Potorpadpuueckue H300paKeHHA MEAHIIUHCKOr0 H3ACIHSA
Cexpenarop reHetuueckuii HELICON®

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUF 1 PETHCTPALIMH MELMLIMHCKUX U3REM



1 CekBeHatop reHetndecknini HELICON® G50: O6umii B ynakoBKW, MaHUMYAALNOHHbIE 3HAKN.

C

"9 Life Science (nnovatygn

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



2. CekBeHaTtop reHetuyecknin HELICON® G50: O6wWmii BUA yNnakoBKU (BUA CO0KY), MHAMKATOPbI HaK/0Ha W
yaapa rpysa.
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3. Cexnenarop reseriuecknii HELICON® G50: MapkupoBka YNHakOBKH
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4. CekseHatop reHetmyeckuii HELICON® G5Q: MakeT MapKMPOBKMN YNakKoBKM

Genetic Sequencer

1# 1 HELICON'G50 1VD
(01) 0 6974318 13000 8
UDI (11)220700
(2DC2140340220002

2022-07 QTY: 1/ 1 C:€

Wuhan MGI Tech Co., Ltd.
Building 24. Stage 3.1. BioLake Accelerator. No 388. 2nd Gaoxin Road.
East Lake High-Tech Development Zone 430075, Wuhan, P.R.China

Shanghai International Holding Corp. GmbH (Europe)

EC REP Eiffestrasse 80. 20537 Hamburg. Germany

[/-50T _.-90% IO6kPa
fSN o0*0

32140340220002 . AKX 15%-- 70kPa

CekBeHaTop reHeTH4Yecknii HELICON¥*,
BapuaHT ncnonHeHus:
1. CekBeHaTop reHetmyeckmin HELICON* G50. B cocTaBe:
1) CekBeHaTop reHetnyeckunii HELICON® G50 - 1 wr,;
2) Kabe.nb nuTaHus - 1wWr.;
3) MMpepoxpaHuTtensb 250B. 10 A - He 60.1ee 2 WT.;
4) PyKOBOACTBO MO aKcnayaTauuum - 1 wT.;
5) YnnoTHuTenbHasa npoknagka - He 6onee 50 wT.;
6) CeTeBOW Kabenb 2 M- 1 WT.;
7) KapTpuoX ons npoMbIiBKY —He 60see 4 WT.;
8) [MpoTo4Has A4velika AN NPOMbIBKU - He 60s1iee 2 LWT.;
9) Mpobupka 0,5 N™- He 60nee 60 WT.;
10) MnHuet - 1wr,;
11) CkaHep WITPUX-KOAOB - 1 KOMM/EKT;
12) KomnbloTepHas Mbiwb —1 WwT.;
13) KnaBnatypa - 1wr,;
14) KoHTelHep Ana 0TpaboTaHHOM XXMAKOCTM —1 LWT.;
15) laTumK ypOoBHSA XNAKOCTU - 1 WIT.;
16) Tpybka fpeHaxHas wokaa 1.3 M —1wT,;
17) Habop ans KanmbpoBku cekBeHaTopa MGISEQ Staudai‘d Libraiy Reagent (26 Hr.) —1 wr.

YNonHOMOYEHHbII NpeagcTaBHTe.Tb Poccuiickon degepaunHH:
000 «Ko”waHna XennkoH»
119619 MockBa. HoBomelwepcknin npoe3a, aom X» 9. cTp. 1, komu. 11
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5. CekBeHatop reHetndecknini HELICON® G50: Bug cnepean
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6. Cexsenarop renernueckuii HELICON® G50: sua ciesa
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7. CekBeHatop reHetuyeckuin HELICON® G50: Bug cneBa (pasbembl)
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8. CekeHatop reHetnyecknii HELICON® G50: Bug cripasa
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9. Ceksenartop renetudeckuilt HELICON® G50: sua cnpasa (pazbemel)
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HO.CekBeHaTop reHeTnyeckuini HELICON® G50: Bug c3agu
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11.CekBeHatop reHetnyeckmin HELICON® G50: Bug c3aamn (MapKMpoBKa)

Genetic Sequencer

HELICON* G50 IVD
Supply Voltage: 100-240 V~, 50/60 Hz IPXO
Rated Power: 900 VA

2022-07 SN
C2140340220002

Wuhan MGI Tech Co., Ltd.
J Building 24. Stage 3.1, BioLake Accelerator, N0.388, 2nd Gaoxin Road
I East Lake High-Tech Development Zone. 430075, Wuhan, P.R.China

Shanghai International Holding Corp. GmbH (Europe)

EC REP Eiffestrasse 80, 20537 Hamburg. Germany

(01) 06974318 130008
UDI (11) 220700

(21) C2140340220002 X C€
Class 1 lase*- product, IEC 60825-1.2014 js i)
p
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12.CekBeHatop reHetuyecknii HELICON® G50: Kabenb nutaHus
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M.CekBeHaTop reHetuyecknin HELICON® G50: MpegoxpaHutens 2508, 10 A
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M.CekBeHaTop reHeTnyeckmin HELICON® G50: PykoBOACTBO MO 3KCnayaTauum

PYyKOBOACTBO HO 3KcnyaTauum

Ha MeAULMHCKOe H3fe.lne
Yactb |

User manual

for medical device
Pan1l

CekBeHaTtop reHeTnyeckmii HELICON®

Genetic Sequencer HELICON*
«YTBEPXOAHK» /| «KxAPPROVE»

CEO
(e"oi.MCMOcmb/posifioti}

MponrsonnTC/b:

000 «¥YxaHb IMDxunSiA Tex Ko., ITa.»

KHP, 430075. r. ¥XaHb, 3nHa p&3aNTHA HOBbIX TexHosoruin [yHxy. ynuua Xait-tek Brtopas, >'38S,
YxaHbCKas OMTUYecKas JonvHa. MexayHapoaHbIi akcenepaTop 6HO(apMaLICBIVYeCKUX NPeAnpUsTUA,
oyepefb 3.1, cTpoeHue 24

Wuhan MGL1 Tech Co., Ijd.
Building 24. Stage 3.1, Biol*kc Accelerator. No. 388. 2nd Gaoxin Road, East Lake High-Tech
Development Zone, 430075. Wuhan, P.R. China

YHONNOUNYEHHbI NPCACTAbIHTENL (ANCTPMOLIOTOP) KOMNaHun B Poccuiickoin dencpannn:

OCHO «KomnaHms XeanKok»»
119619 Mocksa. HoBomeLLICpCKMiA Mpoe3g, Aom >k 9, cTp. |, komm. 11

Bepcm 1.0/[>xaj«nent VmH” 1.0

Ana obpaw,eHns Ha Tepputopun PO
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15.CekBeHatop reHetnyeckmin HELICON® G50: YnnoTHUTeNbHas NpoKiagka
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18.Cexnenarop renetnyeckuii HELICON® G50: [Mpotounas sueHxa Ana NPOMBIBKH
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19.Cexksenarop resernsieckiit HELICON® G50: IMpobupka 0,5 Mn
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20.CekBeHatop reHetuyeckuii HELICON® G50: MuHueT
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21.CekBeHatop reHetuyecknii HELICON® G50: CkaHep LUTPUX-KOAOB
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22.CekBeHatop reHeTnyeckuii HELICON® G50: KomnbioTepHas Mbillb
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23.CekBeHatop reHetuyeckunini HELICON® G50: Knasumatypa

S 1 f
m . 1

«v
\ 1
ik a.
O ~1
2 O
(@
¢

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

J

1 t
N N\

24



24.CekBeHaTop reHetnyeckmin HELICON® G50: KoHTeliHep Ans 0TpaboTaHHOM XUAKOCTM
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27.CekBeHaTop reHetnyeckmnii HELICON® G50: Habop ans kanmbpoBku cekBeHaTopa MGISEQ Standard
Library Reagent (26 Hr.) (o6wwuii B B ynakoBKe)
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28.CekBeHatop reHetuyeckmin HELICON® G50: Habop gns kanmbpoBku cekBeHaTopa MGISEQ Standard
Library Reagent (26 Hr.) (o6wunin Bng)
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29.CekBeHaTop reHetuyecknii HELICON® G400: O6wuii BUA YNakoBKW, MaHUNYNALUMOHHbIE 3HAKN.
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30.CekBeHaTop reHetnyecknin HELICON® G400: O6wmnin Bug ynakoBkn (BUA C60KY), MHAMKATOPbI HaK/0HA U
ypapa rpysa, MapKupoBKa ynakoBKWU.
1~
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31.CekBeHaTop reHetuyecknin HELICON® G400: O6wuii B ynakoBku (BUA € Apyroro 60ka), MapKnpoBka.
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32.CekBeHaTop reHeTnyecknin HELICON® G400: MapKunpoBKa.

redind”™ ates rough handling.

I/VARNING

Genetic Sequencer

# HELICON® G400 1VD

(01) 06974318 13001 5

UDI (11) 220400

(21) C2130410220011
2022-04 QTY: 11 C e

Wuhan MG! Tech Co,, Ltd.

w W Building 24, Stage 3.1, BioLaKe Accelerator, N0.388, 2nd Gaoxin Road.
East Lake High-Tach Development Zone, 430075, Wuhan. P R China

EC REP Shanghai International Holding Corp. GmbH (Europe)
Elffestrasse 80. 20537 Hamburg, Germany

SN SOX 90%

2130410220011 %
15% 70kPa

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Cn'kecHarop reHeTuyeckuin HELICON*
BapuaHT ncrnonHeHuns:

Genetic &K

2. CckBenatop reHetndyecknii HELICON* G400, B cocTaBe

. #
1) CckscHaTop reHetn4veckmii HELICON* G400- 1 wr;
2) Kabenb nutaHusa - 1 wrt.:

3) MpepoxpaHnTens 250 B. 10 J1 - He 6onee 2 WT.:
4) 1YKoB0/CTBO MO 3KcnayaTauum - 1 WT.:
5) KomnbloTepHas Mblillb - 1 LWIT.:

rm
6) KnaBuatupa - | Wwrt.:

7) CkKaHep WITPUX-KOAOB - 1 WWT.: 0
8) KapTpumx ;bTa NPOMbIBKY - HC 60nee 8 LWT.: Wuhan g
9) TMpoTouHas AYelika AN NPOMbIBKM - He 60/1ee 2 LUT.: hJ Bufiding
10) YN;l0THATC/IbHAA NPoKiagKa - He 6onee 32 Wir,;

M) MuHueT - 1 wr.:

East Lai »

R

12) Pyuka onst nepeHocky - 4 wir.:

ec crepr  Shanghag
Efffestra* g
13) Mpobupka 0.5 mn - He 6onee 60 LWIT.: s
14) Py4Holii 3arpy34mk HaHowwapukoB A11K- He 6onee 2 WwiT.: SN C2U0410
15) IHCTpYKUMS MO MPUMEHEHWIO HA PYYHOI 3arpy3umK MaHOLLIAPHKOB - 1 LUT.;
16) KoHTeliHep X\A 0TpaboTaHHOM XXUAKOCTU - 1LIT.;
17)

JaTuvk ypoBHSA Xu1aKocTy - 1 WwrT,;
18) Tpybka gpeHadkHast rmokast 3 M - 1 1T;

19) Habop a.ua KanmbpoBku cckBeHaTopa MGISBQ Standard Libraiy Reagent (26 wr.) LLIT.

YnonHomo4eHHbIR llpe.kTaBUTCAb Poccuiickoli deaepaymu:
000 «KomnaHunsa Xe.TUKOH»

119619 Mocksa. MoBomcLuepcKuin npoess, foM Ne 9. ctp. 1 Komm. 11

Py No ot

& 000 LHPMH (7] INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU



34.CekseHatop reHetnyeckuin HELICON® G400: MakeT MapKMUpOBKM

Genetic Sequencer
# HELICON" G400 1VD

(0*) 06974318 13001 5
UDI rii-S A (11) 220400
(21) C2130410220011

2022-04 QTY: 1/ 1 C€

Wuhan MGI Tech Co., Ltd.
|J Building 24, Stage 3.1, BioLake Accelerator. N0.388, 2nd Gaoxin Roac.
East Lake High-Tech Development Zone, 430075. Wuhan, PR China

Shanghai International Holding Corp. GmbH (Europe)

EC REF Eiffestrasse 80. 20537 Hamburg. Germany

90% A _ 7~ 106KPa
SN

C2130410220011 «20“C 70kPa--A'A

CekBeHatop reHetndeckon HELICON*,
BapuaHT ucnonHeHus:
2. CekBeHatop reHeTn4eckuii HELICON* G400. B cocTase:

1) CekseHatop reHetnyecuwl HELICON® G400 - 1wr.:

2) Kabenb nutaHus - 1uwr.:

3) MpepoxpaHuTtens 250 B. 10 A - He 6onee 2 WT,;
4) PyTCcOBOACTBO MO 3KcnayaTawn! - 1 wr.:

5) KomnbtoTepHas Mbillb - 1 LWUT.:

6) Knasuartypa- 1luwr.:

7) CkaHep WTpnX-Koaos —L L.

8) KapTtpumx XIAnpombIBKY - He 6oee 8 LuT.:

9) lMpoToyHas fueiika AN9 NPOMbIBKY - He 60.71ee 2 LT.:

10) YnnoTHWUTeNbHas NPoKnagKa - He 6onee 32 WT.;

IDIliraueT- 1uwr.:

12) Pyuka XN NepeHoCcKu - 4 wrt.:

13) TMpo6npka 0.5 mn - He 6onee 60 wWT.:

14) Py4Hoii 3arpy34mk HaHowwapnkos JHK- He 6onee 2 wr.:

15) VIHCTPYKLUWMSA NO NMPUMEHEHMIO HA PYYHON 3arpy3ynK HaHOLLIAPMKOB - 1.
16) KoHTeliHep xnsa oTpaboTaHHOW MLLKOCTTT—L wr.;

17) faTumnK ypoBHS XnakocTn - 1wt

18) Tpy6ka gpeHakHas WoKag3m- 1.

19) Habop xns ka.nnbposkn cekBeHatopa MGISEQ Standard Library Reagent (26 Hr.) - 1wr.

YN0./1BOMOYEHHbI NpeacTaBHTe. b Poccuiickoin degepauimu;
000 «KoMuawlA Xe.nkoH>*

119619 Mocksa. HoBomeLepcknii npoesg, gom Xe 9, ctp. 1 komu. 11

PY X» oT

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



33.CekBeHaTop reHeTnyecknii bIELICON® G400: Bug cnepeam
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36.CekseHatop reHetnyecknii HELICON® G400: Bua cnesa

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

e —o % coee o eeed/ =

m AV, Vx SVOVE 5] eee eee

bl



3T.CekBeHatop reHetuyecknini HELICON® G400: Bua cnesa (pa3bembl)
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38.CekBeHatop reHetuyeckunii HELICON® G400: Bup cripasa
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39.CekBeHatop reHeTnyeckunii HELICON® G400: Bua cnpasa (pasbeM NuTaHus)
T~TTT7TIT7—

bl::/ly:'X Y.
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42.CekBeHaTop reHetmyecknii HELICON® G400: Kabenb nuTaHMs
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43.Cexsenarop reneruvecknit HELICON® G400: [peaoxpannrens 250 B, 10 A
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44.CekeHaTop reHetnyeckuii HELICON® G400: PykoBOACTBO MO 3KCNyaTauum

PykoBoACTBO Mo akcnayaTayuum

Ha MeaULMHCKOe nusgenune
Mactb 1

User manual

for medical device
Part |

CekBeHaTop reHeTunyeckmn HELICON*

Genetic Sequencer HELICON*

«Y'TBEPXOAK» | <<4PPROVE*

!/ CEO

(da-uicHocmb!posUion)

MpownssoguTesns:

000 «YxaHb IMIKMAW Tex Ko,, /ITa.»

KWP, 430075, r. ¥xaHb, 30Ha pasBUTWSi HOBbIX TeXHosOrviA [dyuxy, ynmua Xaii-tek Btopas, .\/s388.
YxaHbCKasA OrTTUYeCKas fonnHa. MexayHapoaHbI akcenepaTop 6rodapMaLCBTUHCCKMX NPeanpUsTUii,
ouepep 3.1,cTpoeHe 24

Wuhan MGI Tech Co,, Ltd-
Building 24, Stage 3.1. Biol*ke Accelerelor. No. 388, 2nd Gaoxin Road. East blkc High-Tech
Development Zone, 430075, Wuhan, P.R. China

YWOHOMOYEUHBIN NpccTaBHTeNb (AUCTpU6LI0TOP) KOMNaHuu B Poccuiickoii defepaumm:

000 «KomnaHus XenmkoH»
119619 Mocksa, HoBomcLicpckuii npoesg, gom JiB89, ctp. |, komm. 11

Bepeu! A»«>wcHta 1.O/DiMmKmVcnton i.0

Ana obpauw,eHnsa Ha Tepputopun PP

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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45.CekBeHatop reHetmyeckmnin HELICON® G400: KomnbtoTepHas Mblllb

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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46.CekBeHatop reHetnyecknin HELICON® G400: KnasmaTypa
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47.CekBeHatop reHetuuyeckuii HELICON® G400: CkaHep LUTPUX-KOAO0B (KOMI/IEKT)
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48.CekBeHaTop reHetuyecknin HELICON® G400: KapTpuaK 415 NMPOMbIBKM

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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30.CekBeHatop reHetnyecknin HELICON® G400: ¥YnnoTHUTeNbHas Npoknaaka
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51.CekBeHatop reHetnyeckuin HELICON® G400: MuHuet
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52.CekscHatop reHetnyecknii HELICON® G400: Pyuka an1s nepeHocKu
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33.CekBeHatop reHeTnyeckmin HELICON® G400: Mpobupka 0,5 Mn
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54.Cexaenarop renernueckiii HELICON® G400: Pyutoit 3arpy3qux uanowapnkos JTHK
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55.CekBeHaTop reHetuyecknii HELICON® G400: VHCTpyKUuMsi MO MNPUMEHEHUIO Ha PYYHONM 3arpysyuk
HaHOLLap1KOB
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36.CekBeHatop reHetnyecknin HELICON® G400: KoHTeiiHep 415 0TpaboTaHHON XMUAKOCTU

Y ;7 * ¢ Ne 1

L/i'Vv/ay" 4
PATLLL_

pJ1? W-
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57.CekBeHaTop reHetuyeckmii HELICON® G400: [JaTunK ypoBHA XULKOCTU
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58.CekBeHatop reHetnyeckmin HELICON® G400: Tpybka fpeHaxHasa rubkas 3 M
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59.Cexsenarop rexernuecknit HELICON® G400: HaGop ana kanubposku ceksenaropa MGISEQ Standard

Library Reagent (26 Hr.) (o6wmit BUa B ynakoke)
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60.CekBeHatop reHeTnyeckunii HELICON® G400: Habop ansi kannbpoBku cekBeHaTopa MGISEQ Standard
Library Reagent (26 Hr.) (06wwmii Bu1g)
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MpoLwmMTO, NPOHYMEPOBAHO U CKPEMNJIeHo
neyatbto 6 I nmcTos
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