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1, 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 JSlone3, MeHemkep no Bonpocam PerynupoBaHus komnaHun BioSystems S.A., HaCTOSLLMM YAOCTOBEPSIHO, UTO
npuiaraeMble JOKYMEHTbl B HWXKEMPWBEAEHHOM OOGBEME CTpaHWL, SBAIOTCA [JOCTOBEPHBLIMM W TOYHBIMU  KOMMSIMU
WHCTPYKLMM MO SKCNyaTauuy NpoayKTa v nepeBooM. JaHHbIX JOKYMEHTOB Ha PYCCKMIA g3bIK.

Taloke yA0CTOBEPAD, UYTO MNpunaraeMble AOKYMEHTbI UCMOMb3YHOTCA C Liefbi0 perucrpaly npoaykuun B Poccuiickoi
®epgepaumn 1 cTpaHax EBpasniickoro 3koHommyeckoro Coto3a.

Number of pages in
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Ne Title/HanmeHoBaHKe CTPAHILL B JOKYMeHTe

1 User manual of medical product:“Reagents Kit for quantitative determination of 2
(Alanine Aminotransferase (ALT/GPT) in serum or plasma (English version)/
WHcTpyKumMs  nonb3osatens «Habop peareHTOB 418 KOMUYECTBEHHOrO
onpeaeneHus AnaHVHaMMHOTpaHchepasbl (ANT/GOT) (Alanine
Aminotransferase (ALT/GPT) B cbIBOPOTKe WM nnasMe Kposu». (Bepcus Ha
aHrIMACKOM $A3bIKe)

2. User manual of medical product: Reagents Kit for quantitative determination of 4

Alanine Aminotransferase (ALT/GPT) in serum or plasma (Russian version, only
for Russian Federation use)/ VIHCTpyKuus nonb3osatens «Habop peareHTOB 41
KO/IMYeCTBEHHOT 0 ONpefeneHns AnaHmHammHoTpaHcdepasbl (ASIT/GPT)
(Alanine Aminotransferase (ALT/GPT) B CbIBOPOTKE WK Afla3me KPOBU»
(Pycckas Bepcmsa aast Poccwiickoli degepauim)
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TESTIMONIO. - ANTONIO ROSSELLO MESTRE, Nota-
rio del Ilustre Colegio de Cataluna, con residencia
en Barcelona, ---------- - - - - - - - - -\ - -\« —« —(— —(—
DOY FE: Que el presente testimonio es Tiel reproduc-
cion, por Totocopia, 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° 871/2020 de
la Seccion Segunda.
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ALANINE AMINOTRANSFERASE (ALT/GPT)

COD21533 8x60mL+8x15r L COD23533 4x60mL+4x15mrL

Only faVli} v/raise in the clinical laboratory

INTENDED USE

Reagent for the nrieasurement of alanine aminostransferase (ALT or GPT)
concentration in human serum or plasma The obtained values are useful as an
aid In the diagnosis and monitoring of disorders of liver diseases, especially acute
ones.

This reagent Is for use in the BloSystems BA analyzers or in other analyzer with
similar performance characteristics.

CLINICAL SIGNIFICANCE

The aminoatransferases catalyze the formation of glutamic acid from 2-
oxoglutarate by transfer of amino groups. ALT Is normally present In various
tissues but its higher concentrations are found in liver and kidney.

The serum concentration of ALT is elevated In hepatitis and other forms of hepatic
disease associated with necrosis: infectious mononucleosis, cholestasis,
cirrhosis, metastasic carcinoma of the liver, delirium tremens, and after
administration of vanous drugs, such as opiates, salyciiates or ampicillln’-";
Serum ALT concentration can also be elevated In skeletal or cardiac muscle
disease’”

Clinical diagnosis should not be made on the findings of a single test result, but
should Integrate both clinical and laboratory data.
PRINCIPLE OF THE METHOD

Alanine aminotransferase (ALT or GPT) catalyzes the transfer ofthe'amino group
from alanine to 2-oxoglutarate, forming pyruvate and glutamate. The catalytic
concentration Is determined from the rate of decrease of NADH, measured at 340
nm, by means of the lactate dehydrogenase (LDH) coupled reaction”.

ALT
| Alanine + 2 - *  Oxoglutarate
Pyruvate + Glutamate LDH
Pyruvate + NADH + H’ Lactate + NAD*
CONTENTS
COD 21533 COD 23533
A Reagent 8 x60mL 4 X60 mL
B. Reagent 8x15mL 4 x 15 mL

COMPOSITION

A. Reagent: Tris 150 mmol/L, L-alanine 750 mmol/L, lactate dehydrogenase >
1350 U/L, pH 7.3.

B. Reagent: NADH 1.9 mmol/L, 2-oxoglutarate 75 mmol/L, sodium hydroxide 148
mmol/L, sodium azide 9.5 g/L.

WARNING: H302: Harmful if swallowed. EUH031: Contact with acids liberates
toxic gas. P301*P312: IF SWALLOWED: Call a POISON CENTER or
doctor/physician Ifyou feel unwell. P330; Rinse mouth.

For further warnings and precautions, see the product safety data sheet (SDS).

STORAGE AND STABILITY
Store at 2-8 @C.
Components are stable once opened. until the expiry date marked In the label If

they are stored well closed and care Is taken to prevent contamination during
their use.

On board stability: Reagents open-and kept In the refrigerated compartment of
kthe analyzer are stable 2 months.

Mndlcatlons of deterioration: Absorbance of the blank below the limit Indicated In
'‘Test Parameters'.

ADDITIONAL MATERIALS REQUIRED (NOT
PROVIDED) O Pyridoxal phosphate (BloSystems
cod. 11666):

C. Reagent: Pyridoxal phosphate 10 mmol/L. 5 mL.

D Biochemistry Calibrator’(BloSystems cod. 18011) or Biochemistry Calibrator
Human (BloSystems.cod. 18044).

REAGENT PREPARATION
Reagents are provided ready to use

Working Reagent‘A-with Pyridoxal Phosphate (Note 1): Pour 0.6_mL of Reagent
C (cod 11666), Into'the Reagent A bottle. Mix gently. Stable for 6 days at 2-8®C
and for 6 days-in the refrigerated compartment of the analyzer:

SAMPLES

Serum and plasma collected by standard procedures.

Alanine aminotransferase In serum and plasma Is stable for 7 days at 2-8°C. Use
heparin or EDTA as anticoagulant”.

CALIBRATION

A reagent blank should be done every day and a calibration at least every 2
months (6 days for Working Reagent with Pyridoxal Phosphate), after reagent lot
change or as required by quality control procedures.

ccC

ALANINE aminotransferase
(ALT/IGPT)
IFCC

QUALITY CONTROL

It is recommended to use the Biochemistry Control Serum level’l (cod 18005, 18009 and
18042) and Il (cod. 18007. 18010 and 18043) to verify the accuracy of the measurement
procedure.

Each laboratory should establish its own Internal Quality Control’scheme artd procedures for
corrective action rf control results are not within the acceptable limits.

REFERENCE VALUES

Reaction temperature 377 304:

Wthout pyr-P, up to’ ® 41 U/L >0 68 Okat/L 29 U/L = 0.48 Dkat/L

With pyr-P, up to’ # es U/L s 1.08 Dkat/L 35 U/L =0.68 Dkat/L

These ranges are given for orientation only; each laboratory should establish Its

own reference ranges.

METROLOGICAL CHARACTERISTICS

The metrological characteristics deschbed below have been obtained using a
BA400 analyzer and following the._guidelines of the Clinical & Laboratory
Standards Institute (CLSI).

D Detection limit: 8.5 U/L = 0.14 Okat/L.
O Linearity limit: 500 U/L = 8.33"DkaVL

O Precision:
Mean cor>centration Repeatability (CV)  Wfthin-laboratorv (CV)
40.2 U/L = 0.67 Okat/L 39% 5.0%
133 U/L=2.21 Dkalll 1.2% 1.4%

O Trueness: Results obtained with this reagent did not show systematic
differences when compared with reference reagents. Details of the
comparison experiments are available on request.

LIMITATIONS OF THE PROCEDURE

O Interferences: bilirubin (up to 20 mg/dL), hemolysis (hemoglobin up to 1000
mg/dL) and lipemla (triglycerides up to 200 mg/dL) do notinterfere. Other drugs
and substances may interfere”.

NOTES

1. The IFCC'recommended method specifies the addition of pyridoxal
phosphate.
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TEST PARAMETERS

These reagents may be used in several-automatic analyzers. Specific instructions for
application in many of them are available on-request

R1:use Reagent A, or Reagent A with Pyridoxal Phosphate, R2: use Reagent B.

BA200 BA400

GENERAL

Name ALT-GPT ALT-GPT

Short name ALT ALT

Sample type serum / plasma serum / plasma

Analysis mode kinetic bireagent kinetic bireagent

Unit u/iL UL

Decimals 0 0

Reaction type decreasing decreasing
PROCEDURE

Reading mode monochromatic monochromatic

Main filter 340 340

Reference filter -

Sample 16.5 16.5

Vol. RI 160 160

Vol. R2 40 40

Reading 1 (cycle) 23 46

Reading 2 (cycle) 33 66

Predilution factor
CALIBRATION AND BLANK
Blank type

distilled water distilled water



Callibration mode 1 perimental calibrat
Number of calibrat | 1
Calibration curve |
OPTIONS
|

Blank absorbance limit 1-400
MPISBANE  BioSystems S.A. Costa Brava, 30.

experimental calibrator Kinetic blank limit
Linearity limit

Substrate depletion

1.400
@BOBO Barcelona (Spain)

Quality System certified according to
ENISO 13485and EN ISO 9001 standards



NHCTPYKUMs nonb3oBatens

OfHaKo BCe MPOAYKTbl YenoBe4YecKoW KpoBM, BKIOYas
06pasibl CbIBOPOTKM, [AO/MKHbI CYMTATbCH MOTEHLMANbHO
onacHbIMU.

He nuneTupyiiTe pToM U u3beraiiTe KOHTaKTa peareHTta c
KOXeW 1 CAU3UCTbIMU,

Henb3s ecTb, NUTb, KYPUTb UAN HAHOCUTL KOCMETUKY B MecTe
paboThbl C peareHTaMu.

HageBaiiTe o0fHOpa3oBble MepyaTKM NPU  pacKanbiBaHUU
06pa3L 0B W peareHToB.

Pa6oTa C peareHTaMm fO/XKHa NPOBOAUTLCA B COOTBETCTBUM C

npouegypamu, YTBEPXAEHHbIMU COOTBETCTBYHO UM
ynpaBneHuem 6MONOrMYecKoii 6esonacHocTy "
perynmpoBaHus.

He ncnonb3yiiTe peareHTbl C WCTEKWMWUM CPOKOM FOAHOCTM.
CpoK rofHoCTM yKa3aH Ha ynakoske Habopa

OnTuManbHble pe3ynbTaTbl MOXHO NOAYYUTb TONbKO TpU
MCNONb30BaHNN  OTKaNNbGpPOBaHHOTO obopyfoBaHus "
NHCTPYMEHTOB.

He cmewwnBaiiTe W He UCNOMb3ylWTe KOMMOHEHTbI U3
pasfNyHbIX N10TOB.

PeareHT B COAep>XUT TMAPOKCUA HAaTpua BpefHbln (Xn):
R22. He rnoraTbh. R31: npu KOHTaKTe C KWCHOoTamu
BbICBOGO>K Jae T TOKCUYHbIN ra3. S28.1: Mocne KoHTaKkTa ¢
KO>Xell HeMefNeHHO NPOMbITb BOAOW. S45: Npu HeeyacTHOM
c/y4yae v NA0XOM CaMO4yBCTBWUU, HEMeAleHHO o6paTuTech 3a
MeLULWNHCKOR NOMOLLbIO.

WNHpopmaLma o peareHTax, MCMNOMAb3yeMblX /B=3TOM Habope
pocTynHa npu 3anpoce B [lpefcTaBuTenbcTBo ObuiecTBa
«BVOCUCTEMC C.A>>, NcnaHus.

XPAHEHWE W CTABUNBHOCTbL PEATEHTOB
XpaHuts npn 2 °C - 8 °C
PeareHTbl B HEBCKPbLITON ynakoBKe cTabWUAibHbl O OKOHYAHUSA
CpoKa rofHOCTW, YKa3aHHOT0 Ha 3TWKeTKe, NPU XpaHeHuu B
PEKOMEH/[0BaHHbIX YCNOBUAX.
BCKpbiTble M He CMelaHHble/  ‘KOMMOHEHTbl  M3Aenns
CTabuNbHbl O OKOHYAHWUA CPOKa FOAHOCTU, YKA3aHHOro Ha
3TUKeTKe, B TNJ/OTHO 3aKpPbITOM :BUAe MNpu CO6/I0AEHNN
pPEeKOMEH[0BaHHbIX YCNOBUA XpaHeHUs W npefoTBpaLLeHnn
3arpAsHeHnsa BO BPeMA WUCMO/b30BaHWA [0 OKOHYaHUA CpOKa
roAHOCTU, yKa3aHHOro Ha 3aTUKETKe.
CTabunbHOCTb BO BPEMSA MCNOMIb30BAHUA: peareHT, OTKPbIThIA
M YCTaHOBMEHHbI B OXJTaXAaeMblii 0TAen aHanusartopa,
coxpaHfeT cTabunbHOCTb 2-MeC.
MpusHaky 3arpasHeHmna:
MpucyTcTBMe B3BeLWEHHbIX YacTul, MYTHOCTb, abcopbuus
6naHka Bbiwe 1.400 npu 340 HM.

NOAFOTOBKA PEATEHTOB
PeareHTbl roToBbl =K ynoTpe6nenuto (npm pabote 'c
aBTOMaTU4yeCcKUMuU-aHannsaTopamu).
Mpoueaypa py4yHoro NnpurotoBneHns paboyero peareHra
MepeHecuTe cofepXxumoe pnakoHa c PeareHTom B BO dh1akoH
c PeareHtom A
Opyrue  o6bembl paboyero peareHTa MoryT( /6bITb
nPUroToB/ieHbl B nponopumn 4 mn PeareHta A # 1 mn
PeareHTa B.
CtabunpHocTb paboyero peakTusa cocTaBifseT 2 mecaua npu
2°C- 8(C:
[lononHnTenbHble MpOLEfYpPbI
Pa6ouuit vpeareHT A ¢ nupugokcanspocharom (npum. 1):
pob6asbte 0,6 mn peareHta C (ko 11666) B 6yTbiNOUYKYy
peareHTa A. OCTOpPOXHO BCTpPAXHMTe. Cmecb cTabunbHa B

BloSystems

TeyeHune 6 gHell npu Te.mnepaType 2 X' - 8 "C W B TeyeHue 6
[Hel B X0N0oAMNbLHON Ka.Mepe aHannsaTopa.

OBPA3LbI
CbiBOpPOTKA WAM nnasmMa, cobGpaHHas. No CTaHAapTHOM
npoueaype. B KauecTBe aHTUKOALYNsAHTa  .MOXET

MCcnonb3oBaThbCcsA renapuH
ANT B CbIBOPOTKE WAW NnasMe CTalu/leH B TeyeHue 7 AHel
npn2°C-8®C.

NMPOLUEAYPA AHANTUN3A
Mpoueaypa aBTOMATUYECKOTO pa3BefjeHns n pacyerta
Cunctema aBTOMaTU4YeCKW pa3BoAMT obpasey W peareHT u
paccynTbiBaeT 3Ha4yeHWe aKTMBHOCTWU, WCNONb3ysd 3afjaHHble
nofib3oBaTenemM napameTpbl.
Ana aHann3aTopos nabopaTopHbIX aBTOMaTUYecKnx
6noxmmmuecknx BA400 -u, BA200 ¢ npuHagNeXHoOCTAMMU
npoussofcTBa «BbnoCuete.mc C.A.», NcnaHusa
BOCNO/Mb3yNTeCh CMefyow UMM nporpaMmamMmiu ¢ napameTpamm
TecToB:

OBLUVE BA200 BA400
HanmeHoBaHwe ALT-GPT AtT-GPT
KpaTkoe HaumeHoBaHwe ALT ALT
Twn obpasua CbIBOPOTKa / Nnasma CbIBOpOTXa/MNasma
Pexxum aHanu3sa KVWHETVKa KUHETMKa

6u-peareHT 6u-peareHr

EnnHuLb Ep/n Epn/n
[JeorrnyHble 3Haku 0 0
Twn peakLuu y6biBaoLLasn y6biBatoLLas
MPOLIEAYPA

Pexum cymnTblBaHNA MOHOXpOMaTMKa MOHOXPOMaTUKa
OCHOBHO-UNLTP 340 340
PedepenCHbIi nnbTp .
Ob6paget, 16.5 165
O6bem 1-ro peareHTa 160 160

RI

O6BEM 2-ro peareHTa 40 40

R2

CunTbiBaHve 1 (umkn) 23 46
CunTbiBaHME 2 (LK) 33 66
PakTop - -
npespassefeHus

KANBIOBKA U BNIAHK
Twn 6naHka AVNCTUNMPOBaHHES AVCTUNNMPOBaHHAA

BOAA BOfa

PeXum KannbpoBku JKcnepuMeHTanbHa 3KCMepUMeHTaIbHA
A Ka1BpoBKa A KaMbpoBKa
Konnyectso 1 1
KanmbpaTopos
KannéposouHasi Kpnsas
onummn
npegaen a6eopbuumn 1.400 1.400
6naHka
Mpepen 6naHka - R
KMHETUKM
Mpepaen nMHeiiHoCTN 500 500
WcToleHme cybeTpaTa 0.5 05
R1:ucnonb3yiite peareHT A nanpeareHT A ¢ nupuaokcanbgocharTom
R2: ncnonb3yiiTe peareHT B.
Mpoueaypa py4yHoro passefieHus
1. [Jdosectn pabounii peareHT, obpasel n obopyfoBaHue o
Temnepatypbl peakyuu (30 °C unm 37 °C).
2. BHecTu B KlOBETY (Nnpumev e 1):

TemnepaTtypa peakLin 30 37°C
Pabounii PeareHt 1.0 mn 1.0mn
O6paseL, 50 mKn 100 mKn

BioSystems S.A. Costa Brava, 30. 08030 Barcelona (Spain)
www.biosystems.es
Quality System certified according to
EN ISO 1348Sand EN ISO 9001 standards



Ca. VHCTpyKUMa nosib3oBaTens

3. TlMepemewaTtb U NOCTaBUTb KIOBETY B U3MEPUTENbHYIO
A4yeilky oTomeTpa.

4.  W3mepuTb HayanbHyw abcopbuuto npu 340 HMm,
NMOBTOPUTL U3MepPeHWe B TeYeHne 3 MUHYT C UHTepBaIOM
B 1 MUHYTY.

5. PaccumTtaTb pasHMUy MoOcCnefoBaTeNbHbIX MNoKasaTenei
abcopbunini n paccumTath CpefHIO0 pasHuuy abcopbuun
B MUHYTY (O A/MWH).

dopmMmyna 4na PyvyHOro pacyeta

AKTuBHOCTb ALT/GPT B o06pasue Bbluucngetrcsa no

cnepytoueit hopmyne:
Vix 100

O A/MUH X ---mmmmneenee =Ea/n
e X1XVs
KoadduumneHnt monsapHoii abcopbumm (e) NADH npu 340
HM cocTaBnseT 6300, onTuyecknit nyTo (1) coctaBnset 1 cm,
06w Knii peakyoHHbIN 06bem (Vt) paBeH 1.05 npu 37 °C'#u
1.1 npu 30 °C, o6bem o6pasua (Vs) paseH 0.05 npu 37 °C'un
0.1 npu 30 °C, n 1Ea/n paBeH 0.0166 MKKaT/A=Ans
pacueTa aKTMBHOCTM (epMeHTa MWCMONb3yiiTe cnegytoilne

37 X 30 °C
A A/mhh ' 3333 =Eg/n X 1746 = Eg/n
X55.55 = mKkKat/n X29.1 = mkkat/n

[aHHble peareHTbl MOTYT 6blTb WCMOMb30BaHbL. ANs psja
Apyrnx (OTOMETpPOB UM aBTOMaTUYECKUX @HANM3aTopoB.
KOHKpeTHbIe MHCTPYKLUM MO NPUMEHEHWUIO BO/MHOTMX TUNax
aHa;lW3aToOpPOoB NPejoCTaBNAOTCA N0 TPe6OBaHU IO

HOPMAJ/IbHbIE SBHAYEHWA

TemneoaTyoa peakumu 37°C 30 “C

Bes nupunokcanb octhata, He 41 Ep/n = 068, 29 Ep/n = 048
60ree MKKaT/n MKKaT/n

C nupwunokcanb tocatom, He 65 Ep/n =, 108 35 Eg/n = 0,58
6onee MKKaT/n MKKaT/n

[laHHble BeNMYMHBI OPUEHTMPOBOYHbLL, Kaxpdas nabopaTopus
AO/KHa yCTaHaBAMBaTb CBOW ~AManas3oHbl HOPMaibHbIX
3HaYeHWNN.

KANWBEROBKA
N3mepeHne X0n0CTOro pearéHTa AOMKHO MNPON3BOAUTHLCS
KaX bl AeHb, a Kannbposka = [0 KpaliHeil Mmepe pa3 B 2 MecC.
(pa3 B 6 pHeit  nput_ paboTe Cc peareHTamu cC
nupuaokcanbpocharom).
Kann6posky Heo6xoAMMO ~ MPOBOAWUTL  MpH Havane
MCMOMb30BaHNA KaX/0i HOBOW NapTum pearexTa.
Mocne nposefeHuns TeXHu4yeckoro obcnyxmnsaHus,
CEPBUCHbIX Npouefyp WAM pemMOHTa aHanusaTopa TakXe
TpebyeTcA NpoBeCTW MOBTOPHYIO KannbpoBKy.

KOHTPO/Ib KAYUECTBA

[na npoBefeHWsA. KOHTpons KayecTBa TecTa W mpoueaypbl
nccnefjoBaHnA pPeEKOMEHAYeTCcs MCNOMb30BaTb KOHTPONbHbLIE
CbIBOPOTKM  (B-. "KOMMNEKT He BX0AAT): KOHTponkHYtO
CbIBOPOTKY YpoBeHb 1(kog 18005. 18009. 18042) n YpoBEHb
M (kog 18007. 18010, 18043).

Kaxpaas nabopatopus AO/HKHa BbipaboTaTb COGCTBEHHY!O
CXeMy BHYTPEHHEro KOHTPOnA KayecTBa W mpouegypbl Ans
KOppeKLUUn-geiicTBNIA B CAy4yae, eCAUM KOHTPONb KayeeTBa He
YKNafblBAETCA B NpuemaemMblie fManasoHbl.

METPONTOTMYECKWNE XAPAKTEPUCTUNKN
AHATNTN3A

BloSystems

MeTponorunyeckme  xapakTEPUCTUKMW, OMNUCAHHbIE  HUXe,
MoslyyeHbl B COOTBETCTBUU C METOAMNYECKWM PYKOBOACTBOM
WMHCTUTYTa KAMHWYECKUX W nabopaTopHbiX CTaHAapToB
(CLS1).

Mpegen o6HapyxeHuna: 8.5 Ea/n=0.14 mkkaTt/n.

Mpegen nuHetHocTh: 500 Ea/n = 8:33 mMKKat/n.

[na 6Gonee BbLICOKWX 3HA4YeHWW. cnefyeT pasBecTu

o6pasel, AMCTUNAMPOBAHHON BOofgoX 1/10 M NOBTOPUTL

n3MepeHue.

CpepHss AKTUBHOCTb CxogumocTb(CV) BocnpoussogumocTb
V)

40.2 En/n = 0.67 mKkat/n 3.9% 5.0%

133 Ea/n = 2.21 MKKat/n 12% 1.4%

[locToBepHOCTb: Pe3ynbTaTbl, NoNy4YeHHble C JaHHbIMU
peareHTaMu, He NOKa3blBajin 3HAYUTENbHbIX OTANYMNIA
npu CpaBHEHWW C pe3ynbTaTamMu, TMONYYEHHbIMWU C
Apyrnmu peareHTamMm. Oetanu CpPaBHUTENbHbIX
9KCMEepPUMEHTOB AOCTYMHbI N0 Tpe6oBaHuUIo.
WMHTepepeHunsa: Ouavpyoun (20 wmr/gn), remonus
(remorno6uH go. 1000 wMmr/gn) w runepaunemus
(Tpurnnuyepungbl ~ge’ 200 wmr/gn) He BAMAKT  Ha
pesynbTaTbl. [lpoYme BeuiecTBa W nekapcTea MOryT
NCKaXaTb pesynbTart’.

OTPAHWYEHWNA NCNO/Ib3OBAHNA
HagexHble 1M .BOCNPOM3BOAWMBbIE  pe3ynbTaTbl  6yayT
nony4eHbl, ecau, Npouefypa OCYLIeCTBAAETCA C MOJHbIM
NOHWMaHNEM MPUNOXEHHON WHCTPYKUMU U C COBNOEHMEM
Hagnexadtiein nabopaTopHoi npakTUKu. Nioboe
HenpaBubHOE JobpaljeHne ¢ obpasyamu wan Mogudukauus
JaHHOro TECTA*MOryT MOBAUATL Ha Pe3yNbTaThl.

TPAHCMOPTUPOBKA U XPAHEHUE
TpaHCROPTUPOBKA:
M3penue TpaHCNOPTUPYIOT BCEMW BuAaMu TpaHcnopTa B
KPbITbIX/ TPaHCMOPTHbIX cpeacTBax B \.COOTBETCTBUU
npaBuiiaMmn nepeBO3KU rpy30B, AEWCTBYIO MMM Ha KaXAoM
BUfe TpaHcnopTa
TemmepaTypa: 2 °C - 8 “C.
3aMopaxuBaHue He gonyckKaeTcs.
OTHOoCcuTenbHaa BnaxHocTb: 10 % - 85 %
W3penne [OMKHO XpaHUTbCA Ha CKAafjax nocTasliMKa K
noTpe6buTens B COOTBETCTBUM C yKa3aHUAMM pyKoBOACTBa NO
aKcnayatayuu M3roToBuTens.
Mpn HapyuweHnun TemnepaTypHOFO- . pexXuma XpaHeHus w
TPaHCNOPTUPOBAHUA, a TakKXe WCTeHeHUU CpoKa XpaHeHus
n3genue He NOANEXUT NPUMEHEHWO.
XpaHeHune: xpaHUTbL npn 2 ®C -8 ®C
CpoOK rofiHOCTH; YKa3aH Ha ynakoske Habopa

YTUNNIAUNA MYHUNUYTOXEHWNE
MEANUWHEKOIO N3AENNGA
Mpun  uncnonb3oBaHWM B W MEAUUMHCKUX  YUYPex[eHUAX
yTunusmposaTb no knaccy.A wnm b (CanlunH 2.1.3684-21
"CaHWTapHO-3aNUAeMMNO0OTNYeCcKne Tpe6oBaHuA K
COAepXXaHUI0 TepPUTOPWIA FTOPOACKNX U CeNbCKUX MOCENEHUN,
K BOAHbIM 00bekTa.M” MNWUTbEBOW BOAe W MUTbLEBOMY
BOAOCHa0OXEeHNIO, aTMOCHEpPHOMY BO3AyXy, MOYBAM, XWUbIM
nomMeuLeHnsaMm, sKcnnyartaumu NPON3BOACTBEHHbIX,
06l eCTBEHHbIX MOMELLEHUA, oOpraHu3auuy 1 nNpoBeAeHUto
CaHUTapHO- MNPOTUBO3INUAEMUYECKUX (NPOPUNAKTUYECKUX)
MeponpuaTuin"). YTtnnnsaumsa n3genna LOKHA
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VHCTpyKumMa nons3osartesnis

Npon3BOANTbLCSA B COOTBETCTBUM C Tpe6OBAHMAMMN NOKANBHOTO,
permoHanbHOro U HauMoHanbHOro 3aKOHOAATENbCTBA.

OTBETCTBEHHOCTb W TAPAHTUN

Nio6oe n3MeHeHne Habopa n/mnm o6MeH UNN 3aMeHa Kakux-
NM60 KOMMOHEHTOB pasHbiX MapTWiA M3 OAHOro Habopa Ha
LPYTO  MOXeT HeraTUBHO CKas3aTbCA Ha OXWUAAEMbIX
pesynbTaTax ¥ 060CHOBAHHOCTM aHanusa B LenoMm. B cnyuvae
Takux M3MeHeHWn u/mnm 3ameH nwb6oe Tpe6oBaHMEe O 3aMeHe
Habopa HefeCTBUTENbHO.

MpeTeH3nn, NofaHHbIe B CBA3W C HEBEPHOI WMHTepnpeTauueit
pe3ynbTaToB aHanM3a KNNEHTOM, TaKXe HeAeNCTBUTEbHbI.
HecmMoTpsi Ha 3To, B c/Ay4vae Kakux-n1ubo npeTeH3ui,
OTBETCTBEHHOCTb MNPOW3BOAUTENS He [O/KHA MpeBbllWaTh
CTOMMOCTb Hab6opa. Bpea, nNpPUYMHEHHbLIA Habopy MApwu

TpaHCNopTUPOBKe, He noanexuT OTBETCTBEHHOCTHU
npoussoguTens.
FapaHTum npov3soamnTens «BioSystems S:A»

pacnpocTpaHalTCA Ha TO, YTO HacToAwwii npoayeT
COOTBETCTBYET cneundukauuam, 3afBNeHHbIM Ha ITUKETKe,
HO TONbKO NpWU  YC/NIOBUW  WUCMONb30BAHWA  MPOAYKTa
KBanMMULUNPOBAHHbLIM  MEpcoOHanoOM B COOTBETCIBUKM C
yKa3aHWAMU, W3N0XKEHHbIMW Ha 3TUKETKe, W MNpUMeHeHuns
MaTepuanoB 40 WCTeYeHUA CPOKa FOLHOCTW, yKazaHHOro Ha
3TUKETKE.
YNONHOMOYEHHbI npeacTaBuTens npoussoantens: 000
«M[-KoHcantuHr un Pa3sutume», MockBa, | fApocnasckoe
wocce, a. 6, kopn. 2 op. 106

NMPUMEYAHNSA
1 IFCC pekomeHayeT MeTOabl c pobaBneHnem
mMupugokcanbdochara.
TEKYUW WA PEMOHT
He TpebyeTtcsa
TEXHWYECKOE OBCNYXUNBAHWE
He TpebyeTtcs
MOTEHUMANBHBIN NOTPEEUTEND
MpodeccnoHanbHbIi MONb30BaTENb
MH®OPMALMA O HANNYNN B MEAVNLWVNHCKOM
M3JENVN NEKAPCTBEHHOIO CPEACTBA
He cogepxut
MOKA3AHWNA KNPUMEHEHNIO
He npumeHumo
MPOTUBOMOKA3AHNAKTPUMEHEHWNIO
He npumeHumo
CTEPUWIBHOCTD
MocTaBnaeTcqd B HecTepUnbHOM Buae. CTepuUNbHOCTb He
TpebyeTcs
MHPOPMALNA OBO3MOXHOCTW MOBTOPHOTIO
NMPUMEHEHWNA
He nognexxuT NnOBTOPHOMY NPUMEHEHUIO
MEPEYEHb CTAHAAPTOB, KOTOPbIM
COOTBETCTB¥ET MEANUWMWHCKOE U3OENUNE
ISO 9001, 1SO. 13485, TOCT P 51088-2013, TOCT P /MCO
15223-1-2014,.FOCT P MNCO 23640-2015, FTOCT P~MCO
18113-1-2015, FOCT P NCO 18113-2-2015
NMPON3IBOAWTEND N AAPEC MPON3BOACTBA
BioSystems..S'A.,08030, Costa Brava, 30, Barcelana, Spain
(BnoCucteme C.A., 08030 yn. Kocta BpaBa, 30, BapcenoHa,
Mcnanng)

BioSystems
C E REAGENTS & INSTRUMENTS

MCMNONBb3YEMbBIE CUMBO/J1bl, MAPKNPOBKA

1 Cumson OnpepeneHune

1 BioS>stems | Norotun usrotosuTens

O6patuTech K MHCTPYKLMK NO
NpUMeHeHUI0
IREFI Homep no katanory

|VD MegauuynHckoe nsgenue gnsa
ANArHOCTMKM in vitro

LO-I- Kog naptuu

@ 3HaK eBpOMeiickoro
COOTBETCTBUSA

X TeMmnepaTypHbIil AUanasoH

Mcnonb3oBatb f0...

MpownssoanTeNb

OnacHocTb

BUBNNOTPA®UNYA

.Friedman and Young. Effects of disease ~on clinical
laborator>' tests, 4th ed. AACC Press, 2001.

2. Tietz Textbook of Clinical Chemistry~and Molecular
Diagnostics. 4th ed. Burtis CA. Ashwood ER, Bruns DE.
WB Saunders Co, 2005.

3.Sociedad Espafiola de Quimica Clinica, Comite Cientifico,
Comisibn de Enzimas. Metodo recomendado para la
deierminacidn en rutina de la concentracidn catalitica de la
alanina aminotransferasa en suerosanguineo humano. Quim
Clin 1987; 6: 241-244.

4. IFCC primary reference procedures for the measurement of
catalytic activity concentrations of'fenzymes at  37®C. Part
4. Reference procedure for the measurement of catalytic
concentration of alanine aminotransferase. Clin Chem Lab
Med 2002;40:718-724.

. IFCC reference procedures.for measurement of catalytic
concentrations of enzymes:“corrigendum, notes and useful
advice, Clin Chem Lab Med 2010; 48: 615-621.

. Gella FJ, Olivella T, Cruz Pastor M, Arenas J. Moreno R.
Durban R and G6émez JA. A simple procedure for routine
determination of aSpartate aminotransferase and alanine
aminotransferase with “‘pyridoxal phosphate. Clin Chim Acta
1985; 153:241-247.

7. Young DS. Effectsiof drugs on clinical laboratory tests, 5th
ed. AACC Press:2000.

8. Word Health Organization (WHO). Use of anticoagulants in
diagnostic laboratory investigations. Document
WHO/DIL/LAB/99.1, Rev.2; 2002.
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[NepeBof C McnaHcKoro A3bika Ha pyCCKMVI A3bIK

CMNEUMAJIBHAA BYMATA 019 HOTAPUAJIbHBIX JOKYMEHTOB

/F'ep6oBbIi 3HaK/ Mapka rep6osoro cbopa: 0.15 eBpo FE3575196
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"epboBast nevarb:
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HOTAPMYC - BAPCEJIOHA

TeKcT Ha nonax: 3aperucTpuposaHa B TOProBom peecTpe bapcenoHbl, mom 4538, nucT
127, cTpaHuua 48411, kHura 3864, pasgen2, WHAMBUAYaNbHbIA HanoroBeli Homep (N1F)
A08678823
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HOTAPUA/NIBHOE CBUWAETENBCTBO. - AHTOHWNO POCCEJ/IbO MECTRPE,
HOTapuyCc M uYneH BbICOKOUTUMOWA Konnerm Hotapuycos KaTanoHuu, npoXxusatouii B
BapcenoHe,

YAOCTOBEPAKD: UT0 HacToslllee HOTapuvasibHOE CBWUAETENIbCTBO SBMSETCA TOYHOW
(hoTOKONUEN OpUrMHana AOKYMEHTa, KOTOPbIA Obl1 MHe npeabsasneH. W ans yaocToBEpPeHNs
BbILLIEV3MOXEHHOr0 BblAaK HAaCTOSLLMNIA JOKYMEHT.

BapcenoHa, BTOPOro ceHTA6ps ABe ThiCAYM ABaALATOr0 roga.

3aperncTpupoBaHo B peecTpe nog Homepom 871/2020, pasaen BTOPOIA.

/nognuce/

MeyaTb ANA neraausauny LOKYMeEHTOB:
0:15 espo
Konnermu HoTapuycos
NOBEPUE MPEBbILUE BCEIO
Al142325/Hepa3bopunso/

Kpyrnas neyatb-
HOTAPWATIbHOE 3ABEPEHUE
FEHEPA/NIbHbIV COBET
NCHAHCKOIO HOTAPUNATA
COBET EBPOIMbI
NOBEPUME MPEBbLILLE BCEIO
0254812294

"epboBast nevarb:
AHTOHWNO POCCEJ/IbO MECTPE
HOTAPWYC - BAPCEJIOHA

Kpyrnaa neyarb:
«BrnoCucremc» (BioSystems)
KocTa-bpasa, 30
08030 bapcenana



MepeBog AyLWHOro TeKCTa BbIMONHEH NepeBoAUYMKOM KOTNSpOBbIM AHTOHOM VIropeBunyem.

Poccuitckas dPegepauys
"opos Mocksa

[BajLaTb BOCbLMOro OKTSA06pA [ABe ThiCAYM ABAALATOr0 roja.
A Kook Beywp KoctaHTvHORVMH,

3aperucTpuposaHo B peecTpe: Nq 77/21(38-#77-2020~ pyﬁ

B-boan rpe™NL M HHOM muvks 1 (o Tady): 100py6. Q0 kan
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