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1. Indications

“SG Calibrator kit for UC-3500 fully automated urine chemistry analyzer for in-vitro
diagnostics” is intended for calibration of a refractometer when determining specific gravity of
urine on UC-3500 fully automated urine chemistry analyzer for in-vitro diagnostics.

SG Calibrator must be used by qualified and properly trained medical personnel. For applicable
analyzers, please refer to the IFU of the analyzer.

2. Contraindications
No contraindications.
3. Possible adverse effects

When used by specially trained personnel, and taking into account the intended use, no side
effects have been identified.

4. Intended users

“SG Calibrator kit for UC-3500 fully automated urine chemistry analyzer for in-vitro diagnostics”
should be used by qualified and properly trained medical personnel.

5. Physical characteristics of the device

Designation Appearance Color
SG Calibrator, low level (L) Clear liquid Yellow
SG Calibrator, medium level (M) Clear liquid Orange
SG Calibrator, high level (bl) Clear liquid Crimson

6. Maintenance and repair

There is no need for maintenance and repair.
7. Storage and shelf life of unopened reagent

1 SG Calibrator should be stored at 2-1 0°C. Keep away from sunlight.

2. The expiration date of the unopened product is printed on the box and labels and is 24
months.

8. Storage and shelf life after first opening

1 Once opened use SG Calibrator within the same day (24 hours).

Sysmex Corporation WWW.SYSMeX.co.jp

1-5-1 Wakinohama-Kaigandori, Chuo-ku, Kobe 651-0073. Japan
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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 23rd day of January, 2020

OKADA Makoto
NKoke District Legal Affairs Burea™

NOTARY

~M4 Akashimachi, Chuo ku
Kobe.Japan

NOTARY OKADA Makoto
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 January 23,2020
ISHIUCHI Masami

Director of the Kobe District Legal Affairs Bureau
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IMepeBOf C aHIMUIACKOTO W AMOHCKOTO A3blKa Ha PYCCKUiA S3bIk/

/MeyaTb: Cucmekc KopnopeiiwH/

MevaTb: MakoTo OKALA (Makoto OKADA), HoTapuyc/

JloNONHEHNE K MHCTPYKLUM N0 NPUMEHEHUNIO MEANLIMHCKOIO
N3penvs

«Habop kannopatopos SG CALIBRATOR ansa aHanmM3aTopa aBTOMaTUYECKOro
(PU3NKO-XUMUYECKMX CBOMNCTB MOYM ANS AMArHOCTUKK in vitro UC-3500»

NPoOn3BOACTBA KOMMAHU
SYSMEX CORPORATION, AnoHunsa

Mopnuce/

Xutocn Hucuymu (Hitoshi Nishiumi)

Buue-npesngeHT

Mo perynsaTopHbIM BOMpocam

OThen HOpMaTVBHO-NPaBOBOIO PErynpoBaHuA 1 06ecreyeHns KayecTsa

/MevaTb: Cucmekc KopnopeiwH/
Cucmekc Kopnopeiiw

1-5-1 BakuHorama-Kaiirangopu, Yyo-ky, Ko6e 651-0073, dnoHus
Ten. +81-78-265-0500 dakc +81-78-265-0524

WWW.SySmex.co.jp
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NHCTPYKUMS N0 NPUMEHEHNIO

Habop kannobpatopos SG CALIBRATOR ansa aHanmM3aTopa aBTOMaTUYeCcKoro
(PM3MKO-XMMUYECKMX CBONCTB MOYM AN1s AMarHocTuku in vitro UC-3500

NPON3BOACTBA KOMMNaHUN
SYSMEX CORPORATION, AnoHund

Bepcua 1_oT1__ 21 aHBapa 2020 r._

TonbKo agna Poccuinckoil defepaymu

Cucmekc Kopnopeiw WWW.SYSmMeXx.co.jp

1-5-1 BakuHorama-KaiiraHgopu, Yyo-ky, Ko6e 651-0073, dnoHus
Ten. +81-78-265-0500 ®akc +81-78-265-0524
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1. NMoka3aHus

«Habop kannépatopos SG CALIBRATOR aHanuM3aTopa aBTOMaTUYeCKOro
(PU3NKO-XMMUYECKNX CBOWCTB MOYM [ANS  AMarHocTukm in vitro UC-3500»
NpefHasHayeH AN KaIMOPOBKWM  pedpakTomMeTpa  Mpyv  OnpeaeneHum
OTHOCUTENIbHOM MNOTHOCTM MOYM Ha aHaM3aTope aBTOMATUYECKOM (PU3NKO-
XUMUYECKMX CBOMNCTB MOYM A1 anarHocTuku in vitro UC-3500.

SG CALIBRATOR pomkeH 6bITb MCMOMb30BaH KBaIM(PULMPOBAHHBLIM W
NpaBnIbHO 06YYEeHHbIM MEAVMLMHCKUM MepcoHasiom. YTo KacaeTtcs NpUMEeHUMbIX
aHan13aTopoB, Nnoxanyicra, obpartutech K IFU aHanmnsartopa.

2. MpoTrBONOKa3aHus
OTcyTCTBYIOT.
3. BO3MOXXHble NO60YHbIE LeCTBUSA

[Mpn ncnonb3oBaHUN NEPCOHA/IOM, NPOLUEALLMM CneLnanbHy0 NOArOTOBKY,
N C Y4ETOM MNMPUMEHEHNA MO Ha3HAYEHNIO NO6GOYHbIE AQVICTBVIH He BblAAB/1EHDI.

4. ToTeHUNasIbHble NOTPeoUTENN

«Hab6op kannépatopos SG CALIBRATOR aHanu3aTopa aBTOMaTMUYeCKOro
(PU3NKO-XMMUYECKNX CBOMNCTB MOYM /18 AMarHoCcTUKK in vitro UC-3500» fo/mkeH
ObITb  MCNOMb30BaH  KBAIM(MUMPOBAHHLIM M MPaBUIbHO  OOYYEHHbLIM
MeAMLMHCKMM NepcoHasIoM.

5. PU3NYECKME XapaKTEPUCTUKN 13[ennsa

O603HaueHue dun3nyeckoe coctoaHne  LiBet
Kannépatop SG CALIBRATOR, Hu3Kui [Mpo3payHas >XMAKOCTb YKEenTbin
ypoBeHb(L)

Kanubpatop SG CALIBRATOR, cpegHnit  [Mpo3payHas XKNAKOCTb OpaH>xeBbli1
ypoBeHb (M)

Kannbpatop SG CALIBRATOR, [Mpo3payvHasn XXMAKOCTb MannMHOBbI

BbICOKMIA ypoBeHb (H)

Cucmekc Kopnopeiiw WWW.Sysmex.co.jp
1-5-1 BakuHorama-KaiiraHgopu, Yyo-ky, Ko6e 651-0073, AnoHus
Ten. +81-78-265-0500 dakc +81-78-265-0524
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6. TexHn4YecKoe 06CNy)XMBaHMEe N PEMOHT
HeobXxoAMMOCTb B TEXHUYECKOM 0OCNYXXMBaHUN U PEMOHTE OTCYTCTBYET.
/. XpaHeHWe 1 CPOK roAHOCTU HEBCKPLITOrO peareHTa

1 SG Calibrator cnegyer xpaHutb npu Temnepatype 2-10 °C. He
nofBeprarb BO3AENCTBMIO CO/THEYHOIO CBETA.

2. CpoK TrOAHOCTM HEBCKPLITOrO peareHTa yKasaH Ha KOpobke M Ha
3TUKETKax U COCTaBNAET 24 Mecaua.

8. XpaHeHne 1 CPOK rofHOCTK Nnocse NepBoro BCKPbITUA

1 Tlocne BCKpbITUS Heobxoaumo umcnosnb3oBatb SG CALIBRATOR B
TeyeHne 24 4acos.

Cucmekc Kopnopeiw WWW.Sysmex.co.jp
1-5-1 BakuHorama-KaiiraHgopu, Yyo-ky, Ko6e 651-0073, AnoHus
Ten. +81-78-265-0500 ®akc +81-78-265-0524
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/MeyaTb: MakoTo OKAJA (Makoto OKADA), HoTapuyc/

Homep B peecTpe: 22

HOTAPVAJIbHOE CBUAETE/IbCTBO

Hactoswmm ypoctoBepsietcs, uto Kaxo Yetanu (Kaho Uetani), npefctaButenb rocnoguHa Xutocu

Hucuymmn,  Buue-npesujeHta nNo  perynstopHbiM — Bonpocam, OTgena  HOPMAaTMBHO-MPaBOBOMO
perysMpoBaHnst n obecneyeHns kadyectBa CucMmekc KopnopeiilH, 3asBui B MOEM MPUCYTCTBUW O TOM,

YyTo YNOMMHaeMblii 3[ecb TOCMOAMH XMUTOCW HUCMymMM NIMYHO NOATBEPAWS, 4TO  MOAnUcan
BblLLEeYKa3aHHbI JOKYMEHT.

[JaTtuposaHo 23 aHBaps 2020 r.
Mognuck//MevaTb: MakoTo OKAJA (Makoto OKADA), HoTapuyc/

HOTAPWNYC MakoTto Okasa (Makoto Okada)
Bropo no topuanyeckum Bonpocam okpyra Kobe
44, Akacumauu, Yyo-ky,

Kob6e, AnoHus

/[MevyaTs:

MakoTo Okapa (Makoto Okada)
HOTAPUYC

Blopo no ropuanyeckum sonpocam okpyra Kobe
44, Akacumaun, Yyo-ky,
Kobe, Anouuns/
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/MeyaTb: MakoTo OKALA (Makoto OKADA), HoTapuyc/
/MeyaTb: MakoTo OKAJA (Makoto OKADA), HoTapuyc/

Homep B peectpe: 22 o1 2020 T.

HOTAPVAJIbHOE CBUAOETEJ/IbCTBO

HacToswwmm ypoctoBepsetcs, uto Kaxo Yertanun (Kaho Uetani), npefactaBuTeNb rocnofguHa Xutocu
Hucuymmn,  Buue-npesuvpeHta no  perynsitopHbiM — BonpocaMm, OTgena  HOpMaTVBHO-NPaBOBOro
perynupoBaHns n obecneyvenns kadectsa CucMekc KoprnopeWwH, 3asBuin B MOEM MNPUCYTCTBUM O TOM,

YTO YNOMUHAeMbI/i 34ecb TOCMOAMH  XWTOCW  HWCMYMM NIMYHO  MOATBEPAUA, YTO  NoAnMcan
BbllLeYKa3aHHbI AOKYMEHT.

JaTtuposaHo 23 aHsapsa 2020 r.

Btopo no topuamnyeckum Bonpocam okpyra Kobe
44, Akacumaum, Yyo-ky, Kobe, AnoHus

Moanuck//MeyaTb: MakoTo OKAJA (Makoto OKADA), HoTapuyc/

HOTAPUANBHAA KOHTOPA
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/MevaTb: AnpekTop Bopo no opuandecknm sonpocam okpyra Kobe!
PermctpaunoHHbiii Ne 0067

CEPTUOUKAT

HacToslMM yA0CTOBEPSIETCS, YTO NPUIOXEHHOe HoTapuanbHOe CBUAETENIbCTBO COBEPLIEHO W BbIAAHO
HoTapuycom, Yno/IHOMOYEHHbIM A0/MKHBIM 06pa3oM 1 UCMOJHSIOWMM CBOM (hyHKLMK B oKpyre KoGe,
AnoHus, 1 uyto OdhnuManbHas nevatb, CKPensiolas ykasaHHbIN AOKYMEHT, SBNSETCS MOAMMHHO.

Jara: 23 auBaps 2020 .

NCNYTU Macamm
[vpekTop Btopo no topuanyeckm Bonpocam okpyra Kobe

/MeyaTb: AupekTOp Bopo no opuanyecknm Bonpocam okpyra Kobe!
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MMepeBof faHHOrO TEKCTA BbIMO/IHEH MepeBoAUYMKOM [MaxTyHOBbIM Anekceem Bragumunposuryem

Poccuiickas ®egepauns

["opoa Mocksa
UeTBepToro espans ABe TbiCAUM ABaALATOr0 roga

A, Mwunesckas AHHa AHBapOBHa, BPEMEHHO McMNoSHAOLWAA 06493aHHOCTM HOTapuyca ropoga
Mocksbl [ypapesa AnekcaHapa BnagumumpoBuya, CBUAETENLCTBYH MOAJWMHHOCTL NOANMbLIM
nepesofuuka MNaxTyHoBa Anekces Bnagummposuya.

Moanuck caenaHa B MOEM MPUCYTCTBUN.

JlnyHocTb nognucasLlero JOKYMEHT YCTaHOB/EHA.

3apeructpupoBaHo B peectpe; Ne 77/178-H/77-2020- .

B3bICKaHO rocyapcTBeHHON nownumHbl (Mo Tapudy): 100 py6. 00 kon.
YnnayeHo 3a OKasaHue yCnyr NpaBoBOro U TexHunyeckoro xapakrepa: 300 py6. 00 kon.

BPWO HoTapuyca:
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