana cryny)

GD820001VC | CerTest Clostridium difficile antigen GDH Card
(20 TecTis 3 npobipkamu ana ctyny + PC)

GX872001V | CerTest C. difficile GDH + Toxin A + B Triple Card
(20 TecTis 3 npobipkamu ana cryay)

GX872001VC | CerTest C. difficile GDH + Toxin A + B Triple Card
(20 TecTiB 3 npobipkamu ana ctyny + PC)

LX862001VF | CerTest C. difficile GDH + Toxin A + B + Lactoferrin Quad Card
(20 TecTis 3 Nnpobipkamu ana cryny)

LX862001VFC | CerTest C. difficile GDH + Toxin A + B + Lactoferrin Quad Card
(20 Tectis 3 npobipkamu ans ctyny + PC)

PT882001VF | CerTest H. pylori + Transferrin Combo Card
(20 TecTiB 3 Nnpobipkamu ana cryny)

PT882001VFC | CerTest H. pylori + Transferrin Combo Card
(20 TecriB 3 npobipkamu ana ctyny + PC)

AD820001V | CerTest Adenovirus Card
(20 TecTiB 3 Nnpobipkamu ana cTyny)

AD820001VC | CerTest Adenovirus Card
(20 TecTiB 3 npobipkamu ana ctyny + PC)

AT820001V | CerTest Astrovirus Card
(20 Tectis 3 npobipkamu ans cTyny)

AT820001VC | CerTest Astrovirus Card
(20 TecTiB 3 npobipkamu ana ctyny + PC)

EV820001V | CerTest Enterovirus Card
(20 TecTis 3 npobipkamu ana cTyny)

EV820001VC | CerTest Enterovirus Card
(20 TecTiB 3 Nnpobipkamu ana ctyny + PC)

NN820001V | CerTest Norovirus GI/GlI Card
(20 TecTiB 3 Nnpobipkamu ana cTyny)

NN820001VC | CerTest Norovirus GI/GlI Card
(20 TecTiB 3 npobipkamu ana cryny + PC)

R820001V | CerTest Rotavirus Card
(20 TecTiB 3 Nnpobipkamu ana cTyny)

R820001VC | CerTest Rotavirus Card (
20 TecTiB 3 Nnpobipkamu gna cryny + PC)

est Rota + Adeno Combo Card cTyny)

RG862001V | CerTest Rota + Adeno + Astro + Noro GI/GIl Quad Card
: (20 Tecrie 3 npobipkamu ana cTyny)
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SARS-CoV-2

SARS-CoV-2 (Self-Test)

FT882001F | CerTest FOB + Transferrin Combo Card
(20 TecTiB 3 Nnpobipkamu ana cTyny)

FT882001FC | CerTest FOB + Transferrin Combo Card
(20 TecTiB 3 npobipkamu ana ctyny + PC)

FB882001F | CerTest FOB 50 + 200 Combo Card
(20 TecTis 3 npobipkamu ana cTyny)

FB882001FC | CerTest FOB 50 + 200 Combo Card
(20 TecTiB 3 npobipkamu ana ctyny + PC)

CP820001F | CerTest Calprotectin Card
(20 TecTiB 3 Npobipkamu ans cryny)

CP820001FC | CerTest Calprotectin Card
(20 TecTiB 3 Nnpobipkamu ana ctyny + PC)

Y820001PC | CerTest Influenza A Card
(20 TecTiB 3 30HAAMM-TaMNOHaMM + 1 NAALWKA 3 PO3YUHHUKOM + PC)

Z882001PC | CerTest Influenza A + B Combo Card
(20 TecTiB 3 30HAAMMU-TaMNOHAMM + 1 NAALWKA 3 PO34YUHHUKOM + PC)

Z5872001PC | CerTest Influenza A + B + RSV Triple Card
(20 TecTiB 3 30HAAMU-TaMNOHaMM + NPobipkKM + PC)

ZV862001PC | CerTest Influenza A + B + RSV + Adenovirus Resp. Quad Card
(20 Tectis 3 30HAaMKU-TamnoHaMu + Npobipku + PC)

RV820001PC | CerTest RSV Card
(20 TecTiB 3 30HAAMM-TaMNOHAMM + 1 NASALWKA 3 PO3YUHHUKOM + PC)

VR882001PC | CerTest RSV + Adenovirus Resp. Combo Card
(20 TecTiB 3 30HAAMM-TaMNOHaMM + 1 NAALWIKA 3 PO3YUHHUKOM + PC)

SC820001P | CerTest SARS-CoV-2 Card
(Ag 20 TecTiB 3 30HAaMMU-TaMnOHamMu + 20 npobipku)

SC820001PC | CerTest SARS-CoV-2 Card
(Ag 20 TecTiB 3 30HAaMMK-TamnoHamu + 20 npobipok + PC)

SC860001PC | CerTest SARS-CoV-2 Card
(Ag 60 TecTiB 3 30HAaMKU-TamnoHamMK + 60 Npobipok + PC)

SC8010-SCE | CerTest SARS-CoV-2 (Ag-Nasal Sample-Self Test)
(1 Tect + 1 dnaKkoH 3 NOABIMHOK KPULLKOK CUHBLOTO KoJ/bopy + 1 WwBab)

SC8030-SCE | CerTest SARS-CoV-2 (Ag-Nasal Sample-Self Test)
(3 Tecta + 3 dnakoHa 3 NOABIMHOI KPULLKOK CMHBLOTO KOMbOpy + 3 WwBabu)

SC8200-SCE | CerTest SARS-CoV-2 (Ag-Nasal Sample-Self Test)
(20 TecTiB + 20 d1aKOHIB 3 NOABIMHOK KPULLKOK CUHLOTO Konbopy + 20 weabis)

SC8500-SCE | CerTest SARS-CoV-2 (Ag-Nasal Sample-Self Test)

i (50 TecTiB + 50 ¢p1aKkoHIB 3 NOABIMHOK KPULLKOIO CMHBOTO KObopy + 50 weabis)

£ $5872001PC | CerTest SARS-CoV-2 + Flu A + Flu B Triple Card

(20 TecriB 3 30HAaMKU-TamnoHamu + 20 npobipok + PC)

{ 57882001PC | CerTest SARS-CoV-2 + Flu A Combo Card

(20 TecTiB 3 30HA@MMU-TamnoHamm + 20 npobipok + PC)

 SV862001PC | CerTest SARS-CoV-2 + Flu A + Flu B + RSV Quad Card
{ (20 TecTiB 3 30HAAMMU-TamnOHaMK + 20 Npobipok + PC)
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PEATEHTW ONA TUIP YOUSEQ LTD

YouSeq Ltd mae noTy»kKHe BUPOOHULTBO Yy Benukii
BpuTaHii Ta 6inbw sk 30-piuHMA gocBig, cniBnpa-
ui 3 6araTbma OPUTAHCBKMMUM Ta €EBPONENCHKU-
MU YyHiBepcutetamun. Lle pae 3mory nocTinHO
OHOB/IOBATU aCOPTUMEHT HabopiB peareHTiB AnA
LIarHOCTUKN IHPEKLIMHMX MNaTOreHiB: BiPYCHWUX,
b6akTepianbHUX, TPMOKOBMX Ta HAMNPOCTIWMX
(protozoa).

OdiuinHmi calT BMpobHMKa: https://youseq.com/

Tepesarun MNJ1P Ha6opiB YouSeq Ltd
(Benuka BpuTaHis):

NiogpinbHo BUcyweHi MasterMix. Taki cuctemu

‘/ Lle pno3Bonntb nabopatopii EKOHOMMUTU Yac Te-

CTyBaHHA i 32 1 eTan amnnidikauii giarHocTyBaTu
6inblue naToreHis.

6inbl cTabinbHi Npu TpaHcnopTyBaHHi Ta 36epi- Habopw ang [P (gPCR)

raHHi.

\/ MynbTU- Ta MOHOMNIEKCHUIA BapiaHTH TecTiB.
Po3po6bKa TecTiB nig 3amosneHHA!

\/ Ha BMbGip 3aMOBHMKa pi3Hi BHYTPIWHI KOHTPOAI:
€HA0reHHNM Ta eK30reHHUN.

AK 4na poboTH 3i 3paskamm NOACLKOIo NOXOAMKEH-
HA, TaK i 3pa3kamMm i3 30BHILUHbOrO CEpeAoBMLLA.

OpHakoBui npotokon MJIP gna BuABNeHHA o4-
Horo TMny HykneiHosoi kucnotn ( AHK um PHK).

D1arHOCTUKMU:

ANA BU3HaAYyeHHA natoreHis AoauHu (118 nato-
reHis: HIV, HBV, HCV, CMV, EBV, HSV, VZV, HPV,
NaToreHiB KMLWKOBOI rpynu, pecnipatopHoi rpynum
Ta iH);

CiIbCbKOroCnoAapCbKUX KyNbTyp Ta TBAPWH
(107 HalimeHyBaHb);

AOCNIAXEHHA BOAWM Ta NPOAYKTIB XapyyBaHHA
(9 HaMmeHyBaHb) Ta iH.
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MyﬂbTM.nnEKCHI TA MOHOHHEKCHI 3axBOpIOBaHHHA, WO NepeaaloTbCA CTaTEBUM LUJIAAXOM

i 39. iHabip ana suasnerHs Atopobium vaginae
'T"EC'T‘_ CMCTE MU e —

i Habip ana suasneHHa Chlamydia SPP

1 : Habip ana BUABNEHHA Aspergillus flavus

i Habip ana suasneHHa Aspergillus fumigatus

13. : Habip gna suasneHHa Influenza A (H3N2)

i 14. :Habip gna suasneHHa Legionella pneumophila E : : A "

................... R e R R 54 Ha6|p ﬂ.ﬂﬂ BUAB/NIEHHA Herpes Slmplex virus 1 (HSV1) E

15 H Ha6|p ,L'J,J'Iﬂ BUSAB/IEHHSA Legione"a SPP ................... e

................... ........................................................................................................................................................................................................................................ 55 : Ha6|p ﬂ.ﬂﬂ BUAB/IEHHA Herpes Simplex ViruS 1 and 2

3 16 . Haﬁlp AJ‘IH BUSABJ/IEHHSA Microsporum gypseum ................... ................................................................ 3 . .......................................................................................................................................................
: 3 i 56. iHabip ana suasnenna Herpes Simplex virus 2 (HSV2) E

57. Habip ana suasneHHA Rubella virus

58. Habip ana sussneHHa Toxoplasma gondii

59. Habip ana suasneHHa Human Parvovirus B19

........ 60.  Habip 41 suasnenta Human Immunodeficiency Virus L(HIVL)

TponiyHi Ta IHWwe
TPAHCMICUBHI NaToreHn . 72 Habip A1 BuABnenHs Acinetobacter baumannii
o TRSHEMIGHBRINZIOIENA. 72 e e st e
B B
i e g oo ensen o diiviens
e
B e
S5 o am oo lnese soephat i @8 77, top meeisua e paoeskot
L MR L .
B e
| - 5. sy Pnotn st 2 e e
........ 31. | HaGip ana susenenta Entamoeba histolytica .70 i Habipana usenenmaScrubtyphus . 82, Habip ann BuAsnenra Varicella-Zoster virus (V2V) :
........ 32. Habip 41 sunenenn Enterococcusfaecalis 71 Habip gn owsenenvn Yellow fevervirus 83, | Habip miw ovmonewia Measles
33. i Habip ana suasneHHn Escherichia coli
34 Habipamewmenens Giardialamblia | |
35, Habip am swnsnenn Helicobacter SPP B atip ann anmnensn Hepatits Deltavirus L ——00w—ees
.36, Habip ans susonenwn Listeria monocytogenes 85, Habipgmmewsenenwn HepatitisCviis
37, Habip ans susonensn Salmonellaenterica S 86. | Habip ot susonennn HepatitisAviss
... e oerena Snendle et S O L N ———
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TECT-CUCTEMU OJ14 BUABJTEHHA
MAPKEPIB PESUCTEHTHOCTI

AmpC b-nakramasa (ACC)

AmpC b-naktamasa (ACT/MIR)

AmpC b-nakramasa (FOX)

b-naktamasa knacy A (CTX -M -1)
b-naktamasa knacy A (CTX -M -2)
b-naktamasa knacy A (CTX -M -8/25)
b-naktamasa knacy A (CTX -M -9)
b-naktamasa knacy A (SHV)

b-naktamasa knacy A (KPC)

b-naktamasu poswmnpeHoro cnektpy aii TEM-10
AMiHOriKo3UnA,

BaHKomiuwmH (B)

BaHkomiuuH (A)

Makponig MefA

Makponig, niHko3amig, ctpentorpamiH (ermA)
Makponig, niHko3amig ctpentorpami (ermB)
Makponig niHko3amig, ctpentorpamiH (ermC)

MeTano- b-naktamasa knacy B (BlaNDM)

MeTano- b-naktamasa knacy B (BlalMP)
MeTano- b-naktamasa knacy B (BlaVIM)
MeTtuumnnin (mecA)

OkcaumniHasa knacy D (OXA48)
OkcaumniHasza knacy D (OXA51)
CynbdaHinamian (Sull)
CynbdaHinamigm (Sul2)
CynbdaHinamigm (Sul3)

TeTpaumkniH (tetB)

TeTpaumkniH (tetM)

TpumeTtonpum (dfrA1/dfrA5)
dTopxiHonoHM (QnrAl1&2)
dTopxiHonoHM (QnrB)

dTopxiHonoHu (QNrS)

LedanocnopuH Knacy A b-naktamasa poswmupe-

Horo cnekTpy Aii (blaGES)

UedanocnopmH knacy A b-naktamasa poswupe-

Horo cneKTpy aii (blaPER)

LledbanocnopuH Knacy A b-naktamasa poswupe-

Horo cneKTpy aii (blaVEB)
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PEATEHTU OJ14d TUTP BIOMIGA, INC.

IHHOBaLiMHa KomnaHia Biomiga, Inc. (CLUA) mae
LLUMPOKY NiHINKY HabopiB peareHTiB ANA eKCTpaKLii
HyKneiHoBux kKnucnot (AHK/PHK):

J BipyciB, 6aKTepilt;
V/" nnasmigHoi HK;

¢ reHomHoi AHK i3 KpoBi Ta iHWWX piAUH OpraHis-
MY NHOANHW;

J reHomHoi JHK i3 TKaHWH TBapuH;

\/ﬁ' reHomHoi [HK i3 KynbTMBOBAHWUX KAITUHHUX
NiHiN TBapuH;

¢ TeHOMHOI IHK pOCANHHUX TKaHWH, i3 KYy/NbTUBO-
BaHUX JIiHi POCIMHHUX KNITUH.

J PYYHi METOAMKM;

‘/ METOAMNKN ANA aBTOMATUYHUX CTaHLLINA.

¢ TEXHO/OoriA 3 BUKOPUCTAHHAM MArHITHMX YacCTOK;

v?' TEXHONOriA 3 BUKOPUCTAHHAM Spin-KOJ'IOHOK.

VR6568— Habip anst ounuwerHs BipycHoi PHK/IHK EZ-gene, Ha KOnOHKax

Habopwu npusHayeHi ans NpocToro i HaAaimHoOro BU-
AineHHs 3aranbHoi BipycHoi PHK/OHK 3 nnasmu,
CMpOBaTKM, acnipatiB abo 3MUBIB 3 HOCOMMOTKU abo
POTOrNOTKM, Ma3KiB 3 HOCOMMOTKU abo POTOrNOTKK,
H6pOHX0aNbBEONAPHOrO NaBarKy, acnipaTtiB Tpaxei Ta
MOKPOTUHHA.

Mpoueaypa byna nepesipeHa ANA BUAINEHHA HY-
KNEIHOBMX KUCNOT Takmx natoreHis: COVID-19, rena-
TnTy A, renatuty C ta BIJI.

[na noganblworo BUKOPUCTAHHA, B TOMY YnCai Ansa
MNP, gRT-PCR Ta iHWMX.

Habip BMMNYCcKaeTbCA Y ABOX KOMMJIEKTaLifxX - 1x50
Ta 1x250 BUAineHsb.

CeptudikoBaHuit FDA Ta CE-1VD.

KniHiyHo niaTBepa)keHo nabopaTopismu CLUA
(CLIA) 3 TecTtyBaHHA Ha COVID-19
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MR6532.A96.EX — Habip pnsa ounweHHs BipycHoi PHK Express MgPure,

nonepeaHbLO PO3NUTUN

Ekcnpec meToaMKa OYMLLEHHA 6a3yeTbCcA Ha eKc-
TpaKuii BipycHux PHK 3a gonomoroto marHiTHMx 4a-
CTOK 3a 25 xs.

Habip ans ounuieHHs BipycHoi PHK Express MgPure
3abe3neyye NPOCTUI i HaZiMHUIA MeToa BUAiNEHHSA
3arasnbHol BipycHoi PHK 3 nnasmun, cmpoBaTtkm, ac-
nipaTiB abo 3MWBIB 3 HOCOMMOTKM abO POTOINOTKM,
Ma3KiB 3 HOCOMNOTKM abo POTOIIOTKKN, BPOHX0a/IbBE-
OJIAPHOrO N1aBaXy, acnipaTiB Tpaxei Ta MOKPOTUHHA.

BapiaHT gna Kingfisher Flex Ta Allsheng Autopure 96
BapiaHTK KomnnekTtauii — 1x96, 4x96, 20x96
CeptudikosaHuit FDA ta CE-IVD.

KniHiyHO niaTBeparkeHo nabopatopiamum CLUA
(CLIA) 3 TecTtyBaHHA Ha COVID-19.

MonepeaHbO 3aNOBHEHI, FOTOBI 40 BUKOPUCTAHHSA
peareHTu.

MpocTo 3HIMITb repmeTn3ytody NJiBKY Ta AoaanTe
3pa3ku 6esnocepesHbo B KOXKHY NIYHKY NaaHLWeTa
MYE.

Bca npoueaypa 3alMmae BCbOro 25 XBUAWH.

Hapatotbea npotokonu ana Kingfisher Flex Ta
Allsheng Autopure 96 y Burnsaji bdz ¢ainis.

La npoueaypa byna nepesipeHa ANs BUAINEHHA HY-
KNeiHOBMX KUCNOT Takux natoreHis: COVID-19, rena-
TnTy A, renatuty C ta BIJI.

OunweHa PHK morke 6ytn BukopuctaHa ans [/1P,
gRT-PCR Ta iHL.

Llei npoToKON MOXHa Nerko afanTyBaTu 40 OCHOB-
HUX nnatdopm aBTomaTm3auii, Takmx Ak Kingfisher,
Biomek, Hamilton Ta 6aratbox iHLWWX.
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MR6532.A32 — Habip ansg ounuwieHHs BipycHoi PHK MgPure Viral RNA
Purification Kit, nonepenHbo posnutun

BapiaHT gna AllSheng AutoPure 32
BapiaHTn KomnnekTauii — 6x16, 40x16, 100x16
Ceptudikosanumm FDA Ta CE-IVD.

IHaKTUBylOUE BipyCHe TpaHCNOpPTHE cepeaoBULLE
(ITM) npusHayeHe ANna TpPaHCNOPTYBAHHA 3pas3Kis.,
AKI MICTATb BipyCHMIT MaTepian. Moro MoxHa BUKO-
puctoByBaTh A8 360py, 36epiraHHA Ta TPaHCNOPTY-
BaHHA Ha3opapuHreanbHMX 3paskis BipyCiB NOAMHN,
Hanpuknag, KopoHasipycy COVID-19.

ITM — IHaKTMBYlOYe (Nni3ytoye) TpaHCNOpPTHE cepe-
[OBULLE CNYXKUTb AK ANA iIHAKTUBALT BipyCiB, TaK i
ANA 3anobiraHHA Aerpaaalii HyKNeiHOBUX KUCOT.

TpaHcnopTyBaHHA NpY KiMHaTHIM TemnepaTtypi.

3pasKkM MOXKHa 36epiratm Npu KiMmHaTHIN Temne-
paTypi Ao 20 gHis

BukopuctoByetbcAa ana 36opy, 36epiraHHAa Ta
TPAHCNOPTYBAHHA BipyCiB, Xx1amMifii i mikoniasm.

KoxeH Kopnyc ¢dnakoHa Ma€ YHiKaAbHWUI LUTPUX-
KoA, a iHpopMmaLia Ha eTUKETL MiCTUTb AaTy BU-
pPOBHULTBA Ta TEPMIH NPUAATHOCTI.

HennoHosi TamnoHu Nest flocked 3abe3neyytotb
ONTUMaIbHWUI 36ip 3pasKiB, OCKiIbKM BOHU 34aTHI
3ibpaTn binblue 6ionoriyHoro maTepiany Ta WBUA-
LLe BMBI/IbHUTWN BECb 3PA30K B PO3YMH.

KniHiuHo niaTBepaxeHo nabopatopiamu CLUA
(CLIA) 3 TectyBaHHA Ha COVID-19.

MonepeAHbO 3aNOBHEHI, FOTOBI A0 BUKOPUCTAHHSA
peareHTu.

Llen npotokon BanigosaHuit ana Allsheng Auto
pure 32 i moxke 6yTK aganToOBaHUM A0 OCHOBHUX
nnatdopm aBTOMaTtM3alii, Takux Ak Biomek FX,
Biomek 3000, Hamilton Microlab STAR, Hamilton
MagEx STARler Ta 6araTbOX iHLWMX.

Moxxnusi BapiaHTK noctaBKku Habopis MgPure Viral
RNA Purification Kit:

MR6532.A96 —po3nuTiiagantosaHi ana Kingfisher
Flex Ta Allsheng Autopure 96.

MR6532 —y pnakoHax (He po3nuTi i 6e3 naacTuky).

[onoBKa TaMMOHA BWIOTOB/IEHA 3 HEW/IOHY, a
CTEepP*KeHb TaMMoHa BUrotosaeHnn 3 ABS (akpu-
NOHITpUN-6yTaaieHcTnpon).

HeToKchyHi.
IHOMBIAYabHA YNAKOBKA i CTEPUBHICTb.

Hab6opu ceptudikosaHi CE, FDA, I1SO.
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PEATEHTWU TESTLINE CLINICAL

DIAGNOSTICS LTD
¢l TestLine

TestLine Clinical Diagnostics Ltd. - Yyecbka KomnaHis,
AKa 3aMMaETbCcs PO3pPOOKOolo, BUPOOHULTBOM i
PO3MNOBCOAXKEHHAM HAabopiB ANA AiarHOCTUKK Nito-
nen i setepuHapii. Mae noTyXHe BUMPOBOHULUTBO Yy
YecbKilt Pecnybniui ta 6inblw AK 20-piyHKIA AOCBIA,

®

Tepearu Habopis TestLine Clinical
Diagnostics Ltd (Mecbka Pecny6nika):
\/ Bucoka ajarHoctnyHa epeKTMBHICTb

\/ BucoKa cTabinbHicTb i BigTBOPIOBAHICTbL

¢ be3nepepBHiCTb AOCATHYTUX PE3YNbTaTiB MiXK Pi3-
HUMM BUOAMM TECTIB

\/ KomdopTHi KOHCTPYKLiT meToaiB (3arasibHUIA Yac

poboTn B NabOPATOPHUX TEXHONOFIAX, KOHCY/b-
TYETbCA Ta CMiBNPALLOE 3 EKCNEPTAMM | MidKHAPOA-
HMMMU NPOEKTaMM, 3aBAAKN YOMY FAapPaHTYETbCA BU-
COKa AKICTb NPOAYKLii Ta CTBOPIOIOTLCA YHiKaNbHI
dopmaTtu TecTiB i KOMNAEKCHI pilleHHs ans nabopa-
TOPHOI AiarHocTuku. Lle aae 3amory nocTinHO OHOB-
JIOBATM aCOPTUMEHT HabopiB peareHTiB 418 AiarHo-
CTUKM iIHPEKLIIMHMX NaTOreHiB.

KomnaHisa HanexuTb Ao BioVendor Group 3 2012 poky.

aHanisy 1,5 roguHu, B3aEMO3aMiHHICTb KOMMO-
HEeHTIB, iAeHTMYHA poboya npoueaypa)

\/ MiaxoAvTb ANA BiAKPUTUX aBTOMATM30BaHUX CUCTEM

MoKAmBICTb HE3a1EXHOI NepPEBiPKKU 3a AONOMOrO
cepTndiKoBaHMX KOHTPOIbHUX cMpPOoBaToK (CKS)

\/ 3py4Hi nporpamu OUiHIOBaHHA (nNporpamHe 3a-
6e3neyeHHs Immunoblot, nporpamHe 3abesne-
YeHHSs iHOEKCY aHTUTIN)

PEATEHTU ONd IMYHO®EPMEHTHOTO
AHATlI3Y Ta IMYHOBJIOTY

ImyHOGNOT

1 i Habip pearenTis BLOT Toxocara IgG

2. : Habip pearenTis BLOT-LINE Anaplasma IgG

3. i Habip pearenTtis BLOT-LINE Anaplasma IgM

4. i Habip pearentis BLOT-LINE Bordetella IgA

5. H Ha6|p peareHTis BLOT-LINE Bordetella IgG

9. i Habip pearexTis BLOT-LINE Borrelia b. sensu stricto 1gG
""""" 10. | Habip pearenris BLOT-LINE Borrelia b. sensu stricto IgM
11 ....... Ha6|ppeareHnBBLOTLINEBorrehagarmulgG ......................
........ 12Ha6|ppeareHnBBLOTLINEBorrehagarmulgM
........ 13H36|ppeareHT|BBLOTL|NEBorreha/HGAlgG
........ 14Ha6|ppeareH'nBBLOTLINEBorreha/HGAIgM
........ 15Ha6|ppeareHﬂBBLOTLINECMVIgG

H Ha6|p peareHTis BLOT-LINE CMV IgM

19.  : Habip pearenTis BLOT-LINE EBV IgM
i 20. i Habip peareHtis BLOT-LINE Helicobacter IgA
21.  : Habip peareHTis BLOT-LINE Helicobacter IgG

16 TecTiB

10 TecrTiB

10 TecTiB

20 TecTiB

20 TecTiB

20 TecTiB

20 TecTiB

20 TecTiB

20 TecTiB

20 TecTiB

20 TecTiB

20 TecTiB

20 TecTiB

20 TecTiB

20 TecTiB

20 TecTiB

20 TecTiB

20 TecTiB

20 TecTiB

20 TecTiB

20 TecTiB
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: Habip pearenTtis BLOT-LINE Chlamydia IgA

i Habip pearentis BLOT-LINE Chlamydia IgG

: Habip pearentis BLOT-LINE Chlamydia pneumoniae IgA

i Habip pearenTis BLOT-LINE Chlamydia pneumoniae IgG

i Habip pearenTis BLOT-LINE Chlamydia trachomatis IgA

i Habip peareHTis BLOT-LINE Chlamydia trachomatis IgG

H Ha6|p peareHTis BLOT-LINE Mycoplasma IgA

i Habip pearenTis BLOT-LINE Toxoplasma IgA

: Habip pearenTis BLOT-LINE Toxoplasma IgG

i Habip pearerTis BLOT-LINE Toxoplasma IgM

: Habip peareHTis BLOT-LINE Treponema IgG

i Habip pearenTis BLOT-LINE Treponema IgM

: Habip peareHtie BLOT-LINE Yersinia IgA

i Habip peareHTis BLOT-LINE Yersinia IgG

i Habip peareHTis BLOT-LINE Yersinia IgM

i Habip peareHrTis EIA Adenovirus IgA

i Habip peareHrTis EIA Adenovirus IgG

i Habip peareHrTis EIA Adenovirus IgM

i Habip peareHrTis EIA Bordetella parapertussis IgA

i Habip pearenTis EIA Bordetella parapertussis IgG

i Habip pearenTis EIA Bordetella parapertussis IgM

i Habip peareHTis EIA Bordetella pertussis Toxin IgA

i Habip peareHTis EIA Bordetella pertussis Toxin IgG

: Habip peareHnTis EIA Borrelia recombinant IgM (192)

i Habip peareHrTis EIA CMV IgA

i Habip peareHrTis EIA CMV IgG

: Habip peareHtis EIA CMV IgM

i Habip pearenrtis EIA EBV EA-D IgG

i Habip pearenTis EIA EBV EA-D IgM

i Habip peareHTis EIA EBV EBNA-1 IgG

H HaGlp peareHTis EIA EBV EBNA-1 IgM

: Habip peareHTis EIA Helicobacter MONO IgA

i Habip pearenTis EIA Helicobacter MONO IgG

: Habip peareHrTis EIA Helicobacter MONO IgM

i Habip peareHTis EIA HSV 1 IgG

i Habip pearenTis EIA HSV 1 IgM

i Habip pearenTis EIA HSV 1+2 IgG

i Habip peareHTis EIA HSV 1+2 IgM

H Ha6|p peareHTis EIA HSV 2 IgG

i Habip pearenrtis EIA Chlamydia IgG

i Habip pearenrtis EIA Chlamydia IgM
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20 TecTiB

20 TecTiB

20 TecTiB

20 TecTiB

20 TecTiB

20 TecTiB

20 TecTiB

20 TecTiB

20 TecTiB

20 TecTiB

20 TecTiB

20 TecTiB

20 TecTiB

20 TecTiB

20 TecTiB

20 TecTiB

20 TecTiB

96 TecTiB

96 TecTiB

96 TecTiB

96 TecTiB

96 TecTiB

96 TecTiB

96 TecTiB

96 TecTiB

96 TecTiB

192 tecrTiB

192 tecTiB

96 TecTiB

96 TecTiB

96 TecTiB

96 TecTiB

96 TecTiB

96 TecTiB

96 TecTiB

96 TecTiB

96 TecTiB

96 TecTiB

96 TecTiB

96 TecTiB

96 TecTiB

96 TecTiB

96 TecTiB

96 TecTiB

96 TecTiB

96 TecTiB

96 TecTiB

96 TecTiB

96 TecTiB

96 TecTiB




: Habip pearenris EIA Chlamydia pneumoniae IgA

96 TecTiB

i Habip pearenrtis EIA Chlamydia pneumoniae IgG

96 TecTiB

: Habip peareHTis EIA Chlamydia pneumoniae IgM

96 TecTiB

i Habip pearentis EIA Chlamydia pneumoniae REC IgA

96 TecTiB

i Habip pearenTis EIA Chlamydia pneumoniae REC IgG

96 TecTiB

i Habip pearenTis EIA Chlamydia trachomatis IgA

96 TecTiB

i Habip peareHTis EIA Chlamydia trachomatis 1gG

96 TecTiB

i Habip peareHTis EIA Chlamydia trachomatis IgM

96 TecTiB

96 TecTiB

96 TecTiB

96 TecTiB

i Habip pearenrTis EIA Influenza B IgA

96 TecTiB

i Habip pearenrtis EIA Influenza B IgG

96 TecTiB

i Habip pearenrtis EIA Influenza B IgM

96 TecTiB

: Habip peareHTis EIA Measles IgG

96 TecTiB

i Habip pearenrtis EIA Measles IgM

96 TecTiB

: Habip peareHTis EIA Mumps IgA

96 TecTiB

i Habip pearenTis EIA Mumps IgG

96 TecTiB

i Habip pearenTis EIA Mumps IgM

96 TecTiB

i Habip peareHTis EIA Mycoplasma IgA

96 TecrTiB

96 TecTiB

96 TecTiB

96 TecrTiB

i Habip peareHTis EIA Mycoplasma REC IgG

96 TecTiB

: Habip pearentis EIA Mycoplasma REC IgM

96 TecrTiB

: Habip pearenTis EIA Parainfluenza mix IgA

96 TecTiB

: Habip pearenTis EIA Parainfluenza mix IgG

96 TecrTiB

i Habip pearentis EIA Parainfluenza mix IgM

96 TecTiB

i Habip peareHTis EIA RSV IgA

96 TecTiB

i Habip pearenTis EIA RSV IgG

96 TecTiB

i Habip pearenTis EIA RSV IgM

96 TecTiB

96 TecTiB

96 TecTiB

96 TecTiB

96 TecTiB

: Habip peareHTis EIA TBEV Ig

96 TecrTiB

: Habip pearenTis EIA Tetanus Toxoid I1gG

96 TecTiB

i Habip peareHrTis EIA Toxocara IgA

96 TecTiB

: Habip pearenTis EIA Toxocara IgG

96 TecTiB

i Habip peareHTis EIA Toxoplasma IgA

96 TecTiB

i Habip pearenTis EIA Toxoplasma IgE

96 TecTiB

i Habip peareHTis EIA Toxoplasma IgG

96 TecTiB

i Habip pearenTis EIA Toxoplasma IgM

96 TecTiB

96 TecTiB

96 TecTiB

96 TecTiB

96 TecTiB

: Habip peareHrTis EIA VZV IgG

96 TecTiB

: Habip pearenTis EIA VZV IgM

96 TecTiB

: Habip peareHrTis EIA Yersinia IgA

96 TecTiB

: Habip pearenTis EIA Yersinia IgG

96 TecTiB

: Habip peareHrTis EIA Yersinia IgM

96 TecTiB
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PEATEHTU TA OBJIAAHAHHA
MICROBLOT-ARRAY

Microblot-Array Software

ABTOMaTUYHa igeHTUIKaLiA TecTy

IHTYITUBHO 3p0O3ymine i 3pyyHe ON1A KOPUCTyBaya Kepis-
HULTBO MO BCiM pe3y/bTaTam

KomnneKcHuii aHani3 306paxeHb
OnuioHanbHe pyyHe ynpasaiHHA NOKaNi3aLiel0 TOYOK

[eTanbHe NOpPIiBHAHHA PEe3yNbTaTiB B MEXKaX OKPeEMUX Ny-
HOK Ta TOYOK

OuiHKa BanigHOCTi TECTy 32 4ONOMOIO0 KOHTPONbHUX TOYOK
EkcnopT pe3ynbraTiB B Pi3Hi popmaTtyn
MigkntovyeHHa go LIS

Microblot-Array Reader

LLIBnaKe BUCOKOAKICHE CKaHYBaHHA Ta OLiHKaA: 65 XB. Ha
NMOBHUI NAaHWeT

CKaHyBaHHA BUBPAHUX NYHOK

Kani6pyBaHHS

IHHOBaUiMHI Nnpouecn 06pobKM Ta
OLHKM 3 igeHTUdIKauieo napTin
JaHi KanibpyBaHHA 3abe3nevy-
OTb 3HAYHI NepeBaru:

— B3aemMo3aMiHHicTb KOH'toraTy i
cybcTpaTy MirK OAHUMM | TUMU 3K
Kflacamu Ig

— YHidikauia KpuTepiis ouUiHlO-
BaHHA AN1A BCiX Habopis MBA

— binbw edekTMBHA aBTOMATUY-
Ha 0bpobka

Microblot-Array

AHTUIeHn NomiyeHi B NOTPiNHO-
My eK3eMnnAapi — miHimisauia
CTaTUCTUYHOI BapiaLii

KoHTponi B KOXKHIl nyHU,

4 KanibpyBaNbHUX TOYKKN ANA NO-
6yn0BK KanibpyBanbHOI KpUBOI
OuiHKa Ha OCHOBI NOEAHAHHA
NO3UTUBHUX aHTUTEHHUX TOYOK:
AKICHUX, KinbKicHMX (U/ml) abo
HanisKinbKicHMx (IP)

ABTOMATM30BaHa /IOKaNi3aLlif TOYOK Ta aHani3 306pakeHb
OnTtumizoBaHo A1a popmaTty 96-1yHKOBUX NAAHLLETIB

technology



Microblot-Array - ue Habip peareHTiB ans iMyHO610- KomnaeKcHa ouiHKa TecTyBaHHA MiKpobnoTis 3abes- ABTOMA‘T‘M3OBAHE nOPTATMBH'E

TUHrY y dopmaTi MiKponaaHLWweTa, NPU3HAYeHU AN NEYYETbCA BUKOPUCTAHHAM MporpamHoro 3abesne-

edeKTUBHOI MYNbTUNNEKCHOI AiarHOCTUKKU. TexHO- 4YeHHs Microblot-Array y noegHaHHi 3 NpUCTpoem ana OBHAD.HAHHH' TA PEAFEHTM ﬂ.ﬂﬂ' nPOBEﬂ'EHHﬂ

Nlorif ycyBa€ By3bKe Micue TpaaMmUilMHOI TexHonorii  34MTyBaHHA MikpobnoTis Microblot-Array Reader, wo

aHanisy metogom BLOT i BiAKpMBAE WAAX A0 BUCOKOI  A03BONSAE MPOBOAUTM KOMMNEKCHUMA aHani3 306pa- LI.MTOHOFILIHMX ﬂ.OCﬂIﬂ)‘KEHb YESONG CO

NPOMYCKHOI 34aTHOCTI Ta aBTOMaTM3aLlil TECTYBaHHA.  KeHb, BK/IHOYAOUM OLiHKY pe3ynbTaTiB i 38’A30K 3 LIS.

\/ Bucoka uyytamsicTtb

\/ Bucoka cTabinbHicTb Mmaskis
‘/ Hu3bKa KinbKicTb apTedaKTiB

NiaibpaHi po34yMHKM ANA Pi3HUX TUNIB 3pa3KiB
OR — Reference ¢ AP P A P P

OTC - Test control MoXnBiCTb BUKOPMUCTOBYBATU ANA NPUTOTYBAHHA riHEKO/IOTIYHUX, pecnipa-
@ cA - Conjugate control IgA TOPHWUX Ma3KiB, Ma3KiB H6ionoriYHUX piguH, NyHKTATIB, cedi Towo.

@®c - Conjugate control IgG

Oc™m - Conjugate control IgM BMpOﬁHMK' ‘

@c1 - calibration 1 ) . i‘% Y E S 0 N G
@2 - Calibration 2 YESONG CO., LTD MNispeHHa Kopen 2md

y — Calibration

24)(As) (a6) (A7) (A8) (A9) (n10 (1D B :\ . C3 - Calibration 3

. C4 - Calibration 4

06’em: 17 mn
Lnika maTkn
EHpomeTpili

Kat Ne H Kinbkictb BariHanbHuiA
E arme : assa : AOCNiAKEHD BynibBa
ANAMA9S6 3 Microblot-Array ANA 96 Hopma LSIL(HPV) HSIL

06’em: 17 mn
MneBpanbHa pignHa

: H : MNepuKapgianbHa pignHa
BgGMA96 i Microblot-Array Borrelia garinii IgG 96 OuepeBurHHa pignHa

BgMMA96 ¢ Microblot-Array Borrelia garinii IgM 96 ' AcumTHa pinHa

B.F (3n0sKicHuiA) LLnTonoaibHa 3ano3a AcuuTHa pigmHa
(3nosakicHnn) (3nosakicHni)

0O6’em: 10 mn

Ceua

BmicT ceyosoro mixypa
Hupkmn

YpeTpa
CnMHHOMO3KOBa pigMHa

EBGMA96 Microblot-Array EBV IgG 96 CrnMHHOMO3KOBa pigMHa Ceua (3109KicHMi) Ceua (3n107KicHMi)

EBMMA96 i Microblot-Array EBV IgM 96 (3noskicHuin)

06’em: 17 mn
MokpoTta
MpomnBaHHA BpoHXiB
BAN

BAJ1 (3n0AKicHMIA) MNpomunBaHHA BPOHXIB MoKpoTa (3/10KicHMIA)

(3nonakicHnn)
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ABTOMATM30BaHA NOPTATUBHA cuctema ExiStation 48 ana
MNP amnnidikaL,ii Ta eKcTpakKu,ii HykneiHosux Kncnor, IVD

Habip peareHTis ExiPrep 48 Viral DNA/RNA gns MNJ1P
eKcTpakuii sipycHoi AHK/PHK Ha 96 peakuii, IVD (g0 ExiStation 48)

EXIPREP 96 LITE

ABTOMAaTM30BaHa NOPTAaTUBHA CUCTEMA
ONA eKCTpaKLUii HykneiHoBux kucnot ExiPrep™ 96 Lite, IVD

Habip peareHTiB Ans eKcTpakuii BipycHoi AHK/PHK,
ExiPrep™ Viral DNA/RNA, IVD, 384 (4 x 96) TecTis

NG LAB KaTanor 2022-2023 NG LAB
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MNoKpalleHa YyT/IMBa ONTUKA

MiHimizauia Bapiauin Ct

LLInpOKKIA AMHAMIYHWI Aiana3oH

BigmiHHa TOYHICTb i O4HOPIAHICTDL

MoKpalyeHa WBMAKICTb HarpiBy Ten1oBoro 610Ky

IHTYiTMBHO 3pO3yMine Ta 3py4yHe NporpamHe 3abesneyeHHs

5 KaHanbHa ontuyHa cuctema (FAM/SYBR Green |, JOE/TET,
TAMRA/Cyanine3, Texas Red/ROX, Cy5)

BupobHuK: Bioneer Corporation, N E E R
MNisoeHHa Kopes

ABTOMaTM30BaHa NoOpTaTUBHA cuctema Exicycler 96
ana NP amnnaidikauii HykneiHoBux KucnoT, IVD

BucoKa uyTtamBicTb Ta cneumdivHicTb
JeTteKuis aBox abo TpbOX reHis
Bucoka cTabinbHicTb

LLIBnaKicTb aHanisy

BucoKa akicTb

BupobHuK: Bioneer Corporation, N E E R
MNisoeHHa Kopes

Habip pearenTis ana MNP amnnidikalii, MyNbTUN/IEKCHA A1iarHOCTHKA,
AccuPower RV1 COVID-19 (tpu reun E, RdRp, N gene) Ta rpun Tuny Ata B
Ha 96 peakuilt (aganToBaHo ao ExiPrep 48)

Habip peareHTis AccuPower COVID-19 Multiplex ans NJIP amnnidikau,ii
ana getekuii PHK COVID-19 (tpu reHn RdRp, N and E gene)
Ha 96 peakuilt (aganToBaHo Ao ExiPrep 48)
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Bucoka YyTausicTb Ta cneymdiyHicTb
[eTekuis ABox abo TPbOX reHiB
Bucoka ctabinbHicTb

LLiBuAKicTb aHani3sy

BucoKa akictb

BupobHuUK: Bioneer Corporation, N E E R
MNisoeHHa Kopes

Habip pearenTis ana MNJ1P amnnidikaLii, Myl bTUMNJ/IEKCHA AiarHOCTMKA,
AccuPower RV1 COVID-19 (tpu renun E, RdRp, N gene) Ta rpun Tuny Ata B
Ha 100 peakuin (Habip y Burnagi mactepmikcy)

Habip peareHTis AccuPower SARS-CoV-2 Multiplex gna MN/1IP amnnidikauii
ana petekuii PHK COVID-19 (tpu reHn RdRp, N and E gene) Ha 100 peaku,in
(Habip y Burnagi macrepmikcy)

Habip gns suaineHHa BipycHoi AHK/PHK MagListo™ 5M npu3sHa-
YyeHui ana suaineHHa sipycHoi AHK/PHK 3 6e3KniTMHHMX piguH
OpraHiamy (cMpoBaTKu, NAa3mn, CMMHHOMO3KOBOI PigUHU, CAK-
HM Ta iH.) i Ma3KiB 3a JONOMOTrO0 MarHiTHUX HaHOYACTUHOK.

3aBAAKM MarHiTHomy wTatuey Habip Maglisto™ 5M po3sonse
nerwe i wenawe snainntn sipycHy JIHK/PHK 3 6inbw BMCOKOO
YMCTOTOIO, HiXK MPU LEHTPUDYIYBaHHI.

BupobHuK: Bioneer Corporation, N E E R
MNisoeHHa Kopes

Habip ana 36opy cavHu gonomarae 36upatm reHomHy AHK
noanHu, baktepianbHy reHomHy AHK, BipycHy OAHK/PHK, su-
AineHy i3 3paskiB cAMHU. Buayyeny reHomHy AHK ntoanHm abo
BipycHy AHK/PHK, AKy MOMHa BMKOPUCTOBYBAaTW ANA AiarHo-
CTUYHUX Linen.

Y Bunaaky BipycHoi PHK ue no3sonsne 36epiratu 3ibpaHi 3pasku
NP1 KiMHaTHIN TemnepaTtypi NpoTArom 7 AHis.

Bupo6HuK: Bioneer Corporation, N E E R
NisgeHHa Kopes
NG LAB
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04071, m. Kuis, Byn. KocTaHTUHIBCbKa, 6ya. 32, odic 8
Ten. +38 (066) 993 56 23, info@nglabtech.com.ua

Binain nponaxis: +38 (063) 81 41 000, sales@nglabtech.com.ua



