 AHAAMATOP YKV3HECTIOCOBHOCTY KAETOK VI-CELL B

DBICTPbIV aBTOMATV3MPOBAHHDIN-aHAAM3

Vi-CELL BLU aBTOMaTM3MpPYET LLUMPOKO MCMOAb3YEMbIN METOA OLIEHKM
YXN3HECMOCOOHOCTU KAETOK MO BbITECHEHMIO MMU KPACUTEASI TPUMNAHOBOIO
CUHEro. 3TOT METOA TPAAMLMOHHO BbIMOAHAACA C MOMOLLIbIO CBETOBOIO
MUKPOCKOMa, MMNETKN U KaMepbl NopsieBa. ABTOMaTM3aLMAa aHaAM3a AeAaeT
npnbop MACAAbHDBIM AASI OLIEHKM KOAMYECTBA MU YXM3HECNOCOOBHOCTU Kak
KPYMHbIX, TAK 1 MEAKMX KAETOK BO MHOTMX OOAACTSAX, BKAKOYAS
6Mo0dapMaKoOAOTr 1O N HAay4YHble MCCAEAOBAHMUS.

* T[MOAHOCTbIO aBTOMATV3NPOBAHHAA MPOOOMOATOTOBKA

* bBbicTpaa obpaboTka 0b6pa3LoB

¢ TpebyeTca HeboOAbLLOM 06beM 06pasLoB
* BblCOKas COMOCTaBVMOCTb PE3YALTATOB,

MOAYYEHHbIX C MOMOLLbIO Pa3Hbix Nprbopos

* BMeuwlaeT BoAbLLEe KOANYECTBO 0b6pasLos ’yB

CHARACTERIZED C.OUL'ITER
by ingenuity. Life Sciences



HOBOE MOKOAEHME VI-CELL

OcHoBaHo Ha mopaeAm Vi-CELL XR

* [TOAHOCTbIO @aBTOMATU3MPOBaHHAsA * BcTpoeHHbIn MK (OC Win10) ¢
NPOBGOMOAFOTOBKA U MOACHYET KAETOK CEHCOPHbIM 3KPaHOM

» 3arpyska o6pasyoB U3 24-Mo3nLNOHHOM . ObecneyeHune COOTBETCTBUA
KapyceAu UAK 96-AYHOYHOIO NAaHLLEeTa TpeboBaHuam 21 CFR, yacTb 11

+ KapTpuaXK ¢ peareHTamMu, yKOMMAEKTOBaHHbIN * BO3MOXKHOCTb BaAMAALMU MOHTaXa
KpacuTeAeM TPUMaHOBbIM CUHM, BydepomMm, 1 dyHKLUMoHMpoBsaHna (IQ/0Q)
pacTBOpPaMuM AN AE3UHDEKLMN M OUYNCTKIN

YcoBepLUeHCTBOBaHUS

MepeAOBble TEXHOAOTMIN AO3UPOBAHMS N MOCTPOEHNA N306PaXKEHUN AEAIOT BO3MOXKHbBIM
MOAHbBIN KOHTPOAb CUCTEMbI - OT MPOOOMOATOTOBKI A0 @aHaAM3a N306PaXKeHU 1 OUNCTKU —
C MOMOLLIbIO MPOCTOrO B NCMOAbL30BAHWUN, HACTPANBAEMOrO NMPOrPaMMHOro nHTepdenca.

STOT NPNOOP NPOU3BEA PEBOAIOLIMIO B CKOPOCTU, HAAEXHOCTU N 06 BEKTUBHOCTIN PE3YALTATOB
1 MO3BOASAET MOAYUNTb BaXkKHYO MHDOPMaLMIO, KOTOopas bbiAa HEAOCTYMHAa AAS OObIUHBIX
METOAOB.

* BbICOKOCKOPOCTHas Kamepa No3BoAaeT crucTeme GopMMpPoBaTh M306paXkeHns, noka obpasel,
NPOTEKaeT Yepes NPOTOYHYIO GUYelKY. [TOCKOABKY HET HEOBXOAMMOCTI NMPUOCTaHaBANBATb
ABWKEHME 06pa3sLia AAS MOAYYEHWA N30DPaXKeHNs, YBEANYMBAETCA CKOPOCTb aHaAl3a
obpasLia, 1, COOTBETCTBEHHO, YMeHbLLUaeTca obLilee BpemMa 06paboTKu.

* YMeHblUeH e AAVHbI U BHY TPEHHEro aAnameTpa TpyOKM MO3BOASIET CUCTEME UCMOAb30BaTb MeHbLUNE 0ObeMbl 06Pa3LI0B AAR aHaAM3a.
* ONTUMM3aUNA CKOPOCTU LMPULIEBONO HACOCA YCKOPAET MPOLECChl CMelINBaHUSA U MPOMbIBKM, CBOAS K MUHUMYMY MOMaAaHne ny3bipbKoB.
* OddEKTUBHbIE AATOPUTMbI MPOrPaMMHOIo obecrneyeHs:
YYeT HEAVHEMHOCTU N3MEPEeHMA KOHLUEHTPaUMM AAA BOAEE TOUHBIX PE3YALTATOB B LUMPOKOM AManasoHe
° BO3MO>XHOCTb MOBTOPHOMO aHaAM3a AGHHbIX AAR ONTUMW3ALMM TUMA KAETOK
OTCAXKMBaHME MY3bIPbKOB AAA MPEAYMPEXKAEHUS ONepaTopa O HAANYUK MY3bIPbKOB Ha M300PaXKeH

CnocoBbHOCTb O6HAPYKMBATb M UFTHOPMPOBATb MblAb B MPOTOYHON Aderke

XAPAKTEPUCTUKK

ObecneyeHne
- 3arpyska obpa3sLos - .
ABTOMaTNYECKUI ~ MUHMEABHbBIN MaKcrMaAbHbIN COOTBETCTBMA  AcCMuvpaung 1 cMelvBaHue
DyHKLMM MpPoboOTOHOPHUK 8 96-AyHOUHOM Bpems arnasusa obpasua obbem obpasua obbem obpasua TpeboBaHWaM 21 TPUMNAHOBOIO CUHEro
nAaHLLeTe
CFR, yacTb N
<130 cekyHA B 0BbIYHOM pexxiMe
<90 cekyHa B BbICTPOM
pexwme 170 mKA B BBICTPOM
. CTaHaapTHOE BpeMs aHaAn3a: pexume
Vi-CELL BLU Aa, 24 nosnumm Aa O6b\ﬁHEIl;I pe>+<mpM: 110 cexyHa 500 MKA Aa HacTpavBaemble
BLICTPBIN pexam: 80 ceryra 200 MKA B 0BBIHOM
100 n3obparkeHuin, P
NP KOHLEHTPaLMKU OKOAO
2 x 108 KAETOK/MA
* OpHOBpeMeHHas
3arpyska MeHbluee ONTUMU3aLUMA AAS XPYMNKUX,
Pa6oTta 60oAbLIOrO NCTOLLIEHVE UYBCTBUTEABHbBIX KAETOK.

KOAn4ecTBa DKOHOMUSA BPEMEHM, YBEAUYEHNE KAETOYHbBIX KYABTYP _ AONOAHUTEABHOE

MpeumyulecTea Goer?eyl-’{ai(‘éTl/’I;! obpasuos NPON3BOAUTEABHOCTM B CAyYae BeAEHUS CooteetcTaie nepemeLLBaHmne yAydLlaeT

paTop: PexkiM paboTbl KYABTYP B MaAbIxX pe3yAbTaThl M3MepeHus
6e3 yuacTus KOAMYECTBax AVIMKMX KAETOUHBIX AVHUI
onepaTopa
OnepauyroHHas crucTema [MoTpebAasemas MOLLHOCTb TemnepaTtypa Bec
50 BT, MakcumyM 65 BT
Win 10 MuTaHue nepemerHoro Toka: 100-240 B~, 2,5 A, 13-37 °C 28 kr

50-60 Iy
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Ob6ecneyeHne HAAEXKHOCTU AaHHbIX
M COOTBETCTBUA TPebHOBaHUSAM

[MPaBUAO 06 SIAEKTPOHHbBIX 3aMUCAX 1 SIAEKTPOHHbIX Noanncax (21 CFR, yacTb 11) 6bIA0
paspaboTaHo YNpaBAeHMEM MO CaHUTapPHOMY HAA30PY 33 KaYeCTBOM MULLEBBIX MPOAYKTOB

1 MeankameHToB CLUA (FDA) aAASa onpeaeAeHmsa TpeboBaHnM K MPeACTaBACHMIO

AOKYMeHTaLMM B 9AEKTPOHHOM hopMe U KpUTEPUEB AAS Y TBEPXKAEHHbBIX SIAEKTPOHHbIX
noanucen. NMockoAbky Npmnbopsl Vi-CELL reHepupytoT SAEKTPOHHbIE 3aMCU, OHM AOAXKHbI
COOTBETCTBOBaTb TPebOBaHWAM NMpaBMAa 06 SIAEKTPOHHbBIX 3aMUCAX, MPEABABASEMbIM

K 9AEKTPOHHbBIM 3anncam. PYHKLMA 6€30MacHOCTM B MPOrpaMMHOM obecneyeHumnn

aBTOMaTUYeCKM MO3BOASET MOAb30BATEAK HacTpamBaTb cUCTeMyY. AAsa obecnedeHuns
cooTBeTCcTBMA TpeboBaHmam 21 CFR, yacTb 11, B cucteme Vi-CELL npeaycMoTpeHbl
CAEAYIOLLME OCHOBHbIE GYHKLMUMN:

KOHTPOABHbIN XXYPHaA

ANA TMPOCAEXKNMBAEMOCTU

* DalAbl >KYPHAAOB OLLIMBOK

* VIHCTpyMeHTbI

AANA AAMUHNCTPNPOBaHNA

* BO3MOXXHOCTb BaAUAALMN MOHTaxXa
1 dyHKUMOHMPoBaHMa (IQ/0Q)

* BO3MOXXHOCTb MCMOAB30BaHUSA 3/\€KTDOHHOI;\

noanucu

* McnoAb3oBaHMe paanMovyacTOTHOM
MAEHTUDMKAUMM AAS OTCAEXUBAHUA

* Be3onacHbI BXOA MOAb30OBaTEAR B cncremy

+ HacTpoWka A0CTyMna NoAb30BaTeA:

MM6KOCTb M MPOCTOTAa NCITOAb30BAHMNS

* [1poCTOTa yCTaHOBKM KapTpMAaXKa C

peareHTamm

* OaAHOPa30Bble KOHTPOALHbBIE 0BPa3LbI

* DKCMOPT AAHHbIX

* BO3MOXXHOCTb yCcTaHoBKM MO Ha OTAGAbHbIN

KOMMbOTEP AAA 06pa6o‘r+<w AaHHbBIX

apTUKyAa peareHTa, HoMepa napTuu,
AQTbl UICTEYEHUS CPOKA FOAHOCTHU

M KOAMYECTBA BbIMOAHEHHbBIX M3MEPEHUI

PaboTa B YNCTbIX MOMELYEHUSIX

* [TOBEPXHOCTW MOXKHO MPOTHPAaTb

* He TpebyeTca BHewwHMN MK
VAN MOHUTOP

* YCTOMYMBOCTb K Mapam nepekmcum

* [MopAep>KKa BO3MOXHOCTM AOCTYMNa APY X
nporpamm K paHHbiM Vi-CELL BLU

BOAOPOAG (20 LMKAOB/TOA)

Pa3HuLa 3HaYeHNn cpeaHel KOHLeHTpauun obpasiia (B 3aBUCMMOCTH OT CUCTEMbI)
AAS1 O6bIYHOIO Pa3AEAEHHOro 06pasLia C KOHLEHTPaLMen KAETOK He MeHee
2,0 x 10® KAETOK/MA AOAXKHA HaXOAMTbCA B NpeaeAax 10 %, C AOCTOBEpPHOCTbIO 95 %.

Mapaverps  Booxocr:
aHaAMn3a KAETOK no
YMOAYGHMIO napameTpos
aHaAv3a
Aa Aa

+ loBblleHHan
TOYHOCTb
Koppeasauus c
aAbTepHaTUBHbI-
MU MeTopaMU

[pocTon 3anyck  «

Pasmepbl nprbopa

AnanasoH
KOHLEeHTpaumm

OT 5 %x10* p0
1,5 x 107 KAETOK/MA

CeepeHuve
K MUHUMYMY
HEOBXOANMOCTH
pasBeaeHUst
obpasuos

WxrxB
42 x 54 x 45 (cm)

TouHoCTb rnoacyeTa

B npeaenax 10 % ot

KOHLEHTpaumu no

cueTumky KyabTepa

AAS KOHLEHTpauui

2 x 10° KAETOK/MA
1AM Bonee

YBEepeHHOCTb
B pe3yAbTaTe

BocnponsBoAMMOCTb
noacdeTa

KoadduumeHT
Bapuaumm
NOBTOPSIEMOCTU
KOHUEeHTpaumm =5 %
AAS ODOBIYHOMO
obpasua ¢
KOAMYECTBOM He
Menee 2,0 x 106
YacTuu,/MA

YBepeHHOCTb
B pe3yAbTaTe

AvanasoH
pasmepos

2-60 MUKPOH

YAYULLEHHbIN
AManasoH
M3MepeHuin
AAST MEAKMX
U APOMOKEBbBIX
KAETOK

CoobLLeHVe O BbIXOAE

33 NPEACABI OnpeaeasieMble
NOAb30BaTEAEM
AOMYCTNMOro
AMANA30HA napameTpbl
KOMLIEHTPALWN AeKAacTepusaummn
Aa Aa
OnTrMr3auns
MM3epeHnst
ABTOMaTNYECKM KAEUKNX
HbopMmnpyeT KAETOUHbBIX AVHNI
onepaTopa. AR MOACHETa

KAETOK
B KAaCTepax

M3mepeHne
OKPYFAOCTH

MNomoraeT
B OTAEAEHUU
Mycopa
oT obpasLa.
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HOBOE MIOKOAEHME VI

MHPOopMaLmusa AASA 3aKasa

APTUKYA OnucaHue

C19201 Cuctema Vi-CELL BLU, BkAtouaeT Npubop 1 CTapTOBbIM KOMMAEKT.

MpPUHAAAEXHOCTU U pacXoAHble MaTepUuaAbl

ApPTUKYA OnucaHune
C06019 KapTpuaxk ¢ pearedtamum Vi-CELL BLU
C39291 KapTpuasxk Vi-CELL BLU (4 wtykun)
Mpobrpkn AAS 06pasLoB
C24843 (350 Npobrpok AAS 0bpas3LoB B NakeTe) \-)
C24841 96-AYHOUHbBIV MAQHLLET, 5 WTYK
e
OaAHOPa30Bble MPOKaAbIBaeMbIe MAEHKU, AAST 3aKAVBAHNA
C24842
96-AyYHOYHOro nAaHweTa, 10 WTyK
Co9147 OAHOPA30BbIN KOHTPOAbHbLIV 0bpaseL koHueHTpaumn 0,5 M
(20 Buan, 0,5 x 108 yacTrL,/MA) =
o948 OAHOPa30BbIN KOHTPOABHbBI 06pa3el; KoHueHTpauun 2,0 M =
(20 Buan, 2 x 106 yacTunL,/MA) \ / —
~ ~ U
C09149 OAHOPa30BbIN KOHTPOABbHbIN 0bpasel KoHUeHTpauun 4,0 M

(20 Buan, 4 x 10° yacTuL,/MA)

™ "1

09150 OAHOPa30BbIN KOHTPOAbHbIV 0bpaszell koHueHTpaumn 10,0 M
(20 Buan, 10 x 10° yacTuL,/MA)

CO9145 OAHOPA30BbIN KOHTPOALHBIM 0bpasel] YacTul, ¢ 50 % >KM3HeCnoCOBHOCTLIO ::‘

(20 BUWaA ¢ 50 % >KN3HECNOCOBHOCTBIO) _

C23660 CTapTOBbIM KOMMAEKT \‘/

npOAyKT He npoBepeH 1 He YyTBep>XXAeH AAA MCMOAb30BaHUA B ANArHOCTUYECKNX NMpoueApypax.

O
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