DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

conforme all’Allegato III della Direttiva 98/79/CE “Dispositivi Medico-Diagnostici In Vitro” e s.m.i.
according to Annex III of the Directive 98/79/EC on "In Vitro Diagnostic Medical Devices” as amended

www.vacutestkima.it

fabbricante VACUTEST KIMA S.r.l. - articoli per laboratori analisi
manufacturer disposable labware
indirizzo Via dell'Industria, 12
FrESs 35020 Arzergrande (PD) - Italia

posta elettronica

p info@vacutestkima.it
e-mail

telefono fax
phone +39-049-9720624 P +39-049-9720182

Sistema di prelievo di sangue e altri liquidi biologici
S , ~ mediante provette con vuoto predeterminato in plastica
identificazione dei prodotti “WACUTEST KIMA".

product identification

“WACUTEST KIMA” vacuum blood and biological liquids
collection tubes in plastic.

nome commerciale

brand name “"VACUTEST KIMA”

classificazione dei prodotti dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/79/CE e s.m.i.
product classification devices other then those mentioned in Annex II of the Directive 98/79/EC as amended

Si dichiara
sotto la propria responsabilita che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili della Direttiva
98/79/CE e s.m.i."Dispositivi Medico—-Diagnostici In Vitro”.
Tutta la documentazione tecnica richiesta dall’Allegato Il della succitata Direttiva e comprovante il rispetto dei Requisiti
Essenziali di cui all’Allegato | della Direttiva, & conservata a cura del Fabbricante

Hereby we declare
under our sole responsibility that the above mentioned devices meet the applicable provisions of the Directive 98/79/EC
as amended on 'In Vitro Diagnostic Medical Devices”.

All the supporting documents, as required by Annex III, in order to prove conformity to the Essential
Requirements as listed in Annex I, are retained under the premises of the Manufacturer

luogo e data Arzergrande, 01/01/2015

place and date
ssicuratore Qualita / Quality Manager
_ Giovanni Chiarin
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THE INTEANATIONAL CERTIFICATION NETWORK
www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodies, is the largest provider of management

System Certification in the world.
IQNet is composed of more than 30 bodies and counts
over 150 subsidiaries all over the globe.

CERTIFICATO n.
CERTIFICATE No.

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

KIMA S.R.L.

UNITA OPERATIVE / OPERATIVE UNITS

Via Leonardo Da Vinci, 22 - Zona Industriale Tognana - 35028 Piove di Sacco (PD)
Italia

4265/4/C

E CONFORME ALLA NORMA / 1S IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

EA: 29

Commercializzazione di prodotti del Gruppo: kit diagnostici,
terreni di coltura per microbiologia, articoli in plastica per laboratorio analisi,
provette con vuoto predeterminato e aghi sterili.

Trading of the products of the Group: diagnostic kits, culture media for microbiology,
plastic disposable labware, test tubes with predetermined vacuum and sterile needles.

Riferirsi alla documentazione del Sistema di Gestione per la Qualita aziendale per 'applicabilita dei requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of application lo reference standard requirements.

Per informazioni puntuali e aggiornate circa eveniuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si praga di contattare il n* telefonico +39 02 725341 o indirizzo e-mail info@icim. it
For timely and updated information about any changes in the certification status referred to in this certificate,
please confact the number +39 02 725341 or email address info@icim.if.

Data emissione Emissione corrente Data di scadenza
First issue Current issue Expiring date
18/01/2007 18/01/2019 17/01/2022
y | @/\,
ICIM S.p.A.
Piazza Don Enrico Mapell,/75 — 20099 Sesto San Giovanni (MI)
www.icim.it

FEDERAZIONE

CisQ

WWW.Cisg.com

ACCREDIA X,

L'ENTE ITALIANO DI ACCREDITAMENTO -

o
SGQ N° 004 A CISQ & |a Federazione Italiana di Organismi di

Certiflcazione del sistemi di gestione aziendale.
Membro degli Accordi di Mutuo Riconoscimento EA, 1AF e ILAC CISQ is the Itaiian Federation of management

Signatory of EA, IAF and ILAC Mutual Recognition Agreements system Certification Bodies.

0860CM_02_IT
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THE INTERNATIONAL GEHTIF\G_ATION NETWORK
www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodies, is the largest provider of management
System Certification in the world.

IQNet is compesed of more than 30 bodies and counts
over 150 subsidiaries all over the globe.

CERTIFICATO n. 4264/4/C
CERTIFICATE No.

S| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

KIMA S.R.L.

UNITA OPERATIVE / OPERATIVE UNITS

Via Leonardo Da Vinci, 22 - Zona Industriale Tognana - 35028 Piove di Sacco (PD)
Italia

£ CONFORME ALLA NORMA / (S IN COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2015

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

EA: 29

Commercializzazione di prodotti del Gruppo: kit diagnostici,
terreni di coltura per microbiologia, articoli in plastica per laboratorio analisi,
provette con vuoto predeterminato e aghi sterili.

Trading of the products of the Group: diagnostic kits, culture media for microbiology,
plastic disposable labware, test tubes with predetermined vacuum and sterife needles.

Riferirsi alla documentazione del Sistema di Gestione per fa Qualita aziendale per 'applicabllita del requisiti della norma di riferimenta.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.
II presente certificato & soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” ¢ al relativa Schema specifico.
The use and Ihe validily of his ceriificate shall salisfy the requirements of the ICIM document "Rules for the certification of company management systems” and specific Scheme.
Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente ceriificato,
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it
For timely and updated information about any changes in the certffication status referred fo in this certificate,
please confact the number +33 02 725341 or email address info@icim.it.

Data emissione Emissione corrente Data di scadenza
First issue Current issue Expiring date
18/01/2007 18/01/2019 17/01/2022
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ICIMS.p.A.
Piazza Don Enrico Mapelli, 75} 20099 Sesto San Giovanni (MI)

wiwwg icim. it

FEDERAZIONE

CIsQ

ACCREDIA %,

=

ml L'ENTE ITALIANO DI ACCREDITAMENTO

o i

EI www.cisg.com

g SGQ N°004A CISQ & la Federazione Italiana di Organismi di

3 Certificazlone del sistemi di gestione aziendale.

o Membro degli Accordi di Mutuo Riconoscimente EA, IAF e ILAC CISQ is the Italian Federation of management
system Certification Bodies.

Signatory of EA, IAF and ILAC Mutual Recognition Agreements
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®EAEPAABHASL CAYJKBA MO HAA3OPY B COEPE 3APABOOXPAHEHMS
= ACOLUBMBHONG Tadlig i ie - -

PETUCTPALUUOHHOE YAOCTOBEPEHHE
Ne @CP 2009/05681

ot 15 cenradpsa 2009 roga Cpoxk nelcTBUS: He OrpaAHHYEH.

Hacrosmee YAOCTOBEPEHHUE BBLAAHO

3A0 "Tepmo ®umep CalienTudux',
Poccus, 196240, Canxr-IlerepOypr, yi. Kyouunckas, 1.73, xkopnyc 1, iuT.A

U TIOATBEPIKIAET, YTO U3/IEIHE MEAULIMHCKOTO Ha3HAYCHUS
(u3enre METUITHHCKOH TEXHUKH)

Jlo3aTophl IUNETOYHbIE, O{HO- H MHOTOKaHa/IbHBIE, ''BiK"
no TY 9443-008-33189998-2009

IIPOXU3BOJICTBA

3A0 "Tepmo ®umep CaiieaTndux'',
Pocensn, 196240, Canxt-IleTepOypr, ya. Kyounckas, 1.73, kopnye 1, aaT.A

KJIacc MOTEHIMATBHOIO PUCKa 2a OKII 94 4370

COOTBETCTBYIOLIEE KOMILJIEKTY PErMCTPAllMOHHON TOKYMEHTAHN
KPJ Ne 33014 ot 09.07.2009

npukasoM Pocsapasnanzopa ot 15 cenTabps 2009 roga Ne 7252-T1p/09

Oenepaniuu

PykoBoanTtens @enepaabHoii ciayx0b1
N0 HAJ30pYy B cepe 3ApaBOOXPAHEHUS
H COIHAJILHOI0 Pa3BHTHS




[o3aropbl NUNETOYHbIEe
Jlennunet bnak

CTunb 1 HapexHocTb B Baweit naboparopum

Part of Therme Fisher Scientific : SCIENTIFIC



MockosibKy TOYHOCTb U BOCMPON3BO-
OVMOCTb - CaMmble BaXHble CBONCTBa
noboro posatopa, JleHnunet bnak
obnapaeTt crneuvanbHO paspaboTaH-
HbIM MEXaHU3MOM PEeryMpoBKu
0O6bema, BbINOJIHEHHLIM B BUAE
aBTOHOMHOIo Mozayns. Mockonbky
MEexaHW3M peryimpoBku obbema
OTAENEeH OT Kopnyca Aosatopa, OH
obnapaeTt cyulecTBeHHO Oonbluei
TOYHOCTbIO, BOCMPOU3BOANMOCTbLIO

1 Npo4YHoCTbI0. Kpome Toro, 4Tobbl
VCKJI0YUTL BO3MOXHOE BNVSiHUE Tenna
PYKM Ha TOYHOCTb U3MEPEHUNA,
MEXaHU3M perynmpoBkn obbema
N03MPOBaHUsl M30IMPOBaH OT Kopnyca
nosaropa.

Nennunet Bnak umeeT HonbLLOWN,
NEerko YvTaemMblili gucnnen, no3Bosns-
IOLLMIA NIErKO M YeTKO 3azaBaTb 00beM.
Kpome Toro, HOBbI MexaHu3m
ycTaHoBKM o6bema No3BONSIET Nerko
ycTaHaBnMBaTb 06bEM A0 COTbIX A0nen
MKJ1, KOTOPbIA BUAEH Ha (oHe.
TouyHoCTb 0becneymBaeTcs Takxe
6Gnarogaps NPeuUv3voHHON
perynupoBke obbema, rae Kaxabli
war npv yctaHoBke obbema
COMPOBOXAAETCH LLENYKOM. ITO
No3BOSISIET PerynMpoBatb 06bLem

'/‘.C\* ™

Hnunet bnak

¢ warom ot 0,01 mkn po 20 mkn

B 3aBMCMMOCTU OT MOAENN [03aTopa.
Boane aucnnes npeaycMoTpeHo
ynobHoe MecTo Ans naeHtuduka-
LIMOHHBIX SPJIbIYKOB MONb30BaATENS.
Takune apnbluKU HYXHbl, 4TOObI He
nepenyTaTb 403aTOpbl U YTOObI OHX
He 3aTepsnnucb B nabopartopuu.

Kak n y Bcex nosatopos JleHnuner,
ycunusi, Heobxoaumble npu
[03MPOBaHUN, MUHUMU3NPOBAHDI.
KoHcTpykums JleHnuneT bnak
No3BOJISIET MOJSIL30BATENIO HAXUMaTb
KHOMKY A03WPOBaHNSA O4eHb Nerko,
41O obecneymBaeT NerkocTb, POBHOCTb
1 cTabunbHOCTL A03NPOBaHUs. 3TO,

B CBOIO O4Yepeab, NO3BONSET Mosy4arb
flydwmne pesynbTaTbl A03MPOBaHUS

B TeyeHve Bonee onnTENbHbIX
nepvonoB paboTtsl. Kpome TOro,
3anaTreHTOBaHHbIN MEexaHu3m
"CynepBbITaNkKMBaHUA" XUOKOCTN
MO3BOJIAET TOYHO [A03MPOBaTh Jaxe
MUKPOOOBLEMBI. TakoM MexaHu3Mm ecTb
B no3artopax o6bemom 50 mMkn

1N MEHbLLE.

JNleHnunet Bnak umeeT HOBYIO
KOHCTPYKLMIO OMepaLioHHON KHOMKKU
C BPALLAIOLLIENCs BEPXHEN HacTbio,
NO3BONSIOLLYIO UCKIIIOHUTENIbHO NErko
ycTaHaBnmBaTb 06bem. JlononHUTeNb-
HOE MPEeVMYLLIECTBO 3akK/ioHaeTcs

B TOM, YTO BPaLLAIOLLAACA BEPXHAA
4aCTb KHOMKW ABWXETCH He3aBUCUMO
OT MexaHu3ma perynmpoBkn obbema,
4TO NMpenoTBpaLlaeT cray4anHoe
n3meHeHve obbema. Kak 1 HUXHSS
4acTb OMepaLOHHOM KHOMKW, OHa
BbINOJIHEHA U3 MSAMKOro MiacTuka,
obecneynBaloLLLero OT/IMYHBLIA 3axsBar
npv perynupoeke obbema 6e3
MPUIOXEHUS YCUIUNA.

BbiCOKOe Ka4ecTBO pe3ysibTaToB
3aBUCUT OT abCONOTHON CTEPUSIb-
HocTU. YTobObI 0HECNeunTL ee

1 NpeaoTBpaTUThL NEPeKPecTHoe
3arpsisHeHune, JleHnunet Bnak moxeT
CTepUIN30BaThCs B aBTOKJ1aBe

npu 121°C. CtepunuaosaTtb 003aTOP
MOXHO LeNukom B cbope nnm
OTAENbHLIMW AeTansaMu B CTepuinaa-
LIMOHHOM Meluke. [103aTop BbINOSIHEH
13 matepuanos, obnagaloLmx
BbICOKOM CTOWKOCTbIO K peakTuBam,
Y® cBety u Bnare.

Jlennunet Bnak o4eHb nerko
obcnyxuBaTh: NPOCTO pa3dbepute
nosartop, cHaB cbpacbiBatesib
HaKOHEeYHuKa pykon, a 3aTem

C MOMOLLBIO yA0BHOr0 MHCTPYMEHTa
ans 0b6CcnyXuBaHua yganuTe KOHYC
HakKOHEeYHUKa. TOT Xe NPakTU4HbIN
VMHCTPYMEHT UCMOoNb3yeTcs

ONS perynvpoBaHus Kanmbposku
NANETKN C NMOMOLLbIO KannBpoBOYHOM
raiiku, pacrnosioXeHHOW Hasepxy
pyKOATKM Ao3artopa.



CouetraHue kom¢popTa U aBTOKIIABUPYEMOCTH

JNlennunet Bnak umeeT WMPOKKUA yrnop
AN nanbla, KOTopbI NO3BONSET
aepxartb [03aTop nofa, naeanbHbIM
ONS 03MPOBAHUS YrIIOM U JAeT pyke
paccnabutbcs Mexay umkiamm
[o3vpoBaHus. B pesynbtate
ONVTeNbHbIE LUMKbI [O3UPOBaHUS
cTaHoBaTCcs 6onee KOMMOPTHLIMU

N MeHee YyTOMUTESNIbHbIMU, CHUXAEeTCs
PUCK pPa3BuUTUS TPaBMbl, BO3HUKAKOLLEN
n3-3a NOCTOSIHHOW Harpy3ku (repetitive
strain injury, RSI). KHonka cbpacbiBa-
Tenst HaKOHEYHWKa 3akpyrneHa

N UMEET 3ProHOMUYHYIO KOHCTPYKLMIO,
obecneunBatoLLyo Hanbonee
KOM@OpPTHOE NosioxeHue 60MbLIoro
nanbua npu copacbiBaHUW.

Y1006l yooBneTBopuThb notpebHocTn
Kaxaon nabopatopun, A03aTOPbI
JNlennunet bnak BbinyckalTCs

B O[HOKaHa/IbHbIX U MHOrOKaHasIbHbIX
BapuaHTax. OgHOKaHaNbHble 003aTOpbI
MOryT OblTb NEPEMEHHOIO UNn
dukcuposaHHoro obbema.

o xenaHuo 3akasynka NOCTaBNSKOTCS
LITATUBbI KaK ANs OAHOKaHasbHbIX, Tak
M ANsi MHOTrOKaHasbHbIX 403aTOPOB.
Kaxapin posatop JleHnunet Bnak
nmeeT yaobHyI0 LBETOBYID KOAUPOBKY
Ha OnepaumMOHHON KHOMKEe 1 Kopryce
PYKOAITKM, @ Takke Ha MHOrokKaHasb-
HbIX MOAynsx, 4ToObl nerye ObiNO
HaxoAMTb HYXHBIA HakoHe4HuK Finntip.

MHorokaHanbHble ao3atopb! JleHnuner
Bbnak BbinyckaloTCs 8-KaHanbHbIMWN

C pa3nuyHbiMK amana3oHamu obbema.
Kak n B ogHOKaHasnbHbIX MOAENAX
NeHnuneT bnak, MexaHn3m ycoBep-
LLIEHCTBOBAHHOW PEeryinpoBkn obbema
obecneynBaeT BbICOKMIA YPOBEHb
TOYHOCTU U BOCMPOU3BOANMOCTM.
Kpome Toro, B Moaensix manoro
obbema yHKUMUS CynepBbITankKMBaHUS
Xnakoctn obecneymBaeT ToYHOE
[031POBaHNE Aaxe camMblX MasbixX
06bLEMOB.

1

nTiFic O

OnepauunoHHas KHONkKa
Jlerkas perynupoBka o6bema
JlerkocTtb B pabote

LiseToBas KoAUpPOBKa

LLinpokuin noaaepXxmBealowmin ynop
ANg nanbua

MecTo ans pa3meLyeHus Spnbika
C AONONHUTENbHOW MHOpMaLmen

YcoBepLIEeHCTBOBAHHbI MEXaHU3M
perynupoeku 00bema,
NOBbLILLAIOLMIA TOYHOCTb U
BOCNpPOM3BOAUMOCTb

BonbLion aucnnen

MpoyHblA MaTepuan pyKOSTKu

Becb go3arop uenmkom
aBTOK/MIaBMpYeTCH

OrcyrcTBue MeTanna
obecneyuBaer nerkum sec

MexaHu3m cynepBbIiTaNnkMBaHus
XUAKOCTU




Kar. Ne 06bem TouyHocTb Bocnp-mocTb HakoHeunuk

MKN MKN % s.d.*mkn CV%*

4652002 1 +0,040 +4,00 0,040 4,00 Flex 10,10, 50

4652012 5 +0,070 +1,40 0,070 1,40 Flex 10,10, 50

4652022 10 +0,090 +0,90 0,080 0,80 Flex 200, 250 Yuus., 200 Yan.
4652132 20 +0,14 +0,70 0,10 0,50 Flex 200, 250 Yuus., 200 Yan.
4652032 25 +0,15 +0,60 0,13 0,50 Flex 200, 250 YHnug., 200 Yan.
4652042 50 +0,30 +0,60 0,20 0,40 Flex 200, 250 YHnue., 200 Yon.
4652052 100 +0,40 +0,40 0,30 0,30 Flex 200, 250 YHnus., 200 Yan.
4652142 200 +0,80 +0,40 0,60 0,30 Flex 1000,1000,1000 Yan.
4652062 250 +1,0 +0,40 0.8 0,30 Flex 1000,1000,1000 Yan.
4652072 500 +1,5 +0,30 145 0,30 Flex 1000,1000,1000 Yan.

4652082 1000 +3,0 +0,30 3,0 0,30 Flex 1000,1000, 1000 Yan.

ot

i

OpHokaHanbHbie A03aTOopPbi NUNETOYHbIE Jlennunet Bnak NnepemMeHHoro o6bema

Kar. N0 [uana3on LWar 06bvem TouHOCTb Bocnp-mocTb LiseToB. kog HakoHeyHuk
MK MKN % s.d.*mxn CV%*
4642022 0,5-5 mkn 0,01 mkn 5 +0,075 +1,50 0,050 1,00 Po308blit Flex 10, 10, 50
0,5 +0,030 #6,00 0,025 5,00
4642032 1-10 mkn 0,02 mkn 10 +0,100 +1,00 0,050 0,50 Pozosbiin Flex 10, 10, 50
1 +0,025 +2,50 0,020 2,00
4642042 1-10 mkn 0,02 mkn 10 +0,100 +1,00 0,080 0,80 XKentbiii Flex 200, 250 YHuB.
1 +0,035 +3,50 0,030 3,00
4642052 2-20 mkn 0,02 mkn 20 +0,20 +1,00 0,08 0,40 Bupio3osblii 50
2 +0,06 +3,00 0,05 2,50
4642062 2-20 mkn 0,02 mkn 20 +0,20 +1,00 0,08 0,40 XKenTtbiin Flex 200, 250 YHus.
2 +0,06 +3,00 0,05 2,50
4642132 5-50 mkn 0,1 mkn 50 +0,30 +0,60 0,15 0,30 KenTbiin Flex 200, 250 YHus.,
5 +0,15 +3,00 0,125 2,50 300, 200 Yan.
4642072 10-100 mkn 0,2 mkn 100 +0,80 +0,80 0,20 0,20 XKentbiin Flex 200, 250 YHuB.,
10 +0,25 +2,50 0,10 1,00 300, 200 Yan.
4642082 20-200 mkn 0,2 mkn 200 1.2 +0,60 0,4 0,20 XKentbin Flex 200, 250 YHus.,
20 +0,36 +1,80 0,14 0,70 300, 200 Yan.
4642092 100-1000 mkn 1 Mkn 1000 +6,0 +0,60 2,0 0,20 Cunnia Flex 1000, 1000,
100 +1,0 +1,00 0,6 0,60 1000 Yan.
4642102 0,5-5 mn 0,01 mn 5000 +25,0 +0,50 10,0 0,20 3eneHbiin 5 mn
500 +5,0 +1,00 4,0 0,80
4642112  1-10 mn 0,02 mn 10 000 +50,0 +0,50 20,0 0,20 KpacHbiii 10 mn
1000 +10,0 +1,00 8,0 0,80

| MuoroxkaxanbHbie 403aTopbl nuneToyHsbie Jlennunet Bnak nepemeHHoOro o6nema

Kar. Ne Kon-so Ouanazon  LWar O6vem  TouHocTb Bocnp-mocTb LigetoB. ko HakoHeyHuK
KaHanos MK MKN % s.d.*mxn CV%*
4662002 8 1,0-10 mkn 0,02 mkn 10 +0,240 +2,40 0,160 1,60 Po3oBbiin Flex 10, 10, 50
| 1 +0,080 £8,00 0,070 7,00
k 4662012 8  5-50 mkn 0,1 mkn 50 +0,75 +1,50 0,35 0,70 XKentbin Flex 200, 250 YHus.,
5 +0,25 +5,00 0,10 2,00 200 Yan.
4662022 8 10-100 mkn 0,2 mkn 100 +1,30 +1,30 0,50 0,50 XKenTtbii Flex 200, 250
10 +0,25 +2,50 0,20 2,00 YHug., 200 Yan.
4662032 8  30-300 mkn 1 mkn 300 +3,0 +1,00 0,9 0,30 Opanxesbiit  Flex 300, 300
30 +0,6 +2,00 0,6 2,00
Cankr-Metepbypr Mocksa
Ten.: (812) 703 4215 Ten.: (495) 739 7641
®dakc: (812) 703 4216 ®dakc: (495) 739 7642
196240, r. CaxkT-MeTepbypr 141400, MockoBckas 0b6nacTtb, r. XuMkn
yn. Kybuxckas, 73A, kopn. 1 yn. NlennHrpaackas, 39, busnec Mapk Xvmkn,
E-mail: info.lcp.spb@thermofisher.com oducHoe 3paHue 2, opuc OB02_03_B2

E-mail: info.btd.moscow@thermofisher.com
http://www.thermo.com.ru
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SAFETY DATA SHEET

(In accordance with COMMISSION REGULATION (EU) No 453/2010)

SECTION 1: Identification of the substance/mixture and of the company/undertaking

Product identifier

Product code 10575090
Product name KaryoMAX® Potassium Chloride Solution
Chemical Name Not applicable

REACH registration number No registration number is given yet for this substance / substances in this mixture
since the annual import quantity is less than one tonnage per annum or the
transition period for its registration according to Article 23 of REACH has not yet
expired.

Relevant identified uses of the substance or mixture and uses advised against

Relevant identified uses For in vitro diagnostic use
Use Description Code SU20 - Health services
Uses advised against Not for consumer use.

Details of the supplier of the safety data sheet

Manufacturer/Supplier

LIFE TECHNOLOGIES EUROPE BV
KWARTSWEG 2

2665 NN BLEISWIJK
NETHERLANDS

31-(0)180 392 400

Email: MSDS@lifetech.com

24 hour Emergency Response for Hazardous Materials Within the USA + Canada: 1-800-424-9300 and +1

[or Dangerous Goods] Incident. Spill, Leak, Fire, 703-527-3887

Exposure, or Accident. Call CHEMTREC Outside the USA + Canada: +1 703-741-5970

Country specific Emergency Number (if available):

CHEMTREC Ireland (Dublin) +(353)-19014670 (Greeting Language: English and Irish)

CHEMTREC UK (London) +(44)-870-8200418 (Greeting Language: English)
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SECTION 2: Hazards identification

Classification of the substance or mixture

Classification according to Regulation (EC) No 1272/2008 [CLP]

Physical hazards
Not Hazardous

Health hazards
Not Hazardous

Environmental Hazards
Not Hazardous
Additional information

Not applicable

Label elements

Labelling according to Regulation (EC) No 1272/2008 [CLP]

Hazard pictograms
None

Signal word
None

hazard statements
Not applicable

EU Specific Hazard Statements
Not applicable

Precautionary Statements

Prevention
Not applicable

Response
Not applicable

Storage
Not applicable

Disposal
Not applicable

Other Hazards
This mixture does not contain any substances that are assessed to be a PBT or a vPvB

SECTION 3: Composition/information on ingredients

The product contains no substances which at their given concentration, are considered to be hazardous to health.
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SECTION 4: First aid measures

Description of first aid measures

Skin contact Rinse with plenty of water. Immediate medical attention is not required.

Eye contact Rinse cautiously with water for several minutes. Remove contact lenses, if present
and easy to do.

INGESTION Not expected to present a significant ingestion hazard under anticipated conditions
of normal use. If you feel unwell, seek medical advice.

Inhalation Not expected to be an inhalation hazard under anticipated conditions of normal
use of this material. Consult a physician if necessary.

Notes to Physician Treat symptomatically.

Most important symptoms and effects, both acute and delayed
Not applicable

Indication of any immediate medical attention and special treatment needed
None.

SECTION 5: Firefighting measures

Extinguishing media

Suitable Extinguishing Media Water spray. Carbon dioxide (CO2). Foam. Dry chemical.
Unsuitable Extinguishing Media No information available.

Special hazards arising from the substance or mixture Not known.

Advice for fire-fighters Standard procedure for chemical fires.

SECTION 6: Accidental release measures

Personal precautions, protective equipment and emergency procedures
Ensure adequate ventilation. Always wear recommended Personal Protective Equipment. Use personal protection
equipment. See Section 8 for more detail.

Environmental precautions
No special environmental precautions required.

Methods and material for containment and cleaning up
Soak up with inert absorbent material.

Reference to other sections
See section 8 for more information.

SECTION 7: Handling and storage

Precautions for safe handling
Use personal protective equipment as required. No special handling advices are necessary.

Conditions for safe storage, including any incompatibilities
Keep in a dry, cool and well-ventilated place. Keep in properly labelled containers.

Specific end use(s)
For in vitro diagnostic use.
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SECTION 8: Exposure controls/personal protection

Control parameters

Exposure Limits Contains no substances with occupational exposure limit values.

Engineering measures Ensure adequate ventilation, especially in confined areas.

Exposure controls

Personal protection equipment

Respiratory protection In case of insufficient ventilation wear respirators and components tested and
approved under appropriate government standards.

Hand Protection Wear suitable gloves. Glove material: Compatible chemical-resistant gloves.

Eye protection Tight sealing safety goggles.

Skin and body protection Wear suitable protective clothing.

Hygiene measures Handle in accordance with good industrial hygiene and safety practice.

Environmental exposure controls
No special environmental precautions required.
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SECTION 9: Physical and chemical properties

Information on basic physical and chemical properties

Appearance
Odour
pH

Melting point / melting range
Boiling point / boiling range

Flash point
Autoignition temperature

Decomposition temperature

Evaporation rate
Flammability (solid, gas)
Upper explosion limit
Lower explosion limit
Vapour Pressure
Relative density
Specific gravity
Solubility

Partition coefficient:
n-octanol/water
Explosive properties

OTHER INFORMATION

Liquid

no data available

6-8

°C Mixture has not been tested
°C Mixture has not been tested
°C Mixture has not been tested
°C Mixture has not been tested
°C Mixture has not been tested
No data available

No data available

Mixture has not been tested
Mixture has not been tested
Mixture has not been tested
Mixture has not been tested

No data available

no data available

No data available

Mixture has not been tested

No data available

°F Mixture has not been tested
°F Mixture has not been tested
°F Mixture has not been tested
°F Mixture has not been tested
°F Mixture has not been tested

SECTION 10: Stability and reactivity

Reactivity
Chemical stability

Possibility of hazardous
reactions

Conditions to Avoid
Incompatible Materials

Hazardous decomposition
products

None known.

Stable under normal conditions.

Hazardous reaction has not been reported.

No information available.

No dangerous reaction known under conditions of normal use.

No data available.
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SECTION 11: Toxicological information

Information on toxicological effects
There is no evidence available indicating acute toxicity.

Principal Routes of Exposure, Potential health effects

Irritation Conclusive but not sufficient for classification
Corrosivity Conclusive but not sufficient for classification
Sensitisation Conclusive but not sufficient for classification
STOT - Single Exposure Conclusive but not sufficient for classification

STOT - Repeated Exposure Conclusive but not sufficient for classification

Carcinogenicity Conclusive but not sufficient for classification
Mutagenicity Conclusive but not sufficient for classification
Reproductive toxicity Conclusive but not sufficient for classification
Aspiration Hazard Conclusive but not sufficient for classification

SECTION 12: Ecological information

Toxicity

Contains no substances known to be hazardous to the environment or not degradable in waste water treatment
plants.

Persistence and degradability ~ No information available.

Bioaccumulative potential No information available.

Results of PBT and vPvB assessment
This mixture does not contain any substances that are assessed to be a PBT or a vPvB.

Other adverse effects No information available.

SECTION 13: Disposal considerations

Waste treatment methods

The generation of waste should be avoided or minimized wherever possible. Empty containers or liners may retain
some product residues. This material and its container must be disposed of in according to approved disposal
technique. Disposal of this product, its solutions or of any by-products, shall comply with the requirements of all
applicable local, regional or national/federal regulations.
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SECTION 14: Transport information

IATA / ADR / DOT-US / IMDG
Not regulated in the meaning of transport regulations.

UN Number Not applicable
UN proper shipping name Not applicable
Transport hazard class(es) Not applicable
Packing group Not applicable
Environmental Hazards Not applicable
Special precautions for user Not applicable

Transport in bulk according to Annex Il of MARPOL 73/78 and the IBC Code
Not applicable.

SECTION 15: Regulatory information

Safety, health and environmental regulations/legislation specific for the substance or mixture
Substances of Very High Concern
None.

Restricted substances under EC 1907/2006, Annex XVII
None.

Substances listed under Annex | of Regulation (EC) No 689/2008
None.

Restricted substances under Annex V of Regulation (EC) No 689/2008
None.

Substances under Regulation (EC) No 850/2004 of the European Parliament and of the Council of 29 April

2004 on persistent organic pollutants and amending Directive 79/117/EEC
None.

German Water hazard classes (Wassergefédhrdungsklassen)
Not classified.

Other International Inventories
No information available

Chemical Safety Assessment
No Chemical safety assessment has been carried out.
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SECTION 16: Other information

Reason for revision Update according to Commission Regulation (EU) No 453/2010.
Revision number 2

Revision date 19-Dec-2016

References

* ECHA: http://echa.europa.eu/

* TOXNET: http://toxnet.nlm.nih.gov/

+ eChemPortal: http://www.echemportal.org/

 LOLI database: https://www.chemadvisor.com/loli-database

Classification and procedure used to derive the classification for mixtures according to Regulation (EC)
1272/2008 [CLP]:
Not classified

"The above information was acquired by diligent search and/or investigation and the recommendations are based on
prudent application of professional judgment. The information shall not be taken as being all inclusive and is to be
used only as a guide. All materials and mixtures may present unknown hazards and should be used with caution.
Since the Company cannot control the actual methods, volumes, or conditions of use, the Company shall not be held
liable for any damages or losses resulting from the handling or from contact with the product as described herein.
THE INFORMATION IN THIS SDS DOES NOT CONSTITUTE A WARRENTY, EXPRESSED OR IMPLIED,
INCLUDING ANY IMPLIED WARRANTY OF MERCHANTABILITY OR FITNESS FOR ANY PARTICULAR PUPOSE"
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COI'JTACOBAHO
I'IIN CU ®I'VII

Jﬁ‘" ; .MenneneeBa»
Ln "‘, H. . XaHos

IIpunoxenne K  CBHIETEJbCTBY
Ne 00 yTBepIKAeHHH THIA

CpeacTB H3MepPEeHHu

¢ 2009r.
Buecenst B I’ ocynapCTBeWpeHCTB U3MEpEHUN
Jlo3aTopel MUNIETOYHBIE, OJHO- H PerncTpalHoHHEIH HOMep
MHOTr'OKaHaJIbHbIE «BIaKy Baaniser N

Bemyckarorest o TexsugeckuM yenosrsiM TY 9443-008-33189998-2009.
HA3SHAYEHUME 1 OBJIACTB ITPUMEHEHN A

J103aTOphl NUMIIETOYHEIE, OJHO- H MHOTOKaHANbHBIE, «BIoK» (najee - 103aTopbl) IpeaHA3HAYEHE]
UL MO3HPOBAHMS KUAKOCTEH, IMHAMUYecKas BA3KOCTh KOTOPHIX He mpesbimaet 1,3x107 ITa-c.

Jlo3aTOpBl MHIIETOYHBIE, ONHO- M MHOTOKaHAIbHbIE, «BJIdK» IPUMEHAIOTCS B KIMHHKO-
JTHATHOCTHYECKUX M OaKTEPHOIOTHYECKUX Tab0paTOPHIX MEIUIUHCKHUX YUPEXKIECHHH, a TAK)KE B HAYIHO-
UCCNIeIOBATEIECKUX MEAMIIMHCKUX YUPEXKICHHUIX H B APYTHX 00JIACTIX HAPOJHOTO XO3SHCTBA.

OIIMCAHUME

IIpunnun nedcTBHS N03aTOPOB OCHOBAH Ha CO3JaHWH B CHEMHOM, '€DMETHYHO HaJ€BaeMOM Ha
HITYIIEp 103aTOpa HAKOHEYHMKE IIONEPEMEHHO BaKyyMa MM M30BITOYHOTO JAaBIICHHUS, B PE3YJIbTATE YETO
B HAaKOHEYHUK BCACHIBAETCS WM CIMBAETCS M3 HErO JO3HMpyeMasl XXHIKOCTh. BakyymM u H30BITOYHOE
NABJIEHWE CO3JAIOTCS IIPM IIEPEMEIICHHH B KaMepe, PpaclOIOKEHHOH B INTylepe, I'€PMETHYHO
YIUIOTHEHHOIO KanuOpoBaHHOTO IUTyHXepa. OOBEM 03Bl [103aTOPOB OMNpENENSETCS IHAMETPOM
IUTyHXXEPa U €ro IepeMEIeHHeM, KOTOPOE YIPABIISIETCS 3JICKTPOHHBIM JIBHTATEIEM.

Jlo3aTopsl 060pyZOBaHbI aBTOHOMHBIM MOJIYJBHBIM MEXaHH3MOM DEryIMPOBKH 0OBEMa 103,
KOTOPBI IO3BOJIAET YCTAHOBHTH OOBEM JO3MPOBAHHS C HAWUMEHBIIAM IaroM. J[Jis yMeHBbINEHHS
BIMSHHS TENJa pyKM Ha pe3yJbTaT JO3MpPOBAaHHMS MEXaHHU3M YCTAaHOBKH O0beMa J03 HMEET
TEPMOU3OJISIHMIO OT KOpITyca 103aTopa.

3HayeHue oObeMa [03bl, YCTAaHOBICHHOE NpPU HCIOJB30BAHHH OIEPAMOHHON KHOIIKH,
oTOOpa)kaeTcsl Ha YepHO-0€I0OM JHCIIIee, BCTPOSHHOM B PYKOSITKY J03aTOpa.

J103aTOpEI BBEIIIOJHEHB! B YEPHOM aBTOKJIABUPYEMOM KOPITyCe.

Jlst paboTEI 103aTOPOB HCIOJIB3YIOTCS CMEHHBIE HAKOHEYHHKH. KaskipIii 103aTOp CHAabXeH y371oM
cOpoca, obecneunBarOIMM JETKOCheMHOCTh HAKOHEYHUKOB.

Bemyckaercs Tpuauate JaBe MOIUHKALMK J03aTOPOB: TPHHAAIATh  OJHOKAHAIBHBIX C
(uxcupoBaHHEIM 06BeMOM 1103 ([IIOD), neBSTh OMHOKAHANBHEIX ¢ IEPEMEHHBIM 00BeMoM 103 (JITTOIT)
M JECATh MHOIOKAHAJIBHBIX C IEPEeMEHHBIM 00beMoM 103 (JITIMII).

Jlo3aTopbl NpeCTaBISIOT co00M OJHOKAHANBHbIC, BOCBMUKAHAIBLHEIE, JIBEHAATHKAHATIBHEIE U
IIECTHAIIIATHKAHAILHBIE YCTPOMCTBA C U3MEHSIEMBIM 00BEMOM Il 0TOOpa U TO3MPOBAHUS JKHIKOCTH C
BBEICOKOHM TOYHOCTBIO.



OCHOBHBLIE TEXHUYECKUE XAPAKTEPUMCTUKU

IIpenenst
JI0IycKaeMou [Ipenen
CHCTEMAaTH- JIOITyCKaeMoro
] YeCKOH CpeaHEeKBapa-
HaumeHnoranue Huanazon COCTaBJISIOLIEH TUYHOTO
o Juckpernocts | Uwucio .
MoauduUKaruii 00BEMOB OCHOBHOM OTKJIOHEHHS
YCTaHOBKH, MKJI | KAHAJIOB " s
J103aTOPOB JIO3UPOBAHUS, MKJI OTHOCHTEJILHOU ciyvyaitHOU
IIOrPELTHOCTH | COCTABJISIOLLEH
npu OTHOCHUTEIBLHOM
TEMIIEpaType |IMOrpemHoCTH, %
(20+2)°C, %
JIIO®-1-1 1 1 + 8,0 7,0
JIIO®-1-5 5 1 +5,0 5,0
JATIO®-1-10 10 1 +25 3,0
JIIO®-1-25 25 1 +2,0 3,0
JIIOD-1-50 50 1 +2,0 2,5
JI10®D-1-100 100 1 +1.5 2,0
JIIO®-1-250 250 1 +1,5 2,0
HAIIO®-1-500 500 1 +1,0 1,0
HAIIO®-1-1000 1000 1 +1,0 1,0
JATIO®-1-2000 2000 1 +1,0 1,0
JAIMO®-1-3000 3000 1 +1,0 1,0
JAITO®-1-5000 5000 1 +1,0 1,0
JIIIO®-1-10000 10000 1 +1,0 1,0
JIIOIT-1-0,2-2 0,2...2 0,002 1 + 8,0 (7,0...6,0)
JIIOII-1-0,5-5 0,5...5 0,01 1 + (8,0...5,0) (7,0...5,0)
JAIIOIT-1-1-10 1...10 0,02 1 +(8,0...2,5) (7,0...3,0)
HTIOII-1-2-20 2...20 0,02 1 * (8,0...2,0) (6,0...3,0)
JITIOIT-1-10-100 10...100 0,2 1 +(2,5...1.5) (3.0 ..2,0)
JIIIOII-1-20-200 20...200 0,2 1 +(2,0...1,5) (3,0...2,0)
JTIOII-1-100-1000 100...1000 1,0 1 +(1,5...1,0) (2,0...1,0)
JIIOII-1-500-50 000 500...50 000 10,0 1 +1,0 1,0
JITIOII-1-1000-10 000 1000...10 000 20,0 1 +1,0 1,0
JIIIMII-8-1-10 1...10 0,02 8 +(8,0...2,5) (7, 03,0}
JITIMII-8-5-50 5...50 0,1 8 +(5,0...2,0) (5,0...2,5)
JITIMII-8-10-100 10...100 0,2 8 +(2,5...1,5) (3,0...2,0)
JIIMII-8-30-300 30...300 1,0 8 +(2,0...1,5) (3,0...2,0)
JAIMIT-12-1-10 1...10 0,02 12 +(8,0...2,5) (7,0...3,0)
JIIMII-12-5-50 5...50 0,1 12 +(5,0...2,0) (5,0...2,5)
JIIMII-12-10-100 10...100 0,2 12 +(2,5...1,5) (3,0...2,0)
JIIMII-12-30-300 30...300 1,0 12 +(2,0...1,5) (3,0...2,0)
JIIMII-16-1-10 1...10 0,02 16 +(8,0...2,5) (7,0...3,0)
JIIMII-16-5-50 5...50 0,1 16 +(5,0...2,0) (5,0...2,5)




IIpenensr momyckaemoif cucTeMaTHUECKO COCTABIISIIOINEH JOIOIHHUTENBHON OTHOCHTEIHHOMN

TIOTPEIIHOCTH IIPH OTKJIOHCHHWH TEMIICPAaTyphl OKPYIKAFOIIEro Bozzayxa ot 20 °C cocraBmsor + 5 % Ha
Kaxcapie 10 °C.

Jlunamudeckas BI3KOCTH NO3UPYEMBIX JXKHIKOCTeH He 6oee 1.3 x 10 ITac.
Maxcumanbubie rabapuTHBIE Pa3MepBhI 103aTOpOB 6e3 yaKOBKH, BEICOTA, MM, He GoJIee:

— OJHOKaHAIBHBIX (PUKCHPOBAHHOTO 00BEMA 300;
— OIHOKaHAIBHEIX MEPEMEHHOTO 00BEMA 350;
— BOCBMHKAHAIBHBIX 300;
— JIBEHAOaTHKAHAJIbHBIX 300;
— IIECTHAAUATUKAHAIBLHEBIX 300.
Macca nosaropos Ge3 ymakosky, r, He Goree:
— OIHOKaHAJIBHEIX (PUKCHPOBAHHOTO 00BEMA 150;
— OIHOKaHAJBHBIX IIEPEMEHHOr0 06bEMa 150;
— BOCHMHKaHaJIbHBIX 200;
— JABEHAIIATHKAHAJIbHEIX 250;
— IOECTHAOIATHKAHAIBHBIX 300.

YcnoBust sKCIITyaTanmu:
— [manasoH pabouux Temmeparyp, °C
— /JiMara3soH OTHOCHTENILHOH BIaXHOCTH BO3myXa, %
— arMocdepHoe nasieHwue, klla
Cpennss HapaGoTka Ha oTKas3, He Meree 100000 IIUKJIOB JO3UPOBAHHUS
meree 50000 MHKII0B O3MPOBAHMS I MHOTOKAHATBHEIX J103aTOpPOB.
Cpennuit cpok cimy»«6EL, et

or + 10 go + 35

ot 30 1o 80

101,3+4
ALl ONHOKAHAIBHBIX U HE

4.

3HAK YTBEPXJIEHVS TUIIA

3HaK yTBEpIKICHHS THIIA HAHOCUTCS HA 703aT0D (YIaKOBKY € I03aTOPOM) METONOM TepPMOIIEYATH,
Ha TUTYJBHELA JTHCT PyKoBOJCTBa 110 3KCIITyaTamu TUIOrpadckuM crocobom.

KOMIIJIEKTHOCTb

B KOMIUIEKT mOCTaBKH BXOIAT:

1. Jlozatop 1 mr.
2. MHOrobyHKIMOHANBHBIH KITIOY 1 mr.
3. PyxoBozcTBO 110 oKCIUTyaTanuu (P3) 1 5K3.
4. TroOHK ¢ BBICOKOKAYECTBEHHOH CMa3KOil 1 .
5. O6pasisr HaKOHEYHHKA 1-3 m.
6. Kombro ymnoTHHTEIBHOE 1 mr.
7. Metomuka nosepku MIT 2302-0009-2009 1 3Kk3.

[IpumMeuyanus
1 ITocTaBka MOXET OCYILIECTRIATECS B OGBIX COETAHMIX ZI03aTOPOB M COOTBETCTBYIOLIMX UM HAKOHEUHHUKOB.
2 Io TpeGoBaHHIO MOTPEGUTEN HAKOHEYHHKH TIOCTARJISIOTCS 110 OTAEBHOMY 3aKa3y, B OTAE/ILHOM YIIAKOBKE.

ITOBEPKA
IloBepka  mo3atopoB  ocymecTBiasercss B COOTBETCTBHM  C  METOJHMKONH  MOBEpKH
MIT 2302-0009-2009 «Jl03aTOpBl MHUIETOYHEIE, ONHO- H MHOTOKaHallbHEIEe, «Bask». Meromuka

HOBEpKm», yTBepXXaeHHOH "I CU OI'YIT «BHUWM wum, JL.1. Menneneesa» 18.08.2009 .

OCHOBHEIE Cpe/cTBa MOBEPKH: BECHI n1ab0paTOpHEIE CHENUATBHOTO KIIacca TOYHOCTH 1o [OCT
24104-2001; TepmMoMeTp ¢ muanazoHOM u3Mepenus ot 0 no 50 °C ¢ morpermHocTsIO He Gonee + 0,1 °%6C;
BoJa OmauctuiumpoBanHast mo I'OCT 6709-72, TCCCJT 98-2000; GapomeTp ¢ nHana3oHOM H3MepeHHs
ot 80 1o 160 xI1a ¢ morpemHoCTEIO HE Gostee + 200 ITa.

Mesxnosepounsiii uatepsai - 1 rog.



HOPMATUBHBIE U TEXHUYECKUE JOKYMEHTHI

1. TOCT 8.470 «I'CH. TocynapcTBeHHas MOBEpOYHAs cXeMa JULI CPEJICTB M3MEPEHHH 00beMa
KUJKOCTH.

2. TOCT 28311 «Jlo3aTopsl MeauIMHCKAE JabopaTopHble. OOIMe TeXHUIECKHEe TPEOOBAHUS U
METO/bI UCIIBITAHHIY.

3. TOCT 50444 «IIpubopsl, anmapatsl 1 00opyaoBaHHe MequiuHckue. OOmHUe TEXHUYCCKHE
YCIIOBHS.

4. TY 9443-008-33189998-2009 «J{03aTOphI IHUIIETOYHBIE, OJHO- H MHOTOKaHAJbHBIE, «BIoK».

TexHu4eckue ycaoBus».

3AKJIIOYEHHE

Tun 103aTOpPOB MUMETOYHBIX, OJHO- ¥ MHOTOKAaHAIBHEIX, «bBIIoK», yTBEPXKICH ¢ TEXHUYECKUMU U
METPOJIOTHIECKUMH XapaKTePHUCTUKAMHU, TPUBEICHHBIMH B HACTOSAIIEM OIIMCAHUU TUIIA, METPOJIOTHIECKH
obecIieueH TIpH BHITYCKE U3 MPOU3BOJICTBA U B OKCIUTyaTallUM COTNIACHO IOCYJapCTBEHHOM MOBEPOYHOU
CXEME.

Perucrpanuonnoe ynoctopepernne Ne @CP 2009/05681 ot 15.09.2009 Beimano PenepanbHOH
cimyx00# 1Mo Ha/30py B cepe 3paBOOXPAHEHHS U COIMATIBHOTO Pa3BUTHUS.

N3IrOTOBUTEJIb

3A0 «Tepmo ®@umep CaiteHTHGUKY,
196240, r. Canxr-Iletepbypr, yi. Kybunckas, 1.73, nutep A, kopryc 1

C. A. JlammkoB
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