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I, Laura Lopez, Regulatory Affairs Manager at BioSystems S.A., hereby certify, that attached documents are true and
accurate copies of User Manual of the product and translation of this document into Russian language in accordance with
the documents.

Also, | hereby certify that the attached documents are for purposes of product registration in Russia and in the countries of
Eurasian Economic Union.

A, Naypa lones, MeHempkep no Bonpocam PerynmpoBaHus komnaHum BioSystems S.A., HacTOSALMM YAOCTOBEPSIO, UTO
npunaraemble LOKYMEHTbI B HWKENPUBELEHHOM OObeMe CTpaHuL, SABMAIOTCA [OCTOBEPHLIMUA W TOYHBIMW KOMUAMU
VHCTPYKLMW MO 3KCNyaTauymy NpoAyKTa U NepeBojoM AaHHbIX JOKYMEHTOB Ha PYCCKWIA A3bIK.

Takke yAOCTOBEPSAID, YTO Mpunaraemble [OKYMEHTbI UCMOMb3YHOTCA C LE/bio PErucTpauun npoayKummu B POCCUIACKOIA
®deaepaummn v cTpaHax EBpasniickoro dkoHomMuueckoro Cotosa.

Title/HanmeHoBaHMe

User manual of medipal product; Reagents Kit for quantitative determination of
total protein concentration in serum or plasma (English version)/ NHcTpykums
nonb3oBatens «Habop peareHTOB A8  KO/IMYECTBEHHOrO  OMpefesieHus
KOHUeHTpauun Obulero 6enka (Total Protein) B CbIBOPOTKE WM Mnasme KPOBW»
(Bepcums Ha aHIIAACKOM SI3bIKe)

User manual of medical product: Reagents Kit for quantitative determination of
total protein concentration in serum or plasma (Russian version, only for Russian
Federation use)/ MIHCTpyKuma nonb3osatens «Habop peareHTOB A/15
KOMIMYECTBEHHOrO onpefeneHns KoHueHTpauun ObLero 6enka (Total Protein) B
CbIBOPOTKE unm nnasme Kposu» (Pycckas Bepcus gyis Poccuiickoid deaepaumn)
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TESTIMONIO .- ANTONIO ROSSELLO MESTRE, Nota-
rio del llustre Colegio de Cataluna, con residencia
en Barcelona,
DOY FE: Que el presente testimonio es fiel reproduc-
cion, por fotocopia, del documento original, que me
exhibe. Y para que conste libro el presente.--—---———--
Barcelona, a dos de septiembre de dos mil veinte. ---—--

Figura en el libro indicador con el N= 880/2020 de
la Seccion Segunda.
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PROTEIN (TOTAL)

C0021513 2x60n1«2k20711 C0023512 1x6OffIL*ti20ml

QOily fern v*ounu 1 tw dncii lifaofiviory

ifTENOEOUSE

RMoanM for tiw mwoufomant of pPRMn (Mai) concanMon n htfitan sofum or ptesma The
oManiab vMuas vt nnM aa an aM« itia oMuabon of fiw iMos of dafiy*a>on and water
nioucaMnandMitrMantoneynAantaa and to control the tvoliiMo of muKipiamyetoma. and to
conmrol Wedanetront mecroNobtjiRtemau

Ttw reagent = for uae/1 lie BtoSyMimi BA anMyzen

CLINICAL SIOWICANCE

Meet of tie ptawna proteew ve eyntheaized by the bvar The mator exoepeon to the e 1w
mnuno™obiAnawhidi are produced by plaema.cels lowidto the ipiaen lym” nodes and bore
manmow

The boo general causes of NeersOong of serum totai proton are a change m the wAene of
plasmaeMsrandadianga n the conaertoalion of one or more of lie sarum protons

Hyperprotonemia can be caueed by dehydrabon (nadequato weter niafoe. severe vomiong.
dnnhee. Addeon’s daease Mabebc acMos»} or as a resiii of an ncreaeen lw concenbaeon
ofspeolc protons (@anmnoglobtdns n chrorac nfeebons. mtibple myeloma)”»

| lypoprotoneneamay be caused by hemodfuaon (sMI retention syndomes. messM nbevenous

aduanns) by an mpaved synthase (severe melnuinean chrorac bver dsease anesral
melabeorpbve dwease) or by an excestrve protein loss due to a chrome kidney dsease or
severeUrns”

Qncal dagnose shotfd not be made on the indngs of a satgie test lesiiL but should ntegrate
boll dneal and laboratory data

PfBNCVIEOFTHEIIETHOO
Proton n lie sample reacts w#i copper () tonn aktone medum formng a edoured complex
lial can be meeiured by speehophotomeby™

CONTENTS
COD21S13 CO0 23513
A Reagent 2x60 mL 1x60ml
B Reagent 2x20 mL 1x20mL
COVPOSTON

A Reagent Sodum hydroxide 04 moVI.sodum tartrate 90 mmoVi
DANGER H315 Causes sUn Mthon H31i Causes senous eye P2B0 Ibear
protective gtovestvotectrve dotfungi'eye profectionvfoce pmlechofi P305*P351*P338 IF IN
EYES Arise ceuious/ywith wafer tor several mnufes Remove oonfaef/emes, dpresertfand
easy to do Continue mmsiog P332*P313 H sAni wnfabon occurs (M medkoat
adnce/aOontioco P62 Tatoo/Teonfamtnaledclolhngandii'as/ibertorereuse

B Reagent Sodun hydroxide 04 nol/L sodum tarbate 90 mmoll. Copper (Il) acetate 21
mol/L poiessRimedde 60Tnol.

DAMJER H315 Causes s/n urilabon H3I9 Causes senous eye demege P280 Wear

prefedve gtovee(protochve dotfimgreye profectdrHdce protection P305*P351*P338 IF IN
EYES Aneecauioie/yiMfrwaferitarsevsre/minides Remove confeefianees.dprtsenrend

to do Contnue rinsng P332*P313 U s/an imlation oocen G* medeef
ad*K»ftllonbon P3S2 Te/ceo/Tcontamnafedctofhngendwasfibetorereust
STORAGE AND STABILITY
Store at2-3C7C
(“ponenis are stable once opened until the e)dry date maded n lie lebei if they are stored
weHdased end care is taken to prevent contammetion dunng their use

O board stability Reagents open and kept n the refingerated ocomparbnent of the anallyzer are
stable42 days

bidtoabons of detonorabon Absorbance of the blanli over the kit ndcaled in Test Psrameters'
WARNMG AND PRECAUTIONS

Exercee lie nomal precautions requeed for handhng si laboratory reagents Safety date sheet
avadable for profestoonal user onrequest Dioeaf of si waste metonilshcRid ben accordance
widi local guxMnes Any senous modent that might occur n' relabon to lie devee shel be

reported to BioSystoms SA

AOOMONAL MATERULS REQUIREO (NOT PROVDEOQ)

Biochemisby CMbralor (BtoSystoms cod 18011) or BtochemsbyCaMiretor Human (BioSystoms
cod 18044)

NeA(MNTPNePARATK>N

Reagents are provided reedy to use

SAMPLES

Serum or heparinized plasma.collected by standard procedures  Stable lor 4 weeks at 48*C*
Anbooagutonts other lien hepann shoifd notbe used

CAUBRATION

A reagent blank should be done every day aide calkdoradon el least every 21 days after reagent
lot change or as requrred by quiMy conbd procedures

QUALITY CONTROL

Ite recommended to use the Biochemnby Conbol Senni level | (ood 18005.18009 aid 18042)
and Il (cod 18007,18010 end 18043) to venfylie accuracy of lie meesuremant procedure
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PROTEIN (TOTAL)
BIURET

Each taboratory shotod estabkth as own ntomN Quekty Conbol scheme and procedim lor
correchve eebon if conbol rtsuRs are notwiviwi Iw acceptable kmitt

REFERENCE VALUES

Serwn eiMls'

644391

eorigl

toitdatory
ftecartent

ConcenbMons are lowan cMd Plasma tota pioton conocanbabon « 2t04 g | lagha duato
lie prasance of ibmogan aswel aasome olha bace protons'
These ranges «e gnrai for onentabon only each laboratory shotod establsh as own raferenea
ranges
METROLOGICAL CHARACTERISTICS
The mebciogtoN charactobes desenbed below have been obtaned uamg a 6A400 analyzer
andfdownglieguKtohnes of lie CtmeafS Laboratory Standards Insatuito (CLST)

Dateebon bVl 060041

Uneanty bml 150g | For samplas wih higher values, dduto menuafly or refer to the Test
Parametonzabon for Automabc ddubon (note thet at these samplet WM be ddutod with the
samedlubonrMo)

Pieaston
Mean concarbabon Ropaotabdy(CV)  WWmdaboratof{CV)
SOOgL 05% 16%
SISgl 06% 11%

- Tmenasa ResuRs oblanad will 1m reagent thd not show systomabc dflarencas when
compared etoi retrence raagantt Oatads of Iha companton axpanmants are nrakeble on
request

LMTAT10NS OF THE PROCEDURE
Infortsrences BAfuwi (v to 30 TaLL.) henolysis (hemoglobn up to SX ngiicl) and hpenva
ItoghioMidesupto975mi;Ndonot*iteilere Olior drugsandsubstances mey ntortere’
BeUOGRAPKY

1 Tz Twiwek ol Ckned Ciwmety and Moleeiiw Onerretoa 4t ad Bures CAAHwood Eft. Bnm DE
W6SaundanCo.200S

2 Fnedmnand Yeung Hleets of deesee anchecditoeraknr Mil. to) ad AACC Press 2001
3 Gomto AG. Bwdewi CS. David MM Delsmwiasonof sanen pretsae by meara(Atw Bmii leadion J

Chem 199 tTZ 7$t-7«
4 Wort Hea\i Oignealen (WH” Um el anesoagVine ail cegrestc ftoereiary nvaitgasm Cecereri
VM-D/G\MBB%J.R&/Z.Z(\(%Z Mb'/nmhoailAneiiandtotOeeSS9S7 9

5 YougOS Hects cfdugsandneal MoralBry Mis Stied AACCPresa 2000

TEST PARAMETERS
Rt use ReagartA
R2 useReageniB

GENERAL
Nere PROTEMTOTAL
Satrane

Sapletype

Vd Rt
et R2
Reedng t (cyclt)
ftoedng2 (cyda)
PiedkiSon (ctor
1 RecLoed (aotor
CALIBRATIONAND BLANK
Barktyo dsttediador
Gittvabon mocke exaimertal cakadof
Nunrber ofedOrdert 1
Cdorabonaae

OPTIONS
Sarhaosabance Imt 0150 0150
KaMcbMkhw

LineMytriv
Srtoeeckoapielon

I-}hi(]’wm%



Additions for Russian Federation only

Content modifications CONTRAINDICATIONS TO USE
1. Protein (Total) (BA) 2x60+2x60 ml Not applicable
2. Protein (Total) (AU) 2x60+2x60 ml STERILITY
3. Protein (Total) (D) 2x60+2x60 ml It is delivered in non-sterile form. Sterility is not required
4. Protein (Total) (F) 2x60+2x60 ml INFORMATION ABOUT THE POSSIBILITY OF
5. Protein (Total) (BA) 1x60+1x60 ml REUSE
6. Protein (Total) (AU) 1x60+1x60 ml Not re-usable
7. Protein (Total) (D) 1x60+1x60 ml SYMBOLS and LABELS
. Symbol Name
8. Protein (Total) (F) 1x60+1x60 ml
DISPOSAL AND DESTRUCTION OF MEDICAL DS See manual
DEVICES
National standards must be followed when transferring H fl Catalogue number
and disposing of the product, its components and
packaging.
Chemicals and finished and used reagents must be Il\q . L
. i . | . Medical device in vitro
disposed of in accordance with regional regulations.
LIABILITY AND GUARANTEES
Any change to the set and/or exchange or replacement of ILO-I Lot

any components of different batches from one set to
another may negatively affect the expected results and the

validity of the analysis as a whole. In the event of such C€ European Community symbol
changes and/or substitutions, any requirement to replace

the set is invalid. -

Claims submitted due to incorrect interpretation of the I Temperature

analysis results by the client are also invalid.

However, in case of any claims, the manufacturer's

liability should not exceed the cost of the kit. Damage Expire before
caused to the kit during transportation is not the

responsibility of the manufacturer. The manufacturer's - -

warranties of BioSystems S. A. apply to the fact that this I J Manufacturer
product meets the specifications stated on the label, but

only if the product is used by qualified personnel in

accordance with the instructions set out on the label and NATIONAL STANDARDS

the materials are used before the expiration date indicated FOCT P51088-2013, TOCT P CO 15223-1-2014.
on the label. FoOCT P WMCO 18113-1-2015, TOCT P NCO 18113-2-
MAINTENANCE 2015. TOCT P CO 23640-2015

No requirement AUTORISED REPRESENTATIVE ofthe
MAINTENANCE SERVICE MANUFACTURER

Not required "MD-Consulting and Development" LLC. 129337,
POTENTIAL CONSUMER Russian Federation, Moscow, Yaroslavskoye Shosse,
Professional user; a laboratory specialist who has the 6/2, office 106

appropriate work permit MANUFACTURER AND ADDRESS OF
INFORMATION ABOUTTHE PRESENCE OF A PRODUCTION

MEDICINAL PRODUCT IN A MEDICAL DEVICE BioSystems S.A.,08030, Costa Brava, 30. Barcelona,
Does not contain Spain

INDICATIONS FOR USE
Not applicable

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



WHCTpyKUMa nonb3oBaTtens

BioSystems

NEACENTS & INSTRUMENTS

Ce

Habop peareHTOB 414 KOMMYECTBEHHOTO ONpPeAeNeHNs KOHLEeHTpaLum
Oo6uwero 6enka (Total Protein) B cbiBOPOTKE MAN Nna3me KpoBU

Xpnunte npun 2"C - 30 °C
Mcnonb3oBaTth TONLKO ANA paboThl «in Vitro» B KNMHUYECKMX NabopaTopuax

HA3SHAYEHWE
PeareHTbl NpefHa3HaueHbl Ana onpegeneHnst KoOHLeHTpaummn benka
(obuiero) B CbIBOPOTKE MMM M1a3Me KpPOBU YenoBeka Ha
aHa/m3aTtopax nabopaTtopHbIX aBTOMATUYECKUX OMOXMMUYECKMX
BAACIO wn BA2(l0O € nNpuHagNeXXHOCTAMU  MPOU3BOACTBA
«bnoCncremc C.A.». WcnaHums. PeareHTbl Takke MOryT ObITb
MCMoNb30BaHbl Ha aHalOrMYHOM O6OPYAOBaHUM C  MOXOXVMU
XapaKTepucTukamu.
MonyyeHHble pe3ynbTaTbl WCMOMb3YIOTCA Kak BCroMoraresbHoe
CpeACTBO Npu OLEeHKe 06e3BOXXNBAHWS 1
BOAHOWM MHTOKCUKaLMW, CUHAPOMOB 3a[epXKKW Coneid, a Takke Ans
KOHTPONA 3a pasBUTMEM MHOXECTBEHHOV MWENoOMbl 1 Ans
KOHTPONS 3a MakpornobynnHemvieid BanbgeHctpema.
KPATKAA CMPABKA
BonblMHCTBO ~ 6€nKoB, cofepXalumxcs B Mna3me  Kposw,
CUHTE3MPYIOTCA B NeuYeHW. [NaBHOE WCKIKOYeHVe COCTaBnsitoT
MMMYHOII06YNHBI, KOTOpble MPOAYLMPYHOTCA B MaasmMatnyecKunx
KNeTKax B Cene3eHK’, IMMMaTNYeCcKnX y3/10B U KOCTHOrO Mo3ra.
[BYMSA  OCHOBHbIMW  MPUYMHAMM  U3MEHEHWI  KOHLEHTpauum
o6Lero 6enka B CbIBOPOTKE KPOBW ABMSKOTCA M3MeHeHWs obbema
BOAbl B NnasmMe KpPOBU M M3MEHEHWA KOHLEHTpaunii OAHOro unm
HECKONbKNX CbIBOPOTOUYHbIX GENKOB.
lvnpenpotenHeMnss MOXET 6biTb Bbi3BaHa 06e3BOXMBaHVEM
(HepocTaTouHbIM  NOTPebneHVemM BOAbl, CWAbLHOM PBOTON wAK
Ovapeeii, 6one3Hbl0 AAMCOHA, AMabGETUHECKMM KeToauuao30M)
nM60  MOBbIWEHMEM  KOHUEHTpauum cneuuduyeckmnx 6enkos
(MMMYHOrno6ynMHOB  NPY  UH(PEKUMOHHLIX  3aboneBaHusX,
MHOXXECTBEHHOW Muenome)' -.
I'MnonpoTtenHemus MOXKeT BO3HUKHYTb B  pesynbrare
remMoaunoumMn  (CMHgpoMax 3afepXXKu coneii M UHTEHCUBHbIX
BHYTPMBEHHbIX WHBEKUMAX), U3-3a HapylleHWs cuHTe3a 6enkos
(Npw Ts>kenol HefoCTaTOYHOCTU MUTAHWSA, XPOHUYECKON 6Gone3Hu
neyeHn, HapyLleHUN MPHOLECCOB BCaCblBaHUS B KULLUEYHUWKE) WUan
Mn3-3a M3ObITOYHOM MOTEpV 6ENKOB, BbI3SBAHHOW XPHOHNYECKOM
60/1e3HbI0 MOYEK NN TSHXKENbIMU OXKOramm™-",
NPUHUWA NPOLUEAYPHI
MeToga: 6uypeToBbIii, anddepeHLpoBKa.
Benok npobbl pearupyet ¢ voHa.M1 Meaun (11) B LLe.TOUHO cpege €
0o6pa3oBaHMeM LBETHOTO KOMIMEKCa, KOTOPbI MOXeT ObliTb
M3MepeH CNeKTPOOTOMETPUYECKN'.
COCTAB HABOPA
Habop  p>eareHtoB  fniA KO/IMYECTBEHHOTO  OnpefeneHns
KOHLeHTpaumm Obuwero 6enka (Total Protein) B CbIBOPOTKE UAn
nnasmMe KpoBW BbINyCKaeTCas B ClAedylolWwmx B BapuvaHTax
VCMONHEHWS:
1 06wwuii 6enok (BA) (Protein (Total) (BA)
0  PeareHT A - 2 dinakoHa rno 60 mn
0 PeareHT B - 2 ¢hnakoHa no 20 mn
2. 06wwuii 6enok (AU) (Protein (Total) (AU)
0 PeareHT A =2 hnakoHa no 60 mn
0 PeareHT B - 2 chnakoHa no 20 mn
3. 06wwuii 6enok (D) (Protein (Total) (D)

PernctpauymoHHoe ygoctoBepeHne ®C3 Ne XXX X/Z2Z2Z2Z

OT «XX» XXXXXXXXX 20XX T.

0  PeareHT A - 2 chnakoHa no 60 mn
0 PeareHT B - 2 diakoHa no 20 mn
4. 06wwii 6enok (F) (Protein (Total) (F)
0 PeareHT A - 2 conakoHa no 60 mn
0 PeareHT B - 2 donakoHa no 20 mn
5. 06wwii 6enok (BA) (Protein (Total) (BA)
0  PeareHT A - ldiakoH no 60 mn
0  Peai'CHT B - 1dnakoH no 20 mn
6. 06wwin 6enok (AU) (Protein (Total) (AU)
0 PeareHT A -1 chnakoH no 60 mn
o PeareHT B - 1chnakoH no 20 mn
7. 06wwuii 6enok (D) (Protein (Total) (D)
0 PeareHT A - 1cnakoH no 60 mn
0 PeareHT B - 1dmakoH no 20 mn
8. 06wwin 6enok (F) (Protein (Total) (F)
0 PeareHT A - 1dmakoH no 60 mn
0 PeareHT B - 1ldmakoH no 20 .wn

COCTAB PEATEHTOB

A. PeareHT; Tmapokcug Hatpus 0,4 mmonb/n, Taptpat Hatpus 90
MMOSb/N.

B. PeareHT: 'mapokcng Hatpusa 0,4 mmonb/n, TapTpaT Hatpus 60
MMonb/n, auetat megu (11) 21 mmonb/n. iogng kKanma 60 MMonb/n.
HEOBXOAWMbBIE LONONMHWTENbHBIE MATEPUANDI,

HE BXOAALW WE B HABOP
- Kamwmbpatop pns BMOXMMUNYECKMX
(BioSystems kog 18011 vunn kog 18044).

NPEAYNPEXAEHUNA N MEPbI MPEAOCTOPOXHOCTH
TonbKO ANA NPOdeCCNOHAIBHOIO UCMO/b30BaHSA.

MNepes Hayasiom  uccnefoBaHVs  MpounTalTe  MHCTPYKLMIO
NOMHOCTLIO W BHUMMATENbHO. Mcnonb3yite [eicTBUTENbHYHO
BEPCUIO MHCTPYKUMKW, NMPUIOXEHHYIO K Habopy. Ybegutecb, 4TO
BaMm BCE MOHATHO.

CTporo 3anpelleHo: ypanaTb, MeHSATb, BblOpacbiBaTb  Un
noBpeXkfaTb 3TUKETKM C LUTPUX-KOAOM Ha ynakoBKe Habopa u ero
KOMMOHeHTax. LUTpux-Kofbl BadkHasi 4acTb Habopa u cogepkar
HEO6XOAMMYIO /11 NOCTAaHOBKM MH(hopMaLyio.

Cobntogante o06Wpe HOpMbl 6Ge3onacHoCcTM npu  pabote ¢
peareHTamu.

Bce peareHTbl Habopa KOTOpble COfepXKaT CbIBOPOTKY UW Tbiasmy
yenoseka OblM NPOTECTMPOBaHbLI W MOKa3am OTpuLATENbHbIN
pesynbtar Ha HIV I/ll, HBsAg u HCV. OgHako Bce NpogyKTbl
YenoBeyeckol KpoBKM, BKMOYas 06paslbl CbIBOPOTKW, [OMKHbI
cumTaTbCs NOTEHLMANbHO ONacHbIMU.

He nuneTupyiite pToM 1 nsberaiite KOHTaKTa peareHta c Koxel n
CNM3UCTBIMMU.

Henb3a ectb, NUTb, KypuUTb WM HAHOCUTb KOCMETUKY B .MECTe
paboTbl C peareHTamu.

HapeBalite ogHOpa3oBble nepyaTky Npy packarnbiBaHuy o6pasLoB
1 peareHToB.

PaboTta c peareHTamu [O/MKHa NPOBOAUTLCA B COOTBETCTBUMMN C
npouegypamu, yTBep>KAeHHbIMW COOTBETCTBYHOLLMM yrpaanieHnem
6uonornyeckolri 6e30nacHOCTV 1 perynnpoBaHus.

He ncnonb3yiite peareHTbl C UCTEKLLMM CPOKOM FOAHOCTWU. Cprok
rofjHOCTU yKa3aH Ha yrnakoske Habopa.

nccnefoBaHuiA

06/2019

BioSystems S.A. Costa Brava, 30. 08030 Barcelona (“ain)
www. biosystems.es
Quality System certifiedaccording to
ENISO 13485and EN ISO 9001 standards
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/ [-a WHCTpyKumsa nonb3oBaTens

OonTMasibHble  pe3ynbTatbl MOXHO MOAYyYUTb  TOABKO  Mpu
1Cnonb30BaHUU OTKa/IM6POBaHHOIO obopynoBaHus ]
MHCTPYMEHTOB.
He cmeluvBaiiTe M He UCMNOMb3yWTe KOMIMOHEHTbl M3 pPasinyHbIX
NOTOB.
B cnyyae KOHTaKTa peareHTOB C rfiasamy WUan KOykel, npomoiite
3TOT y4yacToK Bogoii. O6patuTtech K Bpady B Cllyyae NOBPEXKAEHUS.
XUMMKaTbl 1 FOTOBbIE U UCMONb30BaHHbIE peareHTbl JOMKHbI ObITh
YTUIN30BaHbl B COOTBETCTBUN C PETMOHa/IbHbIMW HOP.Mamu.
PeareHTbl cojep>aT TMAPOKCcUA HaTpusa. BpegHblii (Xn): R22.
He rnoTaTb. R31: npn KOHTaKTe C KACNOTaMun BbicBo6OXK AaeT
TOKCUYHbIW ra3. S28.1: locne KOHTAaKTa C KOXKell HeMeAneHHO
npomMbl Tb BOAOW. S45: nNpu HecYacTHOM c/ayyae U NA0OXOM
ca.no4vyscTBUMN. HeMeONneHHOo OﬁpaTVITer 3a Me,U,VILI,VIHCKOVI
MOMOLLbIO.
WHopmauma o peareHtax, WCNonb3yemblXx B 3TOM Habope
JOCTynHa npu 3anpoce B [peactaButensctBo  ObuiectBa
«BUOCUNCTEMC C.A.», NcnaHus.

XPAHEHWE W CTABW/IbHOCTb PEATEHTOB
XpaHutb npun 15“C - 30 “C.
PeareHTbl B HEBCKPLITOA YyMNakoBKEe CTabwibHbl [0 OKOHYaHWs
CpoKa rOfHOCTW, YKa3aHHOro Ha 3TUKEeTKe, Mpu XpaHeHun B
peKoMeH0BaHHbIX YCNOBUAX.
BcKpbITble N He CMeLLaHHbIe KOMMOHEHTbI U3[enns cTabunbHbl 40
OKOHYaHWA CpoKa rogHOCTU, yKas3aHHOro Ha 3TMKETKe, B MNOTHO
3aKpbITOM BUAE MPU COGMOAEHUN PEKOMEHAOBaHHbLIX YCNOBUIA
XpaHeHnss 1 NpefoTBpalleHun  3arpsAsHeHuss BO  Bpems
MCMNO/Mb30BaHNA O OKOHYaHWA CPOKa rOAHOCTM, YKa3aHHOIo Ha
3TUKETKE.
CTabunbHOCTL BO BPEMSI MCMO/b30BAHUS: peareHT, OTKPbITbIA U
YCTaHOB/IEHHbI B OXNadKAaeMbli OTAeN aHamM3atopa, CoXpaHsieT
Nn'‘abunbHOCTb 42 fHS.
Mpu3HaKn 3arpA3HeHns:
MpucyTCcTBUE B3BELUEHHbIX YacTuL, MYTHOCTb, abcopbums b6naHka
pabouero peareHta (RA+RB) Bbiwe 0.150 npu 535 HM.

NOATOTOBKA PEATEHTOB
PeareHTbl rotoBbI K ynoTpebneHuto.
OBPA3LbI
CbiBOpOTKa WM renapvHM3VpoBaHHas MnasmMa, cobpaHHas no
CTaHfapTHOW npoueaype. CTabnnbHOCTbL cOoCTaBnsieT 4 Heaeny npu
t"C - 8@C"
3 KayecTBe aHTMKOarynsHTa UCnosb30BaTb TONIbKO renapuiH.
NMPOUEAYPA AHANN3A

\BTOMaTUYECKHE OUOXVMNYECKNE aHaIM3aTopbl PaccUUTbIBAOT
NiYeHne KOHUEeHTpaumm oblero 6enka ucnonb3ys 3afaHHble
TONb30BaTenem napameTpbl.
Xns aHanM3atopoB aBTOMATMYecKmx 6roxmmmyecknx BA400 wn
3A200 npoussoactBa  «bnoCucremc C.A». VcnaHusa
tocnonb3yiiTecs CcnegylowmmMm nporpaMMamMin 1 napameTpamm
*€CTOB!

OBLUME BA200 BA400
HanvieHoBaHve PROTEIN PROTEIN TOTAL
TOTAL
KpaTtkoe HaviveHoBaHve T-PROT T-PROT
Twn obpasua CbIBOpOTKa / nnia3ma CblaopoTxa/nnasma
Pexvm aHanmza [OHchchepeHLmpoBka AHchdbepeHLypoBKa
6u-peareHT 6u-peareHT
EnyHnubl r/n rin
[lecsiTnuHble 3Hakv 0 0
Tun peakuym BO3pacraroLLaa BO3pacTatoLLast
MPOLIEAYPA
PexviM cunTbiBaHUS MOHOXpOMAaTMKa MOHOXpOMaTUKa
OCHOBHOI TP 535 535
PedbepeHcHbIli (oH.NETP

BloSystems

C £ REACCNTS a INSTRUMENTS
O6paszel, 4 4
O6bem 1-ro peareHta R1 225 225
O6bem 2-ro pearekta R2 Ie] e
CuutbiBaHne 1(umkn) 17 35
CuutbiBaHue 2 (LK) A 67
Tun 6naHka AVCTWIMPOBaHHasA JMCTU-T/IMPOBaHKas BOa
PexuiM Kanm6poBku 3KCNepUMeHTasbHast 3KCriepUMEHTasTbHas
Kartnyecrao 1
Kanm6lHOBouHast kpuBasi NVHeviHas NVHeVHas
onummn
Mpepen abcop6Lym 0,150 0.150
lMpepen 6naHka -
KUHETUKU
lpepen nuHeitHoCT 150 150
VicToLueHmre cybeTpata -

RI: ucnonbay{/« peareHt A.
R2: vcnonbayNee peareHT B.

[JaHHble peareHTbl MOryT ObITb MCNONb30BaHbl 417 psAfa ApYrux
(poTomMeTpoB 1 aBTOMATMYECKUX aHa.lu3atopoB. KOHKpeTHble
WHCTPYKLUMM NO MPYMEHEHMIO 3aBUCAT OT TWMa aHain3aToptoB Y
npegocTaBnatoTCs Mo TPeboBaHMIO.

HOPMANBbHbBIE 3HAYEHUNA
CbIBOpOTKA, B3poC/ble":

AwbynaTopHble (64 - 83)r/n

Nexauve (60 - 78)r/n
Y peteli KOHUeHTpauumn obuero 6enka Hwke. KoHueHTpaums
obulero 6enka B nnasme Bblllle Ha BenuduHy ot 2 r/n go 4 r/n 3a
cuyeT npucyTcTBMA (DMOPUHOreHa, a Takke HEKOTOpPbIX APpYrnx
CneaoBbIX 6eKoB'.

JaHHble BeMMYMHbI OPUEHTMPOBOYHLI, Kadkaas nabopatopus
[O/MKHa ycTaHaBIMBaTb CBOW nana3oHbl HOPMaIbHbIX 3HAYEHUI.
KANWBPOBKA

M3mepeHne XonocToro peareHta AOMKHO NMPOU3BOANTLCA KadKablii
[leHb, a KaMBpPOBKa - MO KpaiiHei Mepe pas B 2 1 1eHb.
KannbpoBky He06X0AMMO NPOBOAUTL MNPV HaYane MCMoNb30BaHUs
KaK[oli HOBOW MapTumn peareHTa.
Mocne npoBefeHNs TEXHUYECKOro O0OCMy>XMBaHWS, CepBUCHbIX
npoueayp WM pemMoHTa aHanm3aropa Takke TpebyeTcs nposecTu
NMOBTOPHYHO Ka/MOGPOBKY.

KOHTPO/ib KAYECTBA
Ona npoBefeHus KOHTPONS KayectBa TecTa MW npouesypbl
nccnefoBaHns  PeKo.MeHOyeTCsl  UCMOoMb30BaTb  KOHTPONbHbIE
CbIBOPOTKN (B KOMMNEKT He BXOAAT): KOHTPONbHYHO CbIBOPOTKY
YpoBeHb | (kog 18005, 18009, 18042) n YposeHb |l (kog 18007,
18010, 18043).
Kabkpasi nabopartopusi fO/MKHa BblpaboTatb COOGCTBEHHYHO CXemy
BHYTPEHHEro KOHTPONA Kadyectsa W npouefypbl AN Koppekuum
[elicTBUlA B Cyyae, ecim KOHTPO/b KayecTBa He YKia,TbiBaercs B
nprvemnemMbie gnanasoHbi.

METPONOTUYECKUWNE XAPAKTEPUCTUKWN AHANN3A
MeTponornyeckne xapakrepucTrKy, ONUCaHHbIe HIDKEe, NOoMyYeHbl
B COOTBETCTBMW C METOANYECKUM PYKOBOACTBOM MHCTUTYyTa
KNMHUYECKUX 1 nabopatopHbIxX ctaHaapTtoB (CLSI).

Mpenen obHapy>eHns: 0,800 r/n
Mpepen nuHeiiHocTk; 150 r/n

Cp KOHLEeHTpaums CxogumocTb (CV)  BocnpoussogmmocTs (CV)
50r/n 0.5 % 168
81L8r/n 0.6 >k 11%

[JocToBepHOCTb:  Pe3synbTathbl, MOMAYYeHHble C  AaHHLIMU
peareHTaMi, He MOKasblBaIM 3HAUUTENbHLIX OTAUYUA MPU
CpaBHEHWM C pe3ynbTataMu, MONYYEHHBIMW C  APYrUMu
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MHCTpyKUMA nonb3oBaTend

peareHTaMn.  [leTaim  CpaBHUTENbHbLIX  3KCNEPMMEHTOB
[OCT>NHbI N0 TPe6OoBaHMIO.
«  WHTepdepeHuus; 6unnpybuH (go 30 wmr/gn), remomms
(remorno6uH go 500 mr/gn) w aunemusa (Tpuravuepugbl go
975 mr/gn) He bIMAKOT Ha pel3ynbtat. lpouve BellecTBa U
NeKap)cTea MOryT UCKadkaTb pe3y/bTaTbl-.
OFPAHUWYEHNA MCNONb30OBAHUA
MageXHble 1 BOCNPOM3BOAUMbIE pe3ynbTaTbl OYAYyT MOMy4YeHbl,
ecnM npouefypa OCYyLEeCTBASeTCA € MNOMHbIM  MOHMMaHWEM
NPUNOXEHHOW WHCTPYKLUUM W C COGMIOAEHUEM Hagiexalueli
nabopatopHoi npaktnku. Jlloboe HenpaBwuibHOe obpalleHne C
obpasuamn 1M Moamcmkaumsa JaHHOro Tecta MOryT MOBAMUATL Ha
pesynbTatbl.
TPAHCNOPTUPOBKA N XPAHEHWE
TpaHCcnopTMpPOBKa;
3genve TpaHCNOPTUPYIOT BCEMW BUaMKn TPAHCMOPTa B KPbITbIX
TPaHCMNOPTHLIX CPeAcTBax B COOTBETCTBUW MpaBWia.M1 NepeBo3Ku
rpy30B, ENCTBYIOLMMM Ha KadKAOM Buae TpaHcrnopTa.
Temnepartypa; 15 °C- 30 ®C.
3amoparkneaHue He fJonycKaeTcs.
OTHocuTeNbHas BnaxKHOCTL; 10% - 85 %
M3penve [OMKHO XpaHUTbCS Ha CKiagax MocTaBlimKa WU
notpebutens B COOTBETCTBMM C yKasaHUsSMM PYKOBOACTBA MO
aKcnayaTaumm n3roToBuTens.
Mpy  HapyLleHWn TemnepaTypHOro pexuma XpaHeHus U
TPaHCMOPTMPOBAaHUSA, aTakKe NCTEYEHNN CPOKa XpaHEHNA usaenve
He NOANEXUT NPUMEHEHUIO.
XpaHeHue: xpaHutb npu 15 - 30 °C
CpOK rofjHOCTW; yKa3aH Ha ynakoBke Habopa
YTUANIAUNA N YHUUTOXEHWE MEAULUMWHCKOTO
N3[ENNA
MpoBoanTCs B COOTBETCTBMM C NpaBunamu obpalleHus ¢
MeAVNLMHCKUMW oTxogamun (CanlMunH 2.1.7.2790-10 oT
12.12.2010). HeobxoaMmo cnefoBaTb HALMOHATBHBIM CTaHAapTam
npu nepegaye W yTUAN3aUMM  WU3[ENUS, €ro KOMMOHEHTOB U
YMaKOBKW.
XvMUKaTbl 1 rOTOBbIE U NCMO/Mb30BaHHbIEe pealeHTbl 4OMKHbI ObITb
YTUAM30BaHbl B COOTBETCTBMU C PEFMOHATbHLIMU HOPMaMM.
OTBETCTBEHHOCTb MU TAPAHTUMN
Ntoboe n3meHeHve Habopa u/vnm oObMeH UM 3aMeHa Kakux-mmbo
KOMMOHEHTOB pasHbIX NapTWii U3 OAHOro Habopa Ha ApYroli MoxXeT
HeraTtMBHO  CKas3atbCAd  Ha  OXWfaembIX  pesynbratax U
060CHOBaHHOCTM aHamM3a B LenoMm. B cnyvae Takmx W3MeHeHui
w/wm 3ameH 0boe  TpeboBaHMe O  3ameHe  Habopa
HefielicTBUTENBHO.
MNpeTeH3unn, nogaHHble B CBA3WM C HEBEPHOW WHTepnpeTtauumei
pe3ynbTaToB aHaM3a KIMEHTOM, Takke HefleliCTBUTENbHbI.
Hecmotpsi Ha 3T0. B Clydyae  Kakux-mmbo  MpeTeHsui,
OTBETCTBEHHOCTb  NPOU3BOAWTENA  HE [AO/MKHA  MpeBbIaTh
cToMMoOCTb  Habops Bpea, MpuYMHEHHbIA  Habopy  npu
TPaHCNopTUPOBKeE, He noanexuTt OTBETCTBEHHOCTU
npov3BoauTens,
lapaHTn npou3Bogutens «BioSystems S.A.» pacnpocTpaHstoTcs
Ha TO. YTO HaCTOSILLMIA NPOAYKT COOTBETCTBYET creupdmKaumsm,
3asBNeHHbIM Ha 3TUKETKe, HO TONbKO MPW YCNOBUW UCMONb30BaHNA
npoayKTa KBalMuLMpPOBaHHLIM MEPCOHaVIOM B COOTBETCTBUM C
YKa3aHusiMKY,  U3MOXKEHHbIMW  Ha  3TUKETKE, W NPUMEHEHUS
MaTepnajTOB [0 WUCTeYeHuss cpoka TOAHOCTU, YKa3aHHOro Ha
EOTVIKETKE.
TEKYW U PEMOHT
He TpebyeTtcs
TEXHUWYECKOE OBCNYXWUBAHWE
He Tpebyercs

BioSystems

notTeHUuMmanbHBLB U nOTpeﬁl/ITel'lb
MpodeccroHanbHbI Nonb30BaTeb

MH®POPMALWNA O HANVNYNWN B MEOVULUVNHCKOM
NW3NENNN NEKAPCTBEHHOTO CPEACTBA

He cogepxut

NMOKA3AHNA KNPUMEHEHWIO

He npvmeHnmo

NMPOTUBOMOKA3AHNA KMNPUMEHEHWIO

He npvmeHnmo

CTEPUNBHOCTb

| (ocTaBnsieTca B HecTepunbHOM Buge. CTepunbHOCTbL He TpebyeTtcs

MH®POPMALNA O BO3BMOXHOCTU MOBTOPHOTO

NMPUNMEHEHWNA

He nogne>xxnt noBTOPHOMY NPUMEHEHWIO

NEPEYEHb CTAHOAPTOB, KOTOPOMY

COOTBETCTBYET MEANUMHCKOE U3AENWNE

1'0CT P 51088-2013. TOCT P NCO 15223-1-2014, TOCT P NCO

18113-1-2015,TOCT PMCO 18113-2-2015.TOCT P NCO 23640-

2015

NPON3BOAUTENbL W AAPEC NMPON3BOACTBA

BioSystems S.A.,08030, Costa Brava, 30, Barcelona, Spain

(BuoCuctemc C.A., 08030 yn. Kocta bBpasa, 30, BapcenoHa,

McnaHus)

YNONMHOMOYEHHbIN NpefcTaBuTeNb B POCCUICKON defepaumu:

000 «M-KoHcanTuHr n Passutme»

129337 MockBa, fipocnasckoe ulocce, 4.6 kopn. 2 o). 106
NCMNONBb3YEMbIE CUMBO/Ibl, MAPKNPOBKA

Cumeo.l OnpepgeneHve

’ I O6paTnTech K MHCTPYKLMM NO MPUMEHEHUIO

REF Homep no kaTanory

|VD MegavuuHckoe usgenvie s AUarHocTvky in
vitro

I LOTI Kog naptumn

‘ :€ 3HaK eBponeiickoro COOTBETCTBYS

TemnepatypHblii guanasoH

(1 2 kL Ycnonb3osath A0...
1J

Mpowussogutens
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1Tietz Textbook of Clinical Chemistry and Molecular Diagnostics,
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2. Friedman and Young. Effects of disease on clinical laboratory
tests. 4th ed. AACC Press. 2001.

3. Gomall AG. Bardawill CS. David MM. Determination of .serum
proteins by means of the Biuret reaction. J Biol Chem 1949; 177;
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4. Word Health Organization (WHO). Use of anticoagulants in
diagnostic laboratory investigations Document
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IMepeBop, C NCMAHCKOTO A3blKa Ha PYCCKUIA S3bIK

CNKUWMANBbHNA BYMATA /U1A HOTAPUANbHBLIX JOKYMEHTOB

/Tep6usblii 3Hak/ Mapka rep6osoro c6opa: 0.15 espo FE3575205

12/2019
Fep60oBas nevatb:

AHTOHWO POCCENN) MECIPE
HOTAPWNYC - bAPC'EJ/TOHA

TekcT Ha nonax: 3aperncrouposava B Toprosom peecTpe bapcenoHol, Tom 4538, nucT
127, cTpanuua 48411, kHura 3864, pasgen 2, vHAuBMAyanbHbli Hanorosblik HoMep (NIF)

A08678823
Kpyrnas neyatb: Kpyrnas nevatb:
«brnoCucrteme» (BioSystems) «BuoCucreme» (BioSystems)
KocTa-bpasa, 30 KocTa-bpasa, 30
08030 bapcenoHa 08030 BapcenoHa
«BUOCNCTEMC, C./1,» OTaen no Bonpocam peryaumpoBaHus
(BIOSYSTEMS, S,A) «BMWOCUCTEMC, C.A.»
KocTa-bpaBsa, 30 (BIOSYSTEMS. S.A)
08030 BAAPCHAOMN llopcz@ biosystems.es
Ten. +34 933 11 00 00 bapcenoHa, 20 nona 2020 roga

Norotun; www.tuv.com «THO® PeitHnang Mpynn» {TVV
Rheinland) MgeHTudukaunoHHblii Homep: 0091006696
ACepTUdunumMpoBaHHasa CUCTE.XL ynpaBneHns

*EN 1SO 9001

*EN ISO 13485

«bnoCucrtemc C.J1.» (BioS>stems S.A.), Koaa-bpaBa. 30,08030 BapcenoHa (MicnaHus) | Ten. + 34-93 31100 001
biosystcmsii®biosystems es | www.biosystems.cs
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HOTAPMWANBbHOE CBUWAETEANBCTBO. - AHTOHMWO POCCE/NBO MECTPE,
HOTapuMyc W 4fieH BbICOKOUYTUMOWN KOMNernn HotapuycoB KaTanoHuu, NpoXuBawWnin B
BapcenoHe,

YOOCTOBEPAK : Uto HacToAlwee HOTapuaibHOe CBULETENbCTBO SBAAETCA TOYHOM
(hOTOKOMUEN OpuUrnHana AOKYMeHTa, KOTOPbIA 6blN MHe MpeabsaBieH. W and yaoCTOBEpPEHUS
BbILUEN3MN0XEHHOTO Bblfal0 HACTOALWNIA AOKYMEHT.

bapcenoHa, BTOPOro ceHTA6pA ABe ThicAYM ABAALATOrO roja.

3aperncTpupoBaHo B peecTpe nog Homepom 880/2020, pa3aen BTOPOIA.
/nognuce/

MeyaTtb ona neranunsaunun 0OKYMEHTOB!
0.15 eBpo
Konnernv HoTapuycos
OOBEPWE MPEBbIWE BCETO
N2H232/Hepasbopumso/

Kpyrnas neyartb;
HOTAPMANBHOE 3ABEPEHWE
FTEHEPA/IbHbIV COBET
NCIMAHCKOIO HOTAPUNATA
COBET EBPOIbI
LJOBEPWE MPEBbLILUE BCEIO
0254812303

Fep60oBas nevatb:
AHTOHWMO POCCE/NIbO MECTEE
HOTAPNYC - BAPCEJ/IOHA
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MepeBog fan”"ro TekcTa BbINOHEH NepeBofUnKoM KoTnapoBbll AHTOHOM Mropesuyem.

Poccuitickas ®egepaums
"opop Mocksa
TpuguaToro ceHTA6PA fiBe ThiCAYN ABAALATOrO rofa.
A. Kopcuk Bnagyummp KOHCTaHTWHOBMY, HOTapuyc ropoga MoCKBbI, CBUAETENLCTBYH MOLMHHY
noanvcu nepesogunka, KoTnaposa AHTOHa Vropesuya.
Mognuck chenaHa B MOEM NMPUCY TCTBUN.
JInyHoCTb NognucasLLero JOKYMEHT yCTaHOB/EHA.

3aperucTp}*osaT".-LecTpe: No 77/2138-H/77-2020-;24~Y /1™
B3bickaHocy pcTBenLpu nownmHbl (no Tapudy): 100py6. 00 kon.

Yncy(BHO sa OKA3CTUe YCLLPPABOBOIO 1 TEXHNYECKOrO XapakTepa: soo Py6. oo KOM.

i*l
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HoTapuyc
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