SYsmex

21 November 2018
R iNed

DECLARATION

We. SYSMEX CORPORATION, having its principal place of business at 1-5-1, Wakinohama-
Kaigandori, Chuo-ku, Kobe 651-0073, Japan, hereby declare that the following document is
truly prepared, and the content of the document is certified true and correct.

Instruction for Use for CELLCLEAN AUTO

For and on behalf of
SYSMEX CORPORATION.

Hitoshi Nishiumi

Vice President

Regulatory Affairs

Regulatory Affairs and Quality As*u

Sysmex Corporation

1 Wakinohama-Kaiaandori. Chuo-ku. Kobe 651-0073, Japan
IIEKTPOHHAA KOMHA uwnPMnEHA llEHTPlJM MCTILTAHMH W PETHCTPALINM METMLHHCKIX| uaﬂmuﬁ o4

WWW.SySmeXx.co.jp



SYsmex

Instruction for Use

CELLCLEAN AUTO cleaning solution for Sysm ex

hem atology instruments for in vitro diagnostics

manufactured by

SYSMEX CORPORATION, Japan

Version 1 dated 01, 03.2018

Only for Russian Federation

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



1. Name ofthe medical device

CELLCLEAN AUTO cleaning solution for Sysmex hematology instruments for in vitro
diagnostics (hereinafter referred to as solution, reagent, CELLCLEAN AUTO).

2. Intended use
For in vitro diagnostic use only

CELLCLEAN AUTO is to be used as a strong alkaline detergent to remove SYSMEX lysing
reagent, cellular residuals and blood proteins remaining in the hydraulics of automated
hematology analyzers XN series, XN-L-series and automatic system for blood smear
preparation and staining SP-10.

3. Field of application

CELLCLEAN AUTO is used in clinical laboratory where diagnostic tests are performed. The
device is intended for use only by professionals having appropriate qualification. Prior to use,
the operators should carefully read the Instruction for Use.

4. Indication
CELLCLEAN AUTO is necessary for hematology instrument cleaning after performing an
analysis.

5. Contraindications

Contradictions to the use of CELLCLEAN AUTO are absent.

6. Possible side effects
Known side effects related to the use of the CELLCLEAN AUTO are absent.

7. Sterility.

CELLCLEAN AUTO cleaning solution is supplied nonsterile.

8. Principles ofuse

One vial is used for one cleaning sequence.

CELLCLEAN AUTO is a detergent to prevent protein precipitation in the Reaction
Chambers, the Waste Chambers, the Detectors, the Piercers, the Aspiration tubes and the
HGB Flow Cell.

If this product is used on any other Sysmex instrument, it is unrecognized as detergent and the
content solution may leak into the instrument. When using CELLCLEAN AUTO, do not peel
off the upper film.
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13. Device characteristics

Device components
Sodium hypochlorite (available chlorine concentration 5.0 %).

Physical properties of the device

Physical state/color Liquid/yellowish green

14. Conditions ofuse, storage and transportation. Reagent

stability.

Conditions of use
The reagent is used in clinical laboratories where diagnostic tests are performed within
temperature range of 1 to 30

Storage conditions

If stored at 1-30 X the CELLCLEAN AUTO solution in unopened vial is stable within 12
months from the date of manufacture. CELLCLEAN AUTO should be stored in a dark place.
Avoid exposing to direct sunlight, or chlorine component will deteriorate and the effectiveness
of this detergent will be lost depending upon the time period of exposure.

Storage ofthe medical device in the original package should be performed in appropriate rooms
providing the necessary temperature range (less than 30 °C) with daily recording of the air
temperature.

If the storage conditions are not met the medical device should not be used!

If the storage conditions are met the CELLCLEAN AUTO solution in unopened vial is stable
within 12 months from the date of manufacture.

Transportation conditions

Transportation is allowed within the shelf life at 1-30 °C in all types of closed vehicles
(trucks, planes, trains) according to the transportation regulations valid for particular vehicle.
Freezing is not allowed.

Transportation at temperature above 30 °C (but less than 45 ®C) is allowed within 42 days.
Other conditions:

(1) Do not freeze the device

(2) The devices should not contact the cold package (do not freeze)

(3) Protect from sunlight/ small particles (dust)

Other conditions:

(1) Do not freeze the device

(2) The devices should not contact the cold package (do not freeze)
(3) Protect from sunlight/ small particles (dust)
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Reagent stability

Shelf life after first opening (open vial stability)
Not applicable (this is a single-use device).

Long-term stability

CELLCLEAN AUTO is stable within 12 months at 1-30 °C.

15. Labeling symbols

Symbol Designation
| | | I Manufacturer
o Manufacturer logo
sysmex g
1VD in vitro diagnostics medical device
@ Warning! Causes corrosion
' Temperature limitation
e Keep away from sunlight
A

Consult instructions for use

Compliance with the essential requirements of the
European Directives:
98/79/EC on in vitro diagnostic medical devices

Use by

LOT Batch code
cIrer Authorized representative in European Community
REF Catalogue number

16. Cleaning, disinfection, sterilization

Not applicable.
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22. Contactinform ation

Manufacturer and developer:

SYSMEX CORPORATION

1-5-1 Wakinohama-Kaigandori, Chuo-Ku, Kobe, 651-0073, Japan
Tel: +81 78-265-0500

Fax:+81 78-265-0524

Authorized representative of the manufacturer in Russia:

Sysmex RUS LLC
Registered address: 11 1 Magistral’niy tupik, building 10, floor 2, space V, rooms 1-23, 25-39

Moscow, 123290
Tel:+7(495)781-67-72

Authorized representative in Europe

SYSMEX EUROPE GmbH
Bombarch 1,22848 Norderstedt, Germany
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Register Number: 73 7

NOTARIAL CERTIFICATE

This is to certify that Ms. Risa Mochizuki an agent of
Mr. Hitoshi Nishiumi, Vice President , Regulatory
Affairs, Regulatory Affairs and Quality Assurance of
Sysmex Corporation has stated in my very presence
that the said Mr. Hitoshi Nishiumi acknowledged

himself to have signed to the foregoing document.

Dated this 22nd day of November, 2018

NOTARY Makoto Okada
Kobe District Legal Affairs Bureau
44, Akashimachi, Chuo"ku,
Kobe,Japan
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CERTIFICATE
This is to certify that the annexed Notarial Certificate has been executed by Notary,
duly authorized and practising in Kobe, Japan, and that the Official seal appearing

on the same is genuine.
Date November 22,2018

Director of the Kobe District Legal Affairs Bureau
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sysm ex

MHCTpYyKLUMS NO NMPUMEHEHMWUIO

MEeEONLULWMWHCKOTIO n3gennmsd

«PactBop oynmwatowymm CELLCLEAN AUTO gns
remaTonormyeckoro obopypgosaHug Sysmex gn4

OMNAaTrHOCTUKMK in vitro»

nponmssoacTBa KOMNDaHNMN

SYSMEX CORPORATION, AnoHunsq

Bepcusa 1ot 01. 03.2018

Tonbko ans Poccuitckoin deaepaumnn
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1. HavnmeHoOBaHUE MEAUNULMNHCKOTO N3AENUS

Pacteop ounwatowmnin CELLCLEAN AUTO gns remaTonornyeckoro obopyaosaHus Sysmex
4N AMArHOCTUKM in Vitro (ganee no TekcTy - pactsop, peareHT, CELLCLEAN AUTO).

2. HasHayeHMUe

TONbKO ANS AMarHOCTUKMK in vitro

MpegHasHaueH [nd MCNONb30BaHUA B KAayecTBe LLUENOYHOro JeTepreHta [Anf yAaneHus
NU3NPYIOLWNX peareHToB Sysmex, OCTAaTKOB K/eTOK M 6eflkoB KPOBU B TMAPaB/INYECKOW
CUCTEME aBTOMATUYECKMX rematonoruyeckmx aHanmsatopos cepum XN, cepum XN-L u
aBTOMaTUYeCKOW CTaHUMM MOAFOTOBKM M OKpacku maskos SP-10.

3.06n0acTb NPUMEHEHU S

O6nactb npumeHeHns CELLCLEAN AUTO - KAMHMKO-AWarHocTuyeckue nabopaTopuu.
MpeaHa3HayeHo TOMbKO AN5 NPO(MECCUOHANbHOI0 MPUMEHEHUs NepcoHanoM C Hafnexallen
KBanugukaunen.

Mepen npvMeHeHWeM MepcoHany HeoOXOLMMO BHUMATENbHO W3YYUTb WHCTPYKLMIO MO
NMPYMEHEHNIO.

4. MMoKa3aHM4

HeobxoauMoCTb yfaneHus NN3MPYHOLWEero peareHta, OCTATKOB K/eTOK U 6enka KpoBu B
rMApaBNNYecKon cucTemMe aBTOMATMUYECKUX TFeMaTonornyeckmx aHanmsatopos cepum XN,
cepun XN-L 1 aBTOMaTMYeCKOI CTaHUMW MOArOTOBKM M OKpackn MaskoB SP-10.

5.MMpoTuBonokasaHmA

MpotnsonokasaHua K npumeHeHnto CELLCLEAN AUTO oTtcyTCcTBYyIOT.

6. BO3MOXHble NTO6GOYHbLIEe AeACTBUSA

3BecTHble NO6OYHbIE AeliCTBUSA, CBA3aHHbIe ¢ NnpuMeHeHnem CELLCLEAN AUTO,
OTCYTCTBYIOT.

7. CTepuUNbHOCTSD.

PacTtBop ounwarowmnin CELLCLEAN AUTO HecTepueH.

8. MpuHUMN McNnoNb30BaHNA

OfuH thakoH ncnonb3yeTcs A8 O4HOr0 LUKIa OYUCTKMU.

CELLCLEAN AUTO npegctaBnsieT co60i Motoliee CpeacTso, nNpeAHasHayeHHoe And
npegoTBpalleHnsa npeumnuTaumMm 6GENKOB B peakUMOHHbIX Kamepax, KamepaxX OTX0[o0B,
AaTuMKax, Ha npokanbiBaTensax, B TpybKax BcCacbiBaHMA M MPOTOYHON Kamepe W3MeEpeHUs
remorno6uHa.

Mpn wncnonb30BaHUM [aHHOrO0 MPOAYyKTa C N6bIMW Apyrumu npubopamm Sysmex, He
npegHasHauyeHHbIMU 015 COBMECTHOrO NMPMMEHEHUSA, OH He PAacrno3HaeTcs KakK [LeTepreHT, B
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EC REP Y MoNHOMOYEHHbIV NpeacTaBuTesb B EBponeinckom
coobuiecTse
IREFI Homep no katanory

16.0uymncTKa, gesMHpekUmnda, ctepunmnmsaymns.

He npumeHnmo.

17. KOHTaKT C OpraHmsmMmomM 4YefnoBeKa

KOHTaKT Cc opraHusmMom u4efnoBeka OTCyTCTByeT. lpu paboTe C peareHTOM Ccreuuannuct
paboTaeT B MEAULMHCKNX NepyaTKax.

18. YTnnusauwns

Mpouepypa ytunmsayunu:

CELLCLEAN AUTO HeobxoAMMO YTUAM3NPOBATb C WMHMPEKLUOHHBIMWU MeLULUHCKAMMU
0TX04aMK, YTUAM3aLmns ¢ 06bIYHbIMM OTX04aMU 3anpeLleHa.

PekomeHAyeTcq yTUaM3auus nyTem cxuraHma. HeobxoAammo yuuTbiBaTh TpeboBaHUA
[eCTBYHOLWMX NOKaNbHbIX HOPM.

Bo un36exaHne BO3MOXHOrO 3arpsisHeHUs OKpY>Katolei cpefbl, NOCNe WUCTEYEHUSA CpoKa
rogHoctn CELLCLEAN AUTO, a TakXe O0TpaboTaHHble, MWCMNO/b30BaHHbIE pPeareHThl,
cnefyetT yTWAM3MPOBaTb B COOTBETCTBMM C MOCTAHOBAEHUSIMU MECTHbLIX BRacTein u/mnu
npasnnamun 601bHULbI.

Hapnexawas ytunmsaumsa n nepepaboTka 0TX040B CNOCOOGCTBYOT COXPaHHOCTU NPUPOAHbBIX
PecypcoB ¥ OKpY>XXatoLL e cpefbl, a Takxke 3aluaoT 340p0Bbe YeNoBeKa.

YTnnusauma oTpaboTaHHbIX yNaKoBOYHbIX MaTepunasnos;

Ynakoeka CELLCLEAN AUTO npusBaHa CBeCTU K MUHUMYMY 3arpsisHeHWe OKpY>XatoLL el
cpefbl, obecneymBas COXpaHeHMe LeNOCTHOCTM MPOAYKTa BO BPEMSA TPaHCMOPTUPOBKU U
XpaHeHus. VIcnonb3oBaHHble YMNAaKOBOYHbIE MaTepuanbl Heo6XO0AUMMO YTWUAM3MPOBATb B
MECTHbIX /I0Ka/bHbIX MecTax cbopa ynakoBKW B CreunasibHble KOHTEHEPbl, PacrnooXeHHbIe
B MyHULMNANUTeTax.

MepepaboTka NPoOAYKTa, yTUAM3aumnsa oTpaboTaHHbIX PeareHTOB W peareHTOB C UCTEKLWUM
CPOKOM rOJHOCTH.

Mpy yTunnsauum npoaykKra, a TakXe YHUUTOXKEHWUM WCMONb30BaHHbIX M OTpaboTaHHbIX
peareHTOB/peareHToB C WCTEKW MM CPOKOM TOA4HOCTU, Heob6X0AUuMO [JeicTBOBaTb B
COOTBETCTBUM C TMITMEHUYECKUMU HOPMaMu U cnefoBatb opuUManbHbIM PeKOMeHAaUNaM no
nepepaboTke n yTuausauuy MNOTEHLUANIbHO WMHMPEKLUNOHHBIX M XMMWUYECKUX MaTepuasnos,
AeNCTBYHOLLNX Ha TeppuTopumn Poccuiickoin ®egepaunn n B 601bHALAX.

K KnoyeBbIM MyHKTaM CTpaTernu ynpasfiieHUa oTXofamu SBAAKOTCA ONTUMMU3ALNA TAKTUKK U
NOAXOL0B K KOHEYHbIM MNPOAYKTaM, a TakXXe MWHUMU3ALNA BO3MOXXHOCTW 3arpsA3sHeHus
OKpyXXatoLiei cpegpl.

Bonee nNogpobHY0 MHOPMALUIO MOXHO NOAYYUTb Y U3FrOTOBUTENSA/ ero YNOIHOMOYEHHOTO
npeacTaBuTens.

Ytnnnsauma [O0/KHA OCYLLECTBAATLCA B COOTBETCTBMM C  MECTHbIMW  NPaBOBbLIMU
cTaHgaptamu, a TakXe B COOTBETCTBMW C MPOTOKONMaMW MEAMLUUHCKOrO Y4pexKieHus, B
KOTOPOM MeAULMHCKWE W3AEeNnUs UCMOoNb30BainuCh A4 NonyyeHUa faHHbIX. Ha Tepputopun
Poccuiickoin depepaumn CELLCLEAN AUTO yTtunusupyetcss B cooTBeTcTBUM € CaHIMuH
2.1.7.2790-10 KaK noTeHUMaNbHO NHHOULMPOBaHHbIE MeAMLNHCKME 0TX0abl (Knacc b).
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He yTunm3anposathb ¢ ObITOBBIMU OTX0OAAMMU.
19. TpeboBaHMUS K OXpaHe OKpyXaw w e cpepgbl

PeareHTbl pas3paboTaHbl, MPOM3BEAEHbl W MNPOTECTMPOBaHbl B  COOTBETCTBUW C
HaUMOHAaNbHLIMK M MEeXAYHapOAHbIMW  CTaHAapTamMy  6e30MacHOCTM U KayecTsa.
Mpon3BOACTBO OCYLLECTBASETCA TakKXe C cob6nogeHMemM TpebOBaHUN HaLMOHANbLHOTO
3aKOHOAaTeNbCTBA N0 OXpaHe OKPYXXatoLWwen cpefbl.
MponssoauTenb rapaHTUPYeT BbICOKUI YpPOBEHb 6€30MaCHOCTM OKpyXKatollel cpefbl Mpw
NPaBWbHON 3KCMAyaTaunm 1 yTUAN3auum n3genni.

20. Nl'apaHTuliHble 06a3aTenbCcTBA

Mpomnssoantens (KomnaHuma  «Sysmex») rapaHTupyer, 410 CELLCLEAN AUTO
COOTBETCTBYET chneunukaumam, YyKasaHHbIM Ha 3TUKeTKe. [1poM3BOAUTENL  HeceT
OTBETCTBEHHOCTb 3a 3KCM/yaTauWOHHbIE XapaKTEPUCTUKU W3Lenud TONbKO B TOM Clyuae,
ec/I OHO MCNOJIb3yeTCA Hag/exawum o6pa3oM B COOTBETCTBUM C UHCTPYKLUAMM, a TakxKe
npu Cco6MOAEHUM YCNOBUI XpaHeHWs W MpaBua  TPaHCNOPTUPOBKW. [Mpou3BoguTenb
rapaHTMpyet 6e30NacHOCTb MeAULMHCKUX W3AeNniA, OTCYTCTBME HEeAoNyCTUMOro puUcka
HaHeceHMs Bpefa >KW3HM W 3[0POBbID YeNOBEKa, a TaKXKe OKpyXXalLlein cpege npu
npMMeHeHun Habopa peareHTOB C  COG/MtOAEHMEM  YC/IOBMIA,  NpefyCMOTPEHHbIX
N3roTOBUTENEM.

MpoAyKTbl HEO6XOAUMO MCMNONbL30BaTh TONLKO A0 WCTEYEHWUS CPpOKa roAHOCTM, YKa3aHHOro
Ha ynakoBKe.

HacToawas orpaHu4yeHHas rapaHTus 3ameHseT co0oli Nwobble Apyrue  rapaHTuu,
BbIP@XKEHHbIE WM SBHO MOApasyMeBaemble, BK/KOYas Nt06ble MojgpasyMeBaeMble rapaHTum
NMPUrogHOCTN AN1IA UCMNOJIb30BAHUA B KOMMEPYECKUX MM MO6bIX Apyrux uensx. KomnaHus
Sysmex He HeceT OTBETCTBEHHOCTW 3a Nt0Oble CnyyaliHble, KOCBEHHbIe, CneuunanbHble Uan
KOCBEHHbIe YObITKN.

Mo Bompocam, CBfA3aHHbBIM C Ka4yeCTBOM MPOAYKLMM, a TakkKe C ee paboynmmu
XapakTepucTukamu, HeobXOAMMO  CBA3ATbCA C  YNOMHOMOYEHHbLIM  MpeAcTaBUTENEM
NMPoOn3BOAMTENS KOMNAHUKN Ha TeppuTopumn Poccuitckoin ®egepaymm:

000 «Cucmekc PYC»

KOpugnueckunin agpec: 123290, Mocksa, 1 MaructpanbHblii Tynuk, 11, 3gaHue 10, atax 2,
nometteHune V, kKomHatbl 1-23,25-39.

TenethoH:+7(495)7816772

JNIeKTPOHHaA noyTa: support.rus@sysmex-europe.com

MpeTeH3MM NO KavyecTBY (>Kanoobsbl):

MopsagoK nogaymn >anob v OTBETbl HA HUX PErYNUPYOTCA TpakAaHCKUM mpaBoMm. XKanobbl
MOryT nojaBaTbCA TO/MbKO MO BOMpPOCaM, He CBfi3aHHbIM C MPUEMKON TOBapos,
NMPOn3BeLEeHHbIX B COOTBETCTBMM C YCNOBMAMMW LOrOBOpA.

Mo Bcem BOMpocam, CBfA3aHHbIM C WCMONb30BaHWEM W3Aenus, cnefyeT obpalarbcsa K
YNO/IHOMOYEHHOMY NPeLCTaBUTEN0 U3TOTOBUTENS.

B cnyuyae nogaum >kanobbl 06paTMTECh K W3rOTOBWUTENO W/MAM €ro YMnoSIHOMOYEHHOMY
npeacTaBUTENtO.
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21. CNMCOK NPUMEHUMDbIX CTaHLapTOB

PethepeHCHbI HasBaHue
EN 18014971:2012 MegnunHckne nsgenmns - MpuMeHeHne MeHe)KMeHTa PUCKOB K
MeAULMHCKUM N3LeNnmnsam
MeauunHcKue n3genna Ana AMarHocTuku in vitro - IHpopmauus,
EN 18018113-1:2009 npefocTaBnfgemMas NocTasL KoM (Mapkuposka) - Yacts 1
TepMuHbI, onpegeneHns n obwme TpeboBaHmA
MeauuNHCKME n3Lennsa na AUarHoCcTuKM in vitro - MIHpopmauyms,
npefocTtaefisemas U3rotoeutenem (MapkupoBska) - HacTb 2:
PeareHTbl s 4MarHOCTUKK in Vitro 4na npog)eccuoHanbHOro
NPUMeHeHMns
MeanunHckue ngenms - CUCTeMbl MeHe)KMeHTa KayecTBa -
TpeboBaHMA K perynmpoBaHuto
EN 180 9001:2008 CucTembl MeHe)KMeHTa KayecTsa - TpeboBaHuA
MeauumnHcKne n3genus 4na GuarHocTnkuy in vitro. OueHka
CTabUNbHOCTN peareHToB A1 ANArHOCTUKM in Vitro
CvMBO/bI AN UCMONb30BaHMA NPYU MapKUPOBKE MeLULNHCKNX
n3aenni

EN 18018113-2:2009

EN 18013485:2003

EN 23640; 2013

EN980; 2008

22. KOHTakKkTHaga nHpopmauusa

Mpoun3BoanTENb U pa3paboTumK:

SYSMEX CORPORATION

1-5-1 Wakinohama-Kaigandori, Chuo-Ku Kobe, Japan 651-0073 (1-5-1 BakunHorama
KaliraHgopu,Uyo-Ky Ko6e 651-0073, AnoHus

TenedoH:+81 78-265-0500

®akc: +81 78-265-0524

YNONHOMOUYEHHbIN npeanctaBuTesib Npon3BoanTeENA B Poccuu:

O6uwectBo ¢ OrpaHmMyeHHol OTBETCTBEHHOCTbI «CucMekc PYCx»
123290, MockBa, | MaructpanbHblil Tynuk, 11, 3gaHue 10, aTax 2, nomeuieHne V, KOMHaThl

1-23,25-39
TenethoH: +7(495)781-67-72

YnonHOMOYeHHbI NnpefcrtaBuTens B EBpone

SYSMEX EUROPE GMBH
Bombarch 1, 22848 Norderstedt, Germany
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/MevyaTb: MakoTo OKAAQA (Makoto OKADA), HoT apuyc/

Homep B peecTpe; 737
HOTAPUWAJIBHOE CBUAOETEJ/IBCTBO

HacTtosawwum yaoctoBepseTcsd,
rocnoguHa Xutocum Hucuymn,
MNoppa3sgeneHne

yto rocnoxa Pwuca Moumsykn (Risa Mochizuki), npeactaBuTesb
Buue-npe3naeHTa, OTAEN HOPMATMBHO-NMPABOBOrO PeErynvMpoBaHus,
HOPMAaTMBHO-NPaBOBOrO peryninpoBaHuss M obecneveHuss kavectBa CucMekc
KopnopelilwH, 3asBuia B MOeM MPUCYTCTBMM O TOM, UYTO YNOMWHAEMblA 34eCb rocnoguMH XuTocu
HucuymMmn nnyHo noaTBepAns, YTO NoAnucan BbllleyKa3aHHbll OKYMEHT.

[aTtnpoBaHo 22 Hos6psa 2018 T.
/Mopanucek//MevyaTb: MakoTo OKNOA (Makoto OKADA), HoTapuyc/

HOTAPWNYC MakoTo Okapga (Makoto Okada)
Btopo no topugmyecknm Bonpocam okpyra Kobe
44, Akacnmauun, Yyo-ky,
f Kobe, AnoHuns
/MeyaThb:

MakoTo Okaga (Makoto Okapga)
HOTAPNYC

Blopo no topugnyeckmm Bonpocam okpyra Kobe
44, Akacumaun. 4Yyo-Ky,
Ko6e, AnoHusal

10
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/MevyaTb: MakoTo OKAJA (Makoto OKADA), HoT apuyc/

Homep B peecTtpe: 737 o1 2018 1.

HOTAPNANBbHOE CBUAETENBLCTBO

Hactosawum ygocTtoBepseTca, 4to rocnoxa Puca Moumsyku (Risa Mochizuki), npepctasutens
rocnoguHa Xutocu Hucuymu, Buue-npesngeHTta, OTAE/T HOPMAaTWBHO-NPaBOBOrO PErynvpoBaHus,
MoppasfeneHve HOPMATUBHO-NMPABOBOrO perynupoBaHus U obecnevyeHuss kavyectBa Cucmekc

KopnopelilH, 3asiBuia B MOEM MPUCYTCTBUM O TOM, UYTO YNOMUHAEMbI/i 3[4€Cb rOCMOANH XUTOCK
Hucuymn nuyHo noATBepAus, UTO NMOAMUCas BbllleyKa3aHHbI LOKYMEHT.

JatnposaHo 22 HOA6psa 2018 T.

Blopo no wpugnyecknm Bonpocam okpyra Kobe
44. Akacumaum, Yyo-ky, Kobe, AnoHus

/Mognuck//MeyaTb: MakoTo OKALA (Makoto OKADA), HoTapuyc/

HOTAPNAIbBHAA KOHTOPA
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/MevaTb: AnpekTOop Bopo No topuanvecknm sonpocam okpyra Kobe!

PerncTpaunoHHsbiii Ne 1331
CEPTU®UKAT
HacToawwmm ygoctoBepsieTcs, YTO NpuoXeHHoe HoTapuanbHoe CBUAETe/IbCTBO COBEPLLEHO U

BblAHO HOTapuycoMm, YNnosIHOMOUYEHHbIM AOSIHKHBIM 06Pa30M U UCMOMHSAOLMM CBOW (PYHKLMU B
okpyre Ko6e, AnoHus, n uto OdmumanbHas nevatb, CKpenssiollan ykasaHHblli JOKYMeHT, aBasieTcs

NoAIMHHOW.

[Jata: 22 Hos6psa 2018 T.

Ovpektop Blopo no opuguyecknm sonpocam okpyra Kobe

/MeyaTb: AnpekTop Bopo no opuanyveckrwl Bonpocam okpyra Kobe!

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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MepeBog AaHHOro TEKCTa BbIMOJIHEH nepeBogynMkom nbyeHko Cepreem EBreHbesuyem.

Poccuiickas Pepepayums
Mopog Mocksa.
[Bajuatb BTOPOro anpens Ase TbiCAYM AeBATHAALATOrO roja.

A, Kopcuk Bnagmmup KOHCTaHTUHOBMY, HOTapuyc ropoga MOCKBbI, CBUAETE/NbCTBYIO
NoA/IMHHOCTbL NoagnucuK nepesofunka, MnbueHko Cepres EBreHnesunuya.

Mopnwuck caenaHa B MOEM NMPUCYTCTBUN.

JlnuHOCTb NoANMCcaBLLEro JOKYMEHT YCTaHOB/EHA.

3apernctpmpoBaHo B peectpe; No 77/2138-H/77-2019- / / °

B3bICKaHO rocyaapCTBEHHON nownHbl (No Tapudy): 100 Kon.
YnnayeHo ne ycnyr npaBoBOro M TeXHUYECKOro a; 200 py6. 00 kon.
3. K. Kopcuk
Bcero npowu yMepoBaHo
N CKPenJsieHo nunct(a)(oB)
HoTapuyc
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[oHonHeHne K UHETPYICUMN MO MPUMEHEHUID MEAULMHCKOIo 13aenns
«PacTtBop ounwarowmin CELLCLEAN AUTO ans
remMaTonorn4yeckoro obopyaoBaHus Sysmex ansi ANarHOCTUKK in
.. Vitro»

i NMPON3BO/CTBA KOMMNAHUW
SYSMEX CORPORATION, AnoHusa

For and on behalf of
SYSMEX CORP}E)RATION

Hitoshi M1puw111C -.

Vice Pres:|[";0i|*==pi

Regulator

Regulatory'~t|*rs «MQuality Assurance

Sysmex Corporation WWW.SYSmex.co.jp

I-5-1 Wakinohama-Kaigandori, Chuo-ku, Kobe 651-0073, Japan
Tel 81-78-265-0500 Fax 81-78-265-0524
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SYsmex

1. Kog Bupa MmeguuUMHCKOTo mn3genus

Kog Bumpga megmumHckoro usgenms «Pacteop ounwarowmin CELLCLEAN
AIJTO gna remaronornyeckoro obopyaoBaHus Sysmex Ans AMarHOCTUKM in Vitro»
COLLACHO HOMEHKNATYPHOW KnaccuuKkaumm MeguUMHCKUX U3AeNnia no Bugam;

Kog Bnpga- 109770.
HanmeHoBaHve - Motowmit/unctawmii pacteop B/, 41 aBTOMaTU3MPOBAHHBIX /
NonyaBTOMaTU3UBaHHBLIX CUCTEM.
OnuncaHme - KOHLEHTPMPOBaHHbLIA MPOMbIBAKOLWMIA WM OYMLLAKOLNIA  pacTBop,
NpefHa3HaYyeHHbI A9 WCMNOMb30BaHUA KaK PacXOoHbli matepuan Ha 6opTy
aBTOMAaTUYECKUX WX MOyaBTOMAaTUYECKMX MPUOOpPOoB, KOTOPbIA MCMOMb3YHOTCA B
npowecce MOArOTOBKW, OKpaluMBaHUS W/WNN aHaM3a KIMHUYECKUX NabopaTopHbIX
06pasLoB.

2. Knacc pucka

Knacc pucka meamumHckoro msgenus «Pacteop ouuwarowmii CELLCLEAN
AUTO ana rematofiormyeckoro o06opyaoBaHns Sysrnex Ansi AMarHOCTUKKM in Vitroy,
COrNacHO HOMEHK/MAaTYPHOW KnaccuuKaumm MeauuMHCKUX U3Lenvid no Knaccam B
3aBMCMMOCTU OT MOTEHLMNAIbHOIO PUCKa UX NPUMeEHeHUs - 2a.

3. 3HauyeHune pH

3HaueHue pEL pacteopa ounwarowero CELLCLEAN AUTO: SI12,0
4. MapKupoBka MEANLNHCKOT0O U3aenus

4.1 MapkupoBKa thnakoHa coaepXut (cMm. PucyHok 1):

- IoroTUn n3roToBuTens (cM. 06o3HayveHe 1 Ha pucyHke 1)

- HAMMeHOBaHMe KOMMaHUN NPOon3BOAUTENS, afpec, TeneoH (cM. 0603HavYeHne 2 Ha
pucyHke 1)

- yKazaHusa no onacHoctn (EC) EUNOSI (cm. 0603HaveHme 3 Ha puUCYHKe 1)

- COKpalLleHHOe HaumeHoBaHMe n3genms (cM. 0603HaveHue 4 Ha puUcyHKe 1)

- OYKBEHHO-LM(POBOM Kof ynakoBku (CM. 0603HaveHne 5 Ha pucyHke 1)

- 06beM (hnakoHa (CcM. 0603HayveHne 6 Ha pucyHKe 1)

- Homep NoTa (CM. 0603HaYeHne 7 Ha PUCYHKe 1)

- CPOK rogHocTK (CM. 0603HaYeHne 8 Ha pUcyHke 1)

- 3HaK "TOMbKO ANA ANArHOCTUKM 1N BUTPO» (CM. 0603HaYeHne 9 Ha pucyHke 1)

- npegynpexaeHve «OnacHO; Bbl3blBaeT CEPbe3HbIE OXOMM KOXW W MOBPEXAeHNs

Sysmex Corporation WWW.SYSMEX.CO.jp

1-51 Wflkinoharna-Kaigandori, Chuo-ku, Kobe 651-0073, Japan
Tel 81-78-765-0500 Fax 81-78-265-0524
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SYsmex

rnas» (cM. 0603HayeHne 10 Ha pucyHke!)

- KOAMuKaumsa XapakTtepucTuk omacHoctn P264, P280, P303+P361+P353,
P305+P351+P338, P3HO, P501, EUPIO31 (cMm. 0603HaveHne 11 Ha pucyHKe 1)

- 3HaK «OnacHOCTb. BbI3blBaeT KOPPO3UIO 1 OXKOrU» (CM. 0603HauYeHMe 12 Ha pUCYHKe
1

- 3HaK «TemrnepaTypHbli ananasoH» (CM. 0603HayeHre 13 Ha pucyHke 1)

- 3HaK «O6patnTecb K WHCTPYKUMM MO MPUMEHEHWMO» (CM. 0603HaveHne 14 Ha
pucyHke 1)

- 3HaK «He pgonyckaTb BO3AEWCTBUS CONIHEYHOro cBeTa» (CM. 0603HauveHue 15 Ha
pucyHke 1)

- 3HaK COOTBETCTBMSA [AMPEKTMBAM W rapMOHU3MPOBaHHbIM cTaHgapTam EC (cwm.
0603HayeHMe 16 Ha pucyHke 1)

- WTPUX-Ko4 (CM. 0603HayveHne 17 Ha pucyHke 1)

- KOMIMOHEHTbI: COAEPXUT NTOX/IOPUT HaTpus (CM. 0603HaYeHMe 18 Ha pucyHke 1)

11

CELLCLEAN® AUTO) [W SYsmex.

Cx3ngediursateednar ? XCQI rati n_bIHT)K 4mL 4c=15
J
rel-ts%l&(%% 1

14 15  "¢3 7
g XXXX-XX-XX WL XxxxxXxXxx
1,7
123456789AAA
1g —""loinponenis: Sodruni Tlypochlor'ie GZASID m'b

PucyHoK 1 MakeT MapKMpOoBKM (hfiakoHa

Sysrnex Corporation WWW.SYSmex.co.jp

1-51 Wakmoharna-Kaigandori, Chuo-ku, Kobe 651-0073, Japan
Tel 81-78-265-0500 Tax 81-78-265-052'!
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4.2 MapKuMpoBKa BHELLHeNn KOpobkn comepXxuTt (cM. PUCYHKK 2-7):

- IOroTMN N3roToBuTens (cMm, 0603Ha4eHne 1 Ha pucyHkax 2, 5,6)

-HaMMeHOBaHWe KOMMNaHUu-Npou3BoanTens, agpec (CM. 0603Ha4YeHne 2 Ha PUCYHKeE 2)
-HaMMeHOoBaHVe KomnaHun-npegcTasutens B EC, agpec (cM. 0603HayeHve 3 Ha
PUCYHKe 2)

- COKpaLleHHoe HavMeHoBaHue n3genus (CM. 0603HayeHne 4 Ha pUcyHKax 2,5,6)

- BYKBEHHO-LM(PPOBOI KOA YNakoBKM (CM. 0603HaYeHne 5 Ha pucyHkax 4,7)

- 3HaK «O6paTUTECb K WMHCTPYKUMU MO NPUMEHeHUo» (CM. 0603HayeHue 6 Ha
PUCYHKe 2)

- Kogugukauma xapaktepuctuk onacHoctn H314, P264, P280, P303+P361+P353,
P305+P351+P338, P3O, P501, EUHO031c pacwmndpoBkoin (CM. 0603Ha4YeHne 7 Ha
PUCYHKax 2,3)

- 3HaK «OnacHOCTb. BbI3bIBaeT KOPPO3UO 1 0XKOrmM» (CM. 0603HaYeHMe 8 Ha PUCYHKe
2)

- cocTaB m3genus (cM. 0603HadeHVe 9 Ha pUCyHKe 3)

- HOMep no Katasnory (cM. 0603HaveHme 10 Ha pucyHke 5)

- 3HaK "TonbKO AnA ANArHOCTMKM MH BUTPO (CM. 0603HaYeHne 11 Ha puUCyHKe 5)

- 3HaK «He ponyckaTb BO3AeWCTBUS CO/HEYHOro cBeTa» (CM. 0603HayeHWe 12 Ha
PUCYHKe 5)

- 3HaK COOTBETCTBMA [AMPeKTMBaM W rapMOHW3MpPOBaHHbIM CcTaHgaptam EC (cwm.
0603HayeHMe 13 Ha puUCYHKe 5)

- WTpuX-Kog, (cM. 0603HaYeHne 14 Ha pucyHkax 5,7)

- 3HaK «TemnepaTypHbIin AnanasoH» (CM. 0603HadeHne 15 Ha pucyHke 5)

- CPOK 10AHOCTK (CM. 0603HaYeHMe 16 Ha PUCYHKE 7)

- HoMmep noTa (CcM. 0603Ha4YeHne 17 Ha pUCyHKe 7)

- onucaHve nsgenus (cM. 06o3HayveHe 18 Ha pucyHke 3)

- Hopmaumsa o npeacTtasutene B USA (cM. 0603HaveHre 19 Ha pucyHKe 3)

- NpeaynpexaeHns 1 Mepbl NPeaoCcTOPOXHOCTU (CM. 0603HauveHne 20 Ha pucyHke 3)
- cocTaB KOpobKM (CM. 0603HaueHne 21 Ha pUcyHke 5)

- MHOopMaUMA Ha AMOHCKOM A3blKe: OnucaHue W3fenus, NpefynpexaeHns v mepsbl
MPefoCTOPOXHOCTU, COCTaB WU3AeNnsd, HavMeHOBaHMe KOMMaHMMU-MPON3BOAUTENS,
afnpec, TeneoH (cMm. 0603HaYeHne 22 Ha PUCYHKe 4)

- MH(hopMaLMs Ha KATANCKOM  A3blKe: onucaHue nu3genns, npefynpexaeHns n Mepsbl
NPesoCTOPOXHOCTU, COCTaB M3feNnvd, HavMeHOBaHMe KOMMaHWUW-NPOU3BOAUTENS,

Sysmex Corporation WWW.SYSMeX.co.jp

1-51 VVakinohama-Kaigandori, Chuo-ku, Kobe 651 0073, Japan
Tel 81-73-265-0500 Fax 81-78-265-0524

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



" sysmex

anpec, Tened)oH (cM. 0603HaYeHne 23 Ha PUCYHKe 4)

svsSmex
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PUcyHOK 2. MakeT MapKUPOBKU Mpou3BoauTene! Ha BepXHE 4acTy BHELLHeW
KOPOGKM, B KOTOPYHO YNaKoBaHO MeAMLIMHCKOe M3genve

Sy.smex Corporation WWW.SYSMeX.co.jp

1-51 Wakinohama-Kaigandori, Chuo-ku, Kobe 651-0073, Japan
Tel 81-78-265-0500 Fax 81-78-265-0524
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PUcyHOK 3. MakeT MapKWPOBKU MPOV3BOAMTENS Ma GOKOBOW YacTW BHeLLHel
KOPOGKM, B KOTOPYHO YNaKOBaHO MEeAMLIMHCKOE n3fenve
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PucyHoK 4. McuCeT MapKMpOBKM MNPOU3BOAUTENA Ha OGOKOBOWM 4acTU BHELLHEW
KOpOOKM, B KOTOPYIO yNakoBaHO MeAULMHCKOe mn3genve

Sysrnex Corporation WWW.Systnex.co.jp

151 VWViikinohama-Kaiganclofi, Chuo-ku. Kobe 651-0073. japan
Tel SI-78-265-0500 Fax 81-7S-265-0524
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PucyHok 5. MakeT MCIpKVPOBK/A MPOM3BOAMTENS Ha GOKOBOM YacTW BHELLHEl
KOPOGKM, B KOTOPYIO YNaKOBaHO MeAMLIMHCKOE U3AENNe

Sysmex Corporation WWW.SysSmex.co.jp

1-51 Wakinohama-Kaigandori, Cliuo-ku, Kobe 651-0073, Japan
Tel 81-78-265-0500 Fax 81-78-265-0524

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



sysmex

sysrnex 1

PucyHOK 6. MakeT MapKMPOBKM MNPOM3BOAMTENS HA GOKOBOW 4acTu BHELUHel
KOpOGKM, B KOTOPYH YMaKoBaHO MeAMLMHCKOe U3aenie

Ao XERGBKAXK LOT 1 XXXXXXX %

14
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PUcyHOoK 7. MakeT MapKWpOBKW NPOWU3BOAWTENS Ha GOKOBOM YacTW BHELLHel
KOPOGKM, B KOTOPYHO YNaKoBaHO MeAMLIMHCKOE W3enue

Sysmex Corporation WWW.SYSmex.co.jp

151 Wakinoiiania-Kaigandori, Chuo-ku. Kobe 651-0073, Japan
Tel 81-78-265-0500 Fax 81-78-265-0524
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Ha Kaagyto BHELLHIOW KOpPOOKY OyaeT A0MO/THUTENIbHO HaHeceHa WHGopMaums
ANna obpalleHnsa Ha TeppuTopumn Poccuiickon deaepauni.

MakeTt ,El,OI'IOfIHI/ITG]'IbHOVI ITUKETKN NPeAcCTaB/IEH HVXKE:

PactBop oumwaoupmii CELLCLEAN  AUTO g1 reMaTosiorMyeckoro 060pyaoBaHNS
Sysmex AN AMarHoCTUKM in vitro

CocTas:
1 PactBop oumwarolmin - CELLCLEAN AUTO, 20 duiakoHoB 1o 4 mn./yn.
2) WHCTpYKUMSA MO NPUMEHEHNIO.

PerucTpaupoHHoe yaoctoepeHe: Ne P3H XXX/ XXX

Homep cepun, CPOK FOAHOCTY, YCIOBUA XPaHeHWS!, COLEPXMMOe U rpadryecKme CUMBOSIbI
yKa3zaHbl Ha OpUrMHasIbHOM YNaKoBKe

MpowusBoguTenb Sysmex Coiporation

Agpec; 1-51 Wakinohama-Kaigandori, Chiio-Ku Kobe, Japan 651-0073

TenethoH+81 78-265-0500

®axc: +81 78-265-0525

CrpaHa 13rotoe/eHus:

Sysmex International Reagents Co., Ltd, Ono Factory, 17 Takumidai, Ono, Hyogo 675-1322,
ANoHmS

YNo/IHOMOYEHHb I Mpefe3aBLLIe b NMPOV3BOAUTENS:

000 «Cucmekc PYCy», Poccus

Agpec: 123290, MockBa, 1 MarucTpasibHbliii Tynuk, 11, 3gaHue 10, 3Tax 2, nomMeLlgHve V,
KOMHaTbI 1-23, 25-39

Ten: +7(495)781-67-72.

OnacHo: BbI3bIBAeT CEPbE3HbIE OXOIM KOXM U NOBPEXAEHNA na3
KOMMOHEHTLI: TUMOX/IOPUT HaTPUSA

4.3 MapKupoBKa rpyrrnoBoi ynakoBKN (TPaHCUMOPIrHOM Tapbl) COAEPIKU I
- HAMeHOBaHWe MeAULMHCKOro U3aenns

- HaUMEHOBaHWeE 1 afipec N3roToBUTENS

- CPOK rogHocTu usaenusa (rod, Mecsu, BKNHOYUTENbHO);

- 1aTy U3roToBsfieHna ugenus (rog, mecs);

- 3HaK «OnacHOCTb. BblI3bIBaeT KOPPO3NIO N OXOM»

Sysmex Corporation WWW.SYSMEX.CO.jp

1-51 Wakinohama-Kaigandori, Chuo-ku, Kobe 651-0073, japan
Tel 81-78-265-0500 Fax 81-78-265-0524
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- 3HaK «He fonyckaTb BO3AENCTBUSA COTHEYHOMO CBETa»

- TpeboBaHMS K YCMOBUAM XPaHEHWUS M TPAHCMOPTMPOBaHNSA N3AeNNS

- 3HaK COOTBETCTBUS AMPEKTMBAM U rapMOHMU3NPOBaHHbIM cTaHaapTam EC
- 3HaK «TemnepaTypHbIA Anana3oH»

- HOMp no karanory

- IoT

- Macca

-HOMep ¥ [jaTa BblAayun perucTpaLmoHHOro ya0CTOBEPEHNS

MakeT MapKMPOBKN FPYyNMNoBOM yrnakoBKW (TPaHCMOPTHOW Tapbl):
PaciBop ouvwaroumii CELLCLEAN  AUTO gnsi remMatosiormyeckoro 0bopyaoBaHms
Sysuiex gnst AnarHoCTUKN in vitro

[Jata HM'oToBeHMA: XX/ XXXX MCMoNb30BaTh A0 XX XX/ XXXX
REF 3x-xXX-XXX LOT xXXXXXX
C€ TemneparypHbii gnanasoH or XX go XX
Macca: XXXX

PervctpaupoHHoe yaoctoBepeHure: No P31 XXXX/XXX
MpowssoauTenb: Sysinex Coiporation

Ampec: 1-5-1 Waldnohamea-Kaigandori, Chuo-Ku Kobe, Japan 651-0073
TenethoH-8L 78-265-0500 dakc: +81 78-265-0525

CrpaHa 13roToB/eHus:

Sysmex btemational Reagents Co., Ltd, Ono Factory, 17 Takumidai, Ono, Hyogo 675-1322,
AnoHna

Sysmex Corporation WWW.SYSmeX.co.jp

T5-? W akinohama-Kaigandori. Chuo-ku, Kobe 651-0073, Japan
Tel 81-78-265-0500 Fax 81-78-265-0524
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Supplementary Instructions for Using the Medical Product

CELLCLEAN AUTO Cleaning Solution for Sysinex Hematology
Eclitipment for In Vitro Diagnostics [IVD]

Manufactured by the Company
SYSMEX CORPORATION, Japan

For and on behalf of
SYSMEX CORPORATION

o
Flitoshi Nishiiimi,;

Vice

Rcgulato

Rcgulato Quality Assurance

Sysmex Corporation WWW.Sysmex.co.jp

t'5'l VVakinohama-Kaigandori, Chuo-ku, Kobe 651-0073, Japan
Tel 81-75-265-0500 Fax 81-78-265-0524
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1. Medical product category code

Category code of the medical product CELLCLEY\N AUTO Cleaning Solution
for Sysmex Hematology Equipment for in Vitro Diagnostics according to the
nomenclature classification of medical products by category:

Category code - 109770.

Name - Washing/cleaning solution for IVD, used in automated/ semi-automated
systems.

Description - Concentrated washing or cleaning solution intended for use as a
consumable on automatic or semi-automatic devices that prepare, stain and/or analyze
clinical laboratory samples.

2, Risk class

Risk class of the medical product CELLCLEAN AUTO Cleaning Solution for
Sysmex Hematology Equipment for In Vitro Diagnostics according to the
nornenclature classification of medical products that separates them into classes based
their risk potential during use - 2a.

3, pll value
The pH value of CELLCLEAN AUTO cleaning solution: >12.0
4. The medical product is labeled as follows:
4.1 The vial labeling contains (see Figure 1):

- manulncturer’s logo (see Ne 1in Figure 1)

- name of manufacturer, address, telephone (see Ne 2 in Figure 1)
- special labeling (EC) EUHO031 (see Ne 3 in Figure 1)

- abbreviated name of the product (see Ne 4 in Figure 1)

- alphanumeric packaging code (see Ne 5 in Figure 1)

- vial volume (see N2 6 in Figure 1)

Sysmex Corporation WWW.SYSMEX.CO.jp
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- lot number (see Ne 7 in Figure 1)

- expiration date (see Ne 8 in Figure 1)

"symbol “Only for In Vitro Diagnostics” (see Ne 9 in Figure 1)

- warning “Danger:  causes severe skin burns and eye damage” (see Ne 10 in Figure
1

- codification of hazard characteristics P264, P280, P303+P361+P353,
P305-1-P351+P338,  P310, P501, EUHO031 (see Ne 11 in Figure 1)

- symbol “Danger: causes corrosion and burns” (Ne 12 in Figure 1)

- symbol “Temperature range” (seeNe 13 in Figure 1)

- symbol “Consult instructions for use” (seeNe 14in Figure 1)

- symbol “Do not expose to sunlight” (see Ne 15 in Figure 1)

- symbol of compliance with EU directives and harmonized standards (see Ne 16 in
Figure 1)

- bar code (see Nk 17 in Figure 1)

- components:  contain sodium hypochlorite (see Ne 18 in Figure 1)

Sysmex Corporation WWW.SySmeX.co.jp
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4.2 Labeling on the outer box displays the following (see Figures 2-7):

- manufacturer’s logo (see Ne 1in Figures 2, 5, 6)

- name of manufacturer, address, (see Ne 2 in Figure 2)

- name of company representative in EU, address (see Ne 3 in Figure 2)

- abbreviated name of the product (see Ne 4 in Figures 2, 5, 6)

- alphanumeric packaging code (see Ne 5 in Figures 4,7)

- symbol “Consult instructions for use” (see Ne 6 in Figure 2)

- codification of hazard characteristics H314, P264, P280, P303+P361+P353,
P305+P351+P338, P310, P501, EUHO031c (see Ne 7 in Figures 2,3)

- symbol “Danger. Causes corrosion and bums” (see Ne 8 in Figure 2)

- components of the product (see Ne 9 in Figure 3)

- catalog number (see Ne 10 in Figure 5)

- symbols “Only for In Vitro Diagnostics” (see 11 in Figure 5)

- symbol “Do not expose to sunlight” (see Ne 12 in Figure 5)

- symbol of compliance with EU directives and harmonized standards (see Ne 13 in
Figure 5)

- bar code (see Ne 14 in Figure 5,7)

- symbol “Temperature range” (see Ne 15 in Figure 5)

- expiration date (see Ne 16 in Figure 7)

- lot number (see Ne 17 in Figure 7)

- description of the product (see Ne 18 in Figure 3)

- information about USA representative (see No 19 in Figure 3)

- warnings and precautionary measures (see Ne 20 in Figure 3)

- package contents (see Ne 21 in Figure 5)

- information in Japanese: description of the product, warnings and precautionary
measures, components of the product, manufacturer’s name, address, telephone (see
Ne 22 in Figure 4)

- information in Chinese; description of the product, warnings and precautionary
measures, components of the product, manufacturei'’s name, address, telephone (sec
Ne 23 in Figure 4)
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Figure 2. Layout of the manufacturer’s labeling on the top of the outer box, in
which the medical product is packed
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Figure 3. Layout of the manufacturer’s labeling on the side of the outer box, in
which the medical product is packed
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Figure 4. Layout of the manufacturer’s labeling on the side of the outer box, in
which the medical product is packed
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Figure 5. Layout of the manufacturer’s labeling on the side of the outer box, in
which the medical product is packed
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Figure 6. Layout of the manufacturer’s labeling on the side of the outer box, in
which the medical product is packed
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Figure 7. Layout of the manufacturer’s labeling on the side of the outer box, in
which the medical product is packed
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On every outer box, there will also be handling instructions that afsply to the
territory of the Russian Federation.

The layout of an additional label is given below:

CELLCLEAISI AUTO Cleaning Solution for Sysmex Hematology Equipment for In Vitro
Diagnostics

Contents:

1) Cleansing solution CELLCLEAN AUTO, 20 vials of 4 ml. each/pkg.

2) Instructions for use.

Registration certificate: Roszdravnadzor No XXX/ XXX

Series number, expiration date, storage requirements, contents and graphic symbols are
indicated on the original packaging
Manufacturer Sysmex Corporation
Address: 1-5-1 Wakinohama-Kaigandori, Chuo-Ku Kobe, Japan 651-0073

Telephone: +81 78-265-0500

Fax: +81 78-265-0525

Country of manufacture:

Sysmex International Reagents Co., Ltd, Ono Factory, 17 Takumidai, Ono, Hyogo 675-1322,
Japan

Manufacturer's authuri/ed representative:
Sysmex RUS, LLC, Russia

Address: 123290 Moscow, 1 Magistral Cul-de-sac, 11 Building 10, 2nd floor. Suite V,
Rooms 1-23, 25-39

Teleplione: +7(495)781-67-72.

Danger: can seriously burn the sidn and damage the eyes

Components: sodium hypochlorite

4.3 Labeling of a multi-unit package (overpack) indicates:
- the name of the medical product

- the manufacturer’s name and address

- the product’s expiration date (year, month inclusively);

Sysmex Corporation WWW.SYSInex.co.jp

151 Wakinohama-Kaigandori, Chuo-ku, Kobe 651-0073, Japan
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the date when product was manufactured (year, month);

symbol “Danger. Causes corrosion and burns”

symbol “Do not expose to sunlight”

conditions for storing and transporting the product

symbol of compliance with EU directives and harmonized standards
symbol “Temperature range”

catalog number

lot

weight

Number and issuance date of registration certificate

Labeling of a multi-unit package (overpack):

CELLCLEAN AUTO Cleaning Solution lor Sysmex Hematology Equipment for In Vitro

Diagnostics
Date of manufacture: XX./XXXX use until XX XX/ XXXX
[ H] PHHXHXHKX LOT xxxxxxx
__Jdr~
*  Temperature range from XX to XX
Weight:  XXXX

Registration certificate: Roszdravnadzor No XXX/ XXX

Manufacturer;  Sysmex Coiporation

Address; 1-5-1 VValdnohama-Kaigandori, Chuo-Ku Kobe, Japan 651-0073

Telephone+81 78-265-0500 Fax +81 78-265-0525

Country of manufacture:

Sysmex hitemational Reagents Co., Ltd, Ono Factoi7 , 17 Takumidai, Ono, Hyogo 675-1322,
Japan

Sysmex Corporation WWW.SySmex.co.Jp

151 Wakinohama-Kaigandori, Chuo-ku, Kobe 65T0073, Japan
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Register Number

(e}

NOTARIAL CERTIFICATE

This is to certify that Kaho Uetani an agent of
Hitoshi Nishiumi, Vice President, Regulatory Affairs,
Regulatory Affairs & Quality Assurance of Sysmex
Corporation has stated in my very presence that the
said Hitoshi Nishiumi acknowledged himself to have

signed to the foregoing document.

Dated this 3rd day of September, 2019

SVakoto Okada  X.

Kobe DislrictLecifjl Artoif-Bw’.ao '

2
L T AT

\4 4 Ake.shimachi,Chuo -kn, /
""V., Kooe,Japan

NOTARY Makoto Okada
Kobe District Legal Affairs Bureau
44, Akashimachi, Chuo'ku,
Kobe, Japan
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CERTIFICATE

This is to certify that the annexed Notarial Certificate has been executed by Notary,
duly authorized and practising in Kobe, Japan, and that the Official seal appearing
on the same is genuine.

Date  September 3,2019

Director of the Kobe District Legal Affairs Bureau
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/MevaTb: MakoT0o OKAZA (Makoto OKADA), HoTapuyc/

/MevaTsb: Crcmekc KoprnopeiLuH/

/MevaTs: MakoTo OKALA (Makoto OKADA), HoTapuyc/
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/MeyaTb: MakoTo OKALA (Makoto OKADA), HoTapwuyc/

Homep B peectpe: 618

HOTAPWAJ/IbHOE CBUAETE/ILCTBO

Hactoawwum ypoctoBepsieTcs, uto Kaxo YetaHu (Kaho Uetani), npeactasutenb rocnoguHa Xutocu
Hucuymn, Buue-npesmaeHTta no perynatopHsiM Bonpocam, OTAena HOPMAaTWBHO-MPaBOBOr0 PEryiMpoBaHus
1 obecneyveHns kavectsa Cucmekc KopnopeinwH, 3asBun B MOEM MNPUCYTCTBUM O TOM, YTO YNOMWUHaEMbI
3[ecb rocnogvH Xmtocu HucMymu AMYHO NOATBEPAMS, YTO MOAMNMCAN BbllLEYKa3aHHbIA JOKYMEHT.

[HatnpoBaHo 3 ceHTA6psa 2019 r.
/Mognwuck//MevaTs: MakoTo OKALA (Makoto OKADA), HoTapuyc/

HOTAPWNYC Makoto Okaga (Makoto Okada)
Btopo no topuamyeckum Bonpocam okpyra Kobe
44, Akacumauu, Yyo-ky,

Kobe, AnoHuns

/MeyaTs:

MakoTo Okaga (Makoto Okada)
HOTAPLYC

Bropo Mo ropranyeckm Bonpocam okpyra Kobe
44, Akacumvaum, Yyo-ky,
Kobe, AnoHus/
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/MevyaTb: MakoTo OKALA (Makoto OKADA), HoTapuyc/
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/Mevatb; AnpeKTop Brapo no KpnmyMeCcKmM Borpocam okpyra KoGe!
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/Mevatb: AypekTop Bropo No KaaoyHecK/v BONpocam Okpyra KoGe!
PernctpaynoHHblili No 1094
CEPTUOUKAT

HacTosiMM yA0CTOBEPSIETCS, YTO NPUIOXKEHHOe HoTapuanbHOe CBUAETENbCTBO COBEPLLEHO M BblAAHO
HoTapuycom, ynoNHOMOYEHHbLIM AO/MKHBIM 06Pa3oM ¥ UCMOMHAOLWMM CBOM (hyHKLMM B OKpyre Kobe,
AnoHus, 1 uto OdurumanbHas neyatb, CKPENsoLWas yKasaHHbIA JOKYMEHT, ABNSETCS MNOL/MHHOIA.

[Jara: 3 ceHTa6ps 2019 r.

[vpekTop Blopo no 1opuanyecknmM Bonpocam okpyra Kobe

/Mevatb: [ypeKTop Bapo No KproyHeckyiv Bonpocam okpyra Kobe!
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TekcT gaHHOro AoKymeHTa nepesén nepesofunk YepHoctunos Cepren Aropbesnd. 3HaHue
MHOCTPaHHOro IbIK(YrnogTeepmMcaan). BbinonHeHHbIN NepeBos, ABMSeTCA NPasuibHbIM, TOYHbIM U
MOMHBIM.

Poccuiickas degepaumns
"opog Mocksa
[lecATOoro ceHTAGPS ABe ThiCAUN AeBATHAALATOro roga
O ToukvH AMuTpuii Banepbesnd, HoTapuyc ropoga Mocksbl, cenge
nepesogymka YepuocuTosa Cepres ropbesnya.
Mognuck caenaHa BM 0" NpUCY TCTBUN.
NunyHocTs no™MUWWLs™MLLu<yn'teunr ycTavosnena.

3aperuc Bpe€.6Tpl" 77/2079-H/77-2019-1N-0~"9N
B3bick ‘'o/Inguwmmbl(no Tapudy): 100 py6.
Yn.vay \yrppaTBOro n TeXHU4YecKoro xapakrepa: 2

O.B. ToukuH

Bcero npolunypoBavo, npounymepoBano
U CKpenneHo neyaTblo 3 ¢ nncT(a)(oB)

HoTapuyc

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



