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I, Laura l.opez. 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, 1hereby certify that the attached documents are for purposes'of product registration in Russia and inthe countries of
Eurasian Economic Union.

7, Naypa Jlones, MeHemkep no Bonpocam PerynnposaHns KomrnaHuy BioSystems S.A., HaCTOALLMM;YLOCTOBEPSIO, UTO
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LLIOTPYKLHM M0 3KCM/lyaTaumm NpoayKTa 1 NnepeBoAoM AaHHbIX JOKYMEHTOB Ha PYCCKUIA S3bIK.

Tarke y0CTOBEPSIO, YTO NpusiaraeMble OKYMEHTbI UCMOAL3YIOTCA C LIefIblo perncTpauuy npogykLmmn B Poccuniickor
degepaumn 1 ctpaHax EBpasniickoro 9KoHOMTleckoro €oto3a.
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C0011534 1x40mL

STORE AT 2-8™:

Reaoents for measurement of a-amyiase concentration
Only for invitrouse in the clinical laboratory

PRINCIPLE OF THE METHOD

Amylase catalyzes the hydrolysis of 4-nitrophenyl-maltoheptaoside-ethylldene to smaller
ollgosacharides which are hydrolyzed by a-glucosidase liberating 4-nitrophenol. The catalytic
concentration is determined from the rate of 4-nitrophenol formation, measured at 405 nm’ .

CONTENTS AND COMPOSITION
A. Reagent. 1 x 32 mL HEPES 50 mmol/L, calcium cWorlde 0.075 mmol/L, sodium chloride
90 mmol/L, magnesium chloride 13 mmol/L, a-glucosidase >4 U/mL, pH 7.1.

B. Reagent. 1 x 8 mL. HEPES 50 mmol/L, 4-Nitrophenyl-maltoheptaoside-ethyiidene
I8mmol/l, pH7.1,

STORAGE

Store at 2-8/.

Reagents are stable until the expiry date shown on the label when stored tightly closed and if
contaminations are prevented during their use.

Indications of deterioration:
- Reagents: Presence of parliailate material, turbidity, absorbance of the blank over 0.300 at
405 nm (1 cm cuvette).

WARNING AND PRECAUTIONS

Exercise the normal precautions required for handling all laboratory reagents. Safety data sheet
available for professional user on request. Disposal of all waste material should! be)jin
accordance wiNe local guidelines. Any serious incident that might occur in relation to the device
shall be reported to BloSystems SA.

REAGENT PREPARATION

Working Reagent: Pour the contents of the Reagent B into the Reagent A bottle:'Mix gently.
Other volumes can be prepared in the proportion: 4 mL ReagentA +1 mL Reagent/B.,Stable for
20daysat2-81.

ADDITIONAL EQUIPMENT

- Analyzer, spectrophotometer or photometer with cell holder thermostatable at 37*C and able
to read at 405 nm.

- Cuvettes with 1 cm light path.

SAMPLES

Serum, plasma or urine collected by standard procedures.
a-Amylase in serum or plasma is stable for 1 month at 2-82. .Use heparin or EDTA as
anticoagulant

a-Amyl3se In urine Is stable for 1 month at 2-8'C if pH is adjusted, to approximately 7 before
storage.

PROCEDURE

1. Bring the Reagent and the instrument to reaction temperature.
2. Pipette info a cuvette: (Notes 1,2)

Serum or plaema37*C Urine 37~
Working Reagent 1.0ml 1.0mL
Sample 30pL 15]iL
3. Mix and insert the cuvette into the photometer. Start the stopwatch.
4. Record initial absorbance and at 1 minute intervals thereafter for 3 minutes.
5. Calculate the difference between consecutive absorbances, and the average absorbance

difference per minute (M/min).

CALCULATIONS

The a-Amylase concentraton in the sample Iscalculated using the following general formula:

The molar absorbance (e) of 4-nitrophenol at 405 nm is 10600 and the lightpath (I) is 1 cm. For
serum and plasma samples, the.total reaction volume (Vt) is 1.030 at 37~ and the sample
volume (Vs) is 0.030 at37*C. For urine samples, the total reaction volume (Vt) is 1.015 at37*C
and the sample volume (Vs) is:0:015 at 37.. 1 U/Lare 0.0166 pltat/L The following formulas
are deduced for the calculation-ofithe catalytic concentration:

3rC
x3238>U/L
Serum, plasma xS3.S : pkat/L
v
i63S4sU/L
Urine X 105.0 : pkiVL
REFERENCE VALUES
ReacSon Serum, plasma Urine
tamperapjre wn. jikatfL wn. pkaVL
37K. upB* 28-100 0.47- 187 1 18-461 0.28-8.15

BioSysicmt S.A. Coeta Brava, 30.08030 Barcelona (Spain)

a-AMYLASE-EPS

BloSystems

a-AMYLASE-EPS
cCcC IFaC

These ranges are given for orientation only, each laboratory should establish'Its own reference
ranges.

QUALITY CONTROL

Itis recommended fo use the Biochemistry Control Serum level I (cad. 18005. cod. 18009 and
cod. 18042), level Il (cod. 18007, cod, 18010 and cod. 18043) and-the Biochemistry Control
Urine (cod. 18054 and cod. ie066)toverify the performance of the:measurement procedure.

Each laboratory should establish Its own Internal Quality Control:scheme and procedures for
corrective action if controls do not recover within the acceptable tolerances.

METROLOGICAL CHARACTERISTICS
The metrological characteristics described below have been obtairted using a A25 analyzer and
following the guidelines of the Clinical 6 Laboratory Standards.Institute (CLSI).
= Detection limit 2.79 U/L ~0.046 pkat/L. Ouanlificationlimit 13.0 un. =0.217 pkat/L.
- Linearity limit 1300 U/L « 21.7 pkat/L Measuring;range: 13.0 « 1300 U/l (serum)

=28,9 - 2600 U/L (urine).
- Precision:

Serum. Mean concentraton

Repeatability (CV) Within-laboratory (CV)

55,0 U/L =0.91 pkat/L 2.4% 3.8%
211 U/L =3.50 pkaVL 1.4% 21 %
1049 U/L= 17.4 pkaVL 1,.2% 1.4%

Urine. Mean concentration Repeatability (CV) Within-laboratory (CV)

182 U/L =3,03 pkat/L 1.3% 2,3%
418 U/L= 6.94 pkaVL 1.5% 2.3%
1982 U/L=32.9pkaVL 1.0% 1.7%

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

LIMITATIONS OF THE PROCEDURE

- Interferences: bilirubin (up'te.30 mg/dL). hemolysis (hemoglobin up to 604 mg/dL) and lipemia
(triglycerides up to 659 mg/dL) do rut interfere. Other drugs arrd substances may interfered

DIAGNOSTIC CHARACTERISTICS

a-Amylase catalyzes the ' hydrolysis of a-1.4-linkages of carbohydrates constituted of
a-D-glucose units. The resultis the formation of dextrins, maltose and some glucose.molecules.
a-Amylase is produced mainly by the exocrine pancreas (P-type) and the salivary glands
(5-type) butitis also found Inother tissues.

Assays of amylase activity in serum and urine are largely of use in the diagnesis of pancreatic
diseases such /as_acute or chronic pancreabts. Hyperamylasemia can also.be, due to renal
insufficiency, acute pain of the abdomen, tumors of the lungs and the ovaries;, salivary glands
lesions, macroamylaserma, diabetic ketoacidosis, biliary tract disease, cerebraf trauma, chronic
alcoliolism and-drugs (opiates)".

Cinicatdiagnosis should not be made on the findings of a single lest resuil but'should fotegraie
both dnicaf and laboratory data.
NOTES

1. Salivaiand skin do contain a-amylase. therefore never pipette by mouth and avoid skin
contact with the reagents.

IN)

._This reagent may be used in several automatic analysers. Instructions for many of them
are available on request.

BIBLIOGRAPHY

1. IFCC primary reference procedures for the measurement of catalytic activity concentrations
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concentration of Q-amyiase. Ct'n C/iem Lab Med 2006:44:1146-1155.
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4. Junge W, Werner W. Wike B et al. Development and evaluation of assays for the
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a-AMYLASE-EPS

COD 12535 1x40mL

Only for in vitro use in the clinical laboratory

INTENDED USE

Reagent for the measurement of a-amylase concentration in human serum, plasma or urine. The
obtained values are useful as an aid in the diagnosis and treatment of acute and chronic
pancreatitis.

These reagents are for use in the BioSystems A25 and A15 analyzer or In other analyzer with
similar performance characteristics.

CUNICAL SIGNIFICANCE

a-Amylase catalyzes the hydrolysis of a-1,4-linkages of carbohydrates constituted of
a-D-glucose units. The result Is the formation of dextrine, maltose and some glucose molecules.
a-Amylase Is produced mainly by the exocrine pancreas (P-type) and the salivary glands (S-type)
butit is also found in other tissues.

Assays of amylase activity in serum and urine are largely of use in the diagnosis of pancreatic
diseases such as acute or chronic paxreatitis. Hyperamylasemla can also be due to renal
Insufficiency, acute pain of the abdomen, tumors of the lungs and the ovaries, salivary glands
lesions, macroamylasemia, diabeUc ketoacidosis, biliary tract disease, cerebral trauma, chronic
alcoholism and drugs (opiates)'-".

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

Amylase catalyzes the hydrolysis of 4>nitrophenyl-mairoheptaoside-ethylidene to/ smaller
oligosacharides which are hydrolyzed by a-glucosidase liberating 4-nitrophenol. The.catalytic
concentration is determined from the rate of 4-nitrophenol formation, measured at 405.nm”™*.

CON'TCNTS AND COMPOSITION

A. Reagent: 1x 32 mL. HEPES 50 mmol/L, calcium chloride 0.075 mmol/L, sodium chloride 90
mmol/L, magnesium chloride 13mmoW., a-glucosidase >4 U/mL, pH 7.1,

W

. Reagent; 1x 8 mL. HEPES 50 mmol/L, 4-Nitrophenyl-maitoheptaoside-ethylldene 18 mmoi/L,
pH 7.1,

STORAGE AND STABILITY

Store at2-8*C,

Components are stable once opened until the expiry dafo 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 the analyzer are
stable 20 days.

indicatons of deterioration: Absorbance of the blank over the limit indicated in Test Parameters”.

ADDITIONAL MATERIALS REQUIRED (NOT PROVIDED)

Biochemistry Calibrator (BioSystems cod. 18011) or Biochemistry Calibrator Human (BioSystems
cod. 18044).

REAGENT PREPARATION

VHorking Reagent: Pour the contents of the Reagent B into.the Reagent A bottle. Mix gently.
Other volumes can be prepared in the proportion: 4 mL ReagentA 1 mL Reagent 6. Stable for
20days at2-8‘C.

SAMPLES

Serum, plasma or urine collected by standard procedures.

a-Amylase in serum or plasma is stable (or 30_days at 2-8"C. Use heparin or EOTA as
antcoagulant.

a-Amylase in urine is stable for 30 days at 2-8%.-if pH is adjusted fo approximately 7 before
storage. Centrifuge or filter before testing.

CALIBRATION
A reagent blank should be done every day.and a calibration at least every 20 days, after reagent
lotchange or as required by quality control procedures.

QUAUTY CONTROL

Itis recommerHled to use the Biochemistry Control Serum level | (cod. 18005, cod. 18009 and
cod. 18042) and Il (cod. 18007, cod. 18010 and cod. 18043) and the Biochemistry Ckintrol Urine
(cod 18054 and cod. 18066] fo verify.(he accuracy of the measurement procedure.

Each laboratory should establish=its“own internal Quality Cfontrol scheme and procedures for
corrective action if control results-are not within the acceptable limits.
REFERENCE VALUES
Raacton Sanan, plaaa Uire
tamparatura W pkatn uL
WCUpe3 2M5 04l
374, upt)» 2»-too 047-167 1m8L 0.2M.1S

These ranges are given for orientation only: each laboratory should establish its‘own reference
ranges.

METROLOGICAL CHARACTERISTICS

The metrological characteristics described below have been obtained using a A2S analyzer and
following the guidelines ofthe Clinical & L/~ ratory Standards Institute (CLSI).

BloSystems

a-AMYLASE-EPS

u IFeC

Detection limit 2.79 U/L =0.046 pkat/L. Quantificaton limit: 13.0 U/L*:0:217 pkat/L
Linearity limit 1300 U/L = 21.7 pkat/L. Measuring range; 13.0°+<1300 U/L (senim)
=28.9 - 2600 U/L(uririe).

Precision:

Serum. Mean concentration Repeatability (CV) Within-laboratory (CV)

55.0 U/L =0.91 ukat/L 2.4% 3.8%
211 U/L =3.50 pkat/L 1.4% 2.1%
1049 U/L=17.4 pkatfl. 1.2% 1.4%

Urine. Mean concentraton Repeatability (CV) Within-laboratoiy (CV)

182 U/L =3.03 Hkat/L 1.3% 2.3%
418 U/L=6.94 pkaa 1,5% 2,3%
1982 U/L=32.9 pkatrt. 1,0% 1.7%

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

LIMITATIONS OF THE PROCEDURE

- Interferences: bilirubin (up to 30 mg/dL),"hemolysis (hemoglobin up to 604 mg/dL) and lipemia
(triglycerides up to 659 mg/dL) do rwt interfere; Other drugs and substances may interfere'.

BIBLIOGRAPHY

1. Tietz Textbook of Clinical Chemistry_and Molecular Diagnostics, 4th edition. Burts CA,
Ashwood ER. WB Saunders Co., 2005.

2. Friedman and Young, Effects ofidisease on clinical laboratory tests, 4th ed. AACC Press,

2001

3. IFCC primary reference procedures for the measurement of catalyfic activity concentratiofts of
enzymes at 37%. Part 8. Reference procedure for the measurement of catalylic concentration
of a-amylase. Clin ChemLabMed 2006:44:1146-1155.

4. IFCC reference procedures for measurement of catalytic coiKentrations of enzymes:
comigendum, notes and useful advice. CSn Chem Lab Med 2010:48:615-621.

5. Lorentz K. Roufine a-amylase assay using protected 4-nitrophenyl-1,4-u-0-maltoheptaoside
and a novel a-glucosidase; CUn Chem 2000;46:644-649.

6. Junge W. Wemer:W, Wilke B et al. Development and evaluation of assays for the
determination of ,total ‘artd pancreatic amylase at 37% according fo the principle
recommended by the IFCC. Cfin Stocftem 2001;34:607-615.

7. Young DS. Effects ofdrugs on clinical laboratory tests. 5th ed. AACC Press, 2000.

TEST PARAMETERS

A2S A15

GENERAL

Name AMYLASE EPS AMYUSE EPS

Short name AMY EPS AMY EPS

Sample type SER/URI SER/URI

Analysis mode monoreagent kinetics monoreagent kinetics

Unit u/L u/L

Decimals 0 0

Reacbon type increasing increasing
PROCEDURE

Reading mode monochromatic monochromatic

Main filter 405 405

Reference filter

Sample 9 9

Vol. R1 300 300

Vol. R2 -

Reading 1 (cyde) 5 4

Reading 2 (¢ ™) 14 10

Predilution factor ml2 ul2

CAUBRATION AND BLANK
Calibratun mode multiple multiple
Number of calibrators
Calibration curve

OPTIONS
Blank absorbance limit 0.300 0.300
Kinetic blank limit . .
Une»ity limit 1300/2600 1300/2600

Substrate depletion

BioSystems S.A. Coeta Brava, 30. 08030 Barcelona (Spain)
www.bioayatcms.es
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a-AMYLASE-EPS

COD21534 2x60mL*2x15mL

Only for invitro use in the clinical laboratory

INTENDED USE

Reagent for the measurement of a-amylase concentration in human serum, plasma or urine. The
obtained values are useful as an aid in the diagnosis and treatment of scute and chronic
pancreattis.

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

CUNICAL SiGNiFICANCE

a-Amylase catalyzes the hydrolysis of a-1,4-linkages of carbohydrates constituted of
a-D-glucose units. The result is the formation of dextrins, maltose and some glucose molecules.
a-Amylase is produced mainly by the exocrine pancreas (P-type) and the salivary glands (S-type)
but Itis also found InoNeer tissues.

Assays of amylase activity in serum and urine are largely of use in the diagnosis of pancreatic
diseases such as acute or chronic pancreatitis. Hyperamylasemia can also be due to renal
insufficiency, acute pain of the abdomen, tumors of the lungs and the ovaries, salivary glands
lesions, macroamylasemia. diabetic ketoacidosis, biliary tract disease, cerebral trauma, chronic
alcoholism and drugs (opiates]'

Clinical diagnosis should hot be made on the findings of a single test result, but should integrate
both clinical and laboratory data.
PRINCIPLE OF THE METHOD

Am~ase catalyzes the hydrolysis of 4-nitraphényl-maltoheptaoside-ethylldene fo smaller
oligosacharides which are hydrolyzed by a-glucosidase liberating 4-nitrophenol. The-catalytic
concentration is determined from the rate of 4-nitrophenol formation, measured at 405 hm~.

CONTENTS AND COMPOSITION

A. Reagent: 2 x 60 mL. HEPES 50 mmol/L, caidum chloride 0.075 mmol/L, sodium chloride 90
mmol/L, magnesium chloride 13 mmol/L, a-glucosldase >4 U/mt, pH 7.1.

0. Reagent: 2 x 15 mL. HEPES 50 mmol/L, 4-Nitrophenyl-maltDheptagside-eltiylidene 18
mmol/L, pH 7.1.

STORAGE AND STABILITY

Store at2-8*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 contaminatiori during their use:

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

Indications of deterioration: Absorbance ofthe blank over the 6mrtindicated in Test Parameters'.

ADDITIONAL MATERIALS REQUIRED (NOT PROVIDED)

Biochemistry Calibrator (BioSystems cod. 18011] or Biochemistry Calibrator Human (BioSystems
cod. 18044).

REAGENT PREPARATION

Reagents are provided ready to use.

SAMPLES

Serum, plasma or urine collected by standard procedures.

a-Amylase in serum or plasma is stable for 30'days at 2-8°C. Use heparin or EDTA as
anticoagulant

a-Amylase in urine is stable for 30 days at 2-8°C if pH is adjusted to approximately 7 before
storage. Centrifuge or filter before testing.

CALIBRATION
A reagent blank should be done every day and-a calibration at least every 2 months, after reagent
lot change or as required by quality control-procedures.

QUALITY CONTROL

Itis recommended to use the Biochemistry Control Serum level i (cod. 18005, cod. 18009 and
cod. 18042) and Il (cod. 18007, cod. 18010 and cod. 18043) and Ne Biochemistry Control Urine
(cod. 18054 and cod. 18066) to verify'the accuracy of the measurement procedure.

Each laboratory should establish; its own internal Quality Control scheme and procedurestor.
corrective action if control results are, not within the acceptable limits.

REFERENCE VALUES

Rsactior

Serum, plasma Unne
temperature. UL pikatfL un uKaVL
30h:,uptD3 25-65 0.41-108
374:,mpB3« 28-100 0.47-1.67 16-491 0.26-8.16

These ranges are given-for orientation only; each laboratory should establish its/own reference
ranges.

METROLOGICAL CHARACTERISTICS

The metrological characteristics described below have been obtained using a BA400 analyzer
and following the guidelines of the Clinicai & Laboratory Standards Insttute (CLSI).

Nel5341-06

B X

a-AMYLASE-EPS

CC

IFGC
- Detection limit 5,6 U/L =0.094 pkat/L.
- Linearity limit: 1300 U/L» 21.6 pkat/L.
- Precision:
Serum. Mean concentration Repeatability (CV) Withirvlaboratory (CV)
100 U/L =1.67 pkat/L 1.5% 1.9%
203 U/L =3.4 pkaVL 2.1% 2,3%

Urine. Mean concentration Repeatability; (CV) Withirvlaboratory (CV)
2.2%

2,8%

2.7%
3.1%

103 U/L=1.71 pkat/L
206 U/L =3.42 pkat/L

- 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

- Interferences: bilirubin (up to 20 mg/dL), hemolysis (hemoglobin up to 1000 mg/dL) and
llpemla (triglycerides up to 1000 mg/dL) do not interfere. Other drugs and substances may
interfere”™.

BIBUOGRAPHY

1. relz Textbook of Clinical Chemistry jand Molecular Diagnostics, 4th edition. Burtis CA,
AshwDOd ER. WB Saunders Co.. 2005.

2 Friedman and Young. Effects of disease on clinical laboratory tests, 4th ed. AACC Press,

2001

3. IFCC primary reference procedures for the measurement of catalylic activity co*x»ntration$ of
enzymes at 37*C. Part 8. Reference procedure fer the measurement of catalytic concentration
ofa-amylase. Cftn Chem Lab Med 2006; 44:1146-1155.

4. IFCC reference procedures)for measurement of catalytic concentrations of enzymes:
corrigendum, notes and useful advice. CBnChem LabMed 2010:48:615-621.

5. Lorentz K. Routine a-amylase assay using protected 4-nitrophenyl-1,4-a-0-maltoheptaoside
and a novel a-glucoskjase;-06r Chem 2000;46:644-649.

6. Junge W, Werner W Wilke B et al. Development and evaluation of assays for the
determination of (total and pancreatic amylase at 37*C according to the principle
recommended by‘the IFCC. C«n Sfechem 2001 ;34:607-615.

7. Young OS. Effects-of drugs on clinical laboratory tests, 5th ed. AACC Press, 2000-

TEST PARAMETERS

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

R1: use ReagentA. R2 use Reagent6.

BA200 BA400

GENERAL

Name AMYLASE EPS AMYLASE EPS

Short name AMY EPS AMY EPS

Sample type serum / plasma/ urine serum / plasma / urine

Analysis mode kinetic bireagent kinetic bireagent

unn u/L mn.

Oeclm”s 0 0

Reaction type increasing increasing
PRXEOURE

Reading mode monochromatic monochromatic

Main filter 405 405

Reference filter

Sample 9 9

Vol. R1 240 240

Vol, R2 60 60

Reading 1 (cycle) 21 43

Reading 2 (cycle) 31 63

Predilufion factor ml-12 -1-12

CAUBRATIONAND BLANK

Blank type distilled water distilled water
Calibration mode experimental calibrator experimental calibrator
Number of calibrators 1 1
Calibration curve

OPTIONS
Blank absorbance limit 0,300 0,300
Kinetic blank limit
Linearity limit 1300/1300 /2600 1300/1300 / 2600

www.biosystetns.es

Substrate depletion

BioSystems S.A. Costa Brava, 30. 08030 Barcelona (Spain)
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Kopg 11534
1X32+1X8mn

XpaHuTb Npn 2 *C - 8 *C

Mcnonb30BaTh TONLKO AN paboThl «in Vitro» e KAMHWYecKux nabopatopusx

Cce BioSystems

Ha6op peareHToB /151 KO/IMYECTBEHHOIQ onpeaeneHns

O'Amunasbl (a-Amylase) B CbiIBOPOTKe, N/1asve KpoBU N Moye
B BapuaHTax ncnosiHeHnsaa-Ammnasa-ERPS(a-Amylase-EPS)

HABHAYEHWE

~NeareHT Ans onpejeneHns 31CTUBHOCTM a-amMunasbl B CbIBOPOTKE, nnasme

®oeun unu moue. NMonyyeHHble pe3ynbTaTel 6YAYT NONE3Hbl NPU JUATHOCTUKE

«MNeYeHNN OCTPOro M XPOHMYECKOTo MaHkpeaTuTa.

3T0T peareHT AO/KeH 6GbITb MCNONb30BaH B paboTe ANA GUOXUMUUECKUX

3roMaTMYeckMx aHanM3aTopoB OTKPbITbIX CUCTEM, (OTOMETPOB WU B

PYUHbIX MeTOAMKAX.

O1NHWYECKAA BHAUNMOCTDb

:-AMunasa KaTanuaupyeTt ruaponus a -1.4-ceaseil yrneso/08, COCTOAUNX U3

uHuy a-Ornwkoabl. PesynbTtaToMm sBnseTca o6pa3oBaHue [eKcTpaHoOe,

~Ban1lbTosbl M HECKONbKUX MONEKYN [NIOKO3bl, @ -AMUAa3a NPOAYyLNpPYETEs

'NaBHbIM 06Pa30M NOAXeNnyA04YHO’ xenesoi (P-TUN) U CAOHHBIMK Xene3amm

;8-TMn), HO HalileHa TakXe U B APYIUX TKaHAX.

~NHanu3bl aMUNa3HON aKTUBHOCTM B CbIBOPOTKE M MOYe WIWPOKO UCNONL3YKTCA B

AkarHoctuke 3a6oneBaHUil MOAXENY[OYHOW >Kenesbl, Takux Kak-‘OCTpbIA u

lponnuecknii naWkpeaTuT [unepammunasemMus MoOXeT Takxe O6blTb, Bbl3BaHa

'lo4eyHoll Hep[oCTATOYHOCTbLIO, OCTPON ab6foOMMHaNbHONW 6GONbK, SONYXONAMMU

nerknx 1 SMYHUKOB, MNOPaXEeHWAMU CAHHBLIX >Xenes, Makpoaminnasemuei,

AnabeTMyeckMM KeToaunao3oM, 6GONE3HbI XeNuHblX nyTei, LepebpanbHoii

-paBMOii, XPOHMYECKUM ankoron3mMoM u nekapcTeamn (onnatamn)'-',

~YNUHUYeCKWA  AnarHo3 He MOXeT 6biTb YyCcTaHOBNEH Ha“OCHOBaHWUN

pes3ynbTaToB eAWHUYHOTO UCCNefO0BaHUA W [JOJXKEH 6a3npoBaTbCsi KakK Ha

M/IMHUYECKNX AlaHHbIX, Tak U Ha pe3ynbTaTax na6opaTopHOro aHanusa.

NPUHUWUN AEACTBMNS METOAA

~NAmnnasa Katanusupyet rngponus 4-HUTpOo(eHUA-ManbTOrenaToanyg-

3TUANAeHa B MeHbW Wi onurocaxapuj, KOTOPbI rMApoONN3yeTCA C NOMOWbIO O-

'Noxo3naassl, ocsoboxpas 4-HuTpodheHon. AKTUBHOCTb a-AmMunassl

orpefiensieTcs No CKOpPOCTM o6Gpa3oBaHUA 4-HuTpoeHona, onTuyeckas

NNOTHOCTb KOTOPOro namepsetcs npum 405 HM3'N.

COCTAB N KOMMNOHEHTHI

A PeareHT: 1 x 32 mn. HEPES 50 mmonb/n, xnopug kanbums 0.075 mmons/n.

xnopupj maruua 13 mmonb/n, o-rnokosungasa >4 Ea/mn, pH 7.1

B PeareHT: 1x 8 mn. HEPES 50 MMoNnb/n. 4-HUTPOMBHNA-MaNnbTOrenaToang-

3TMnuaeH 18 mmons/n, pH 7.

BapuaHThl MUCMONHEHUA;

1 a-Amwunasa-EPS (a-Amylase-EPRS);
( - PeareHT A - 1 hnakoH.no 32 mn.
PeareHT B -1 chnakoH rno 8 mn

XPAHEHUWE U CTABUNIBHOCTb

XpaHuTb Npn TemnepaTtype 2-8 "C.

KOMMOHEHTbl CTabuNbHbl C MOMEeHTa OTKPBITUA ynakoBKW M [0 UCTeyeHUus

Cpoka XpaHeHUs, 0603HAYEHHOTr0 Ha/3TWKeTKe, eC/Niu peareHT XpaHWUTCHA B

3aKpbITON YyNaKoBKe ¥ MPUHUMATCA Mepbl NPeAOCTOPOXHOCTU BO U3bexaHue

wTamMuHauum npun Mcnonb3oBaHuy. CtabunbHoCTb BO Bpemsa

MCMNONb30BAHUA: peareHT, OTKPbITLI M YCTAHOBNEHHbI B OXnaxjaembli

OTAen aHannsaTopa, COXpaHseT cTabUNbHOCTb 2 Mec.

MpusHaku AesakTuBayuun: ab6copByusi Xo0NocToro peareHTa BblilWe TpaHULbl,

0603HayeHHON B pa3jene «fapameTpbl UCAbITAHUA».

HEOBXOAWMbBIE AOMONHWUTENbHBIE MATEPUANDBLI (B KOMMMAEKT HE

BXOAAT)

Kanu6patop gna 6noxummnyeckux nccnegosaHunii (BioSystems kog 18011) nnu

Kanu6patop ANA 6MOXUMUYECKUX MCCNeAO0BaHMUIA Ha OCHOBE 4eNoOBe4yeCKOoil

cblBOpOTKM (BioSystems kog 18044).

KANUBPOBKA

XONnocToil ONbIT AONXKEH \APOM3BOAUTLCA KaXAblil fleHb, a KanubpoBka 4 no

KpaiiHeii mepe pa3 B.2  MEC., NOCAe Hauyana MCNONb30BaHWA HOBOIW NapTUn

peareHTa WAu B COOTBETCTBUMN C TPe6GOBaAHNAMK K KOHTPONIO KayecTsa.

KOHTPO/N1b KAYECTBA

PekoMeHAyeTC WNCMONb30BaTh KOHTPONbHYID GUOXUMUYECKYID ChiBOPOTKY

yposHa | (ko 16005,-kon 18009 u kop 18042), yposHa Il (kog 18007, kop

16010 n kop 16043) u BUOXMMUYECKUIA KOHTpPONb Mouun (koa 16054m kop

18066) 4TO6bI NOATBEPANTbL 3D (P EKTUBHOCTL NPOLEAYPbl U3IMEPEHUNA.

PYXXXXX oT XXXXXX
Kaxpas nabopaTopus [OJI)XHa YCTAaHOBUTH ,CBOK MNporpamMmy KOHTpons
KayecTBa W npoueAypbl KOPPEeKTUPOBKNW MPOLEECOB B cnyyae, ecnu
KOHTPO/IbHbIE pe3yNbTaThl BbIXOAAT 32 fOoNycTUMbEl € Npeaens.
PE®GEPEHTHbBIE BHAYEHUA

CbiBOpOTKaA, Nnnasma Moua
TemnepaTypa peakuuun Moua MKKaT/n
Ea/n MKxat/n Ea/n
3cTe 25-65 0.41-108
37TNT7 28-1W 0.47-1.67 16-491 0.26-615

MPUTOTOBJIEHVE PEMCLLUBOB

Po6Tunii paareHT MMepatocw coABPTHIE haakoHa ¢ PearekTw B B cocyn c pearekton A
TwatenbHo nepemeLuath

ECnn HeobxoauMbl MeHbMME O0GbEMbI, “TO” paGounii peareHT NPUrOTaBNMAAIOT CEAYHOLM
06pBun3M: 4 M PearenTa A * 1mn PeareHTa B.

CrabunbHocTb peboyero pacTsopa coaasaseT 20 AHeii npu 2-8*C

HEOBXOAVMOE OBOPYIOBAHVE

CnaatpochoTomeTp uan (hoTOMETP C TapMOaBTUPYeunoii oMepuTeNnbHON Avelikoit Ha 37*C ¢
hrnbTPoM 406 HM

- KioBeTbl ¢ ANMHOM oNNMBCIITONYTN 1cm

OBPA3LbI

CbleopoTw. nnaaHa.Mmm
a-AMUNBMCTabUNbHBACLIBOPOT«.NN«IblenNInnCcMaBTBYUBHNIASAHeiNpn2-8*C MenepuHn
3 TA MOryT 6bITb UCNIOFb30BaHLI B KMCTB € aHTUIOerynsHTa

MPOLIEAYPA

1 HarpeTb Pa6crem PeareHT 1 MMepHTenbHyl Hemky (hoTomeTpa [0 Temneparypbl
peakumm

2. BHecTu B noBeTy:(ApumeyaHue 2):

CblecporkMnnaan 37*C Moua3Tr:
PKGCUbI peareHT 1.0ml 1.0mL
O6paszeL| 30pL 1SpL

3. MMepemeluaTb 1 NOLIBCTUTLIA0AETY B M3MEPUTEbHYIO AueliKy hoToMeTpa’ HauaTb oTcHeT.

4 Yepes 1 MuHYTY un3MepuTb abcopbuuio, 1 Aanee ¢ WHTepBasioM a-1 MUHYTYy a TeueHne 3
MUHYT

5. PacnuiaTh pasHULl MeX/y 00Cne/j0eBTe/bHbIMU U3MEePeHAMIA. a6CopOLMM, U CPEaHIK)
CNTTECXYI0 pasHuLy B MUHYTY (4 A/unH)

PACHET

KOHLEHTpaLms a -AHHMNE3bl 1 MOXET 6bITb paccunTaHa no ceayttuei dopmyne:

Vix10«
W mhh X *En/n

e XIXVs

KoathchnumeHT monsipHoid abcop6uumn (e) 4-vuTpocheHona Mwm 405 HM  cocTasnseT 10600.
onTTecxmit nyTb 0) cocTaBnseT 1cm, obwuii peakuyoHHBIN 06bem (VQ paseH 1.030 npu 37*C
o6bem o6pasua (Vs) paseH 0030 npu 37*C. [ins 06pasLioB MoUM, O6LMI peakLMOHHbIl 06bem
(VI) paBeH 1015 npu 37*C o6bem ob6pe3ua (Vs)paseH 0 015 npu 37*C. 1 Ea/n pasHa 0.0166
mnat/n [ns paoTeTa aKTWHOCTW hepMeHTa UCTONB3YiiTe creaytolLme (akTopbl.

3rC
Cbleapons, nfiazua x3239<Ep/n
X53.58 - mosr/n
OAWH . - Ean
MeE 105.9 « Hucar/n

BennunHel gns 30°C nonyyeHsl cC'ROMOW b0 BENNYUH Ans 37°C ¢ MCnoNb30BaHUEM

(akTopa nepecueTa.

AaHHble BE/NUYNHbI OpPNEHTUPOBOYHbI, Kaxpgasa naGopaTtopus  [JONXHA

ycTaHaB/inBaTb CBOW gnana3oHbl HOPManbHbIX 3HAYeHWUA.

M21550r-07 BioSystems S.A. Costa Brava, 30. 08030 BarcetoTia (Spain)
ww.biosystcrns.es
QuaSty Sysrtm ctnifitd tKYcniing to
EN 1SO 13485andE;\ 1ISOm i standards
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INHCTPYKLUMS nonb3oBaTens

YNONHOMOUYEHHbI i npeacrtaBuTenb npounsBoaNTENSA: 000 «MA-
NETPONNOTUYECKWUE XAPAKTEPUCTUKMN KoHc«InTUHT u PassuTue», Mockea, Apocnasckoe wocce, 4 6. kopn. 2 od.
106
Cwaoporn Coeaxm (oHueHTpan™  MosropmocN(CY)  BHyTpHMLLG6O ropba NNe3arers (CV) TEKYWWA PEMOHT

He TpebyeTcsa

56.0Ejyn° 031 marln 24% 3.8%

r11E04/<3500at/n L% 51% TEXHWYECKOE OBCNIYXWBAHWE

10i9 Eg/n> 174 Hoot/n 12% 14% He TpeGyercs

. ) ) NOTEHUWANbHBIA NOTPEBUTENDb
ubla Cpxaien Ne<{Mpxq Motseack(CV)  8H)mprrbopopumimaareib (V) NMpotheccnoHanbHbI NoNbL30BATEND

1R E«303W*T/n 1.3% 23% WH®OPMALMNA O HANUYUWN B MEANLUHCKOM

418Ep/n<6.94vBart/n 15% 23% W3JENUN NEKAPCTBEHHOIO CPELCTBA

1982E/Ne* 32.9anT/n 10% 17%

He copepxut

MOKA3AHWA K MPUMEHEHMUIO

He npumeHumo

MPOTUBOMNOKA3AHNA KNPUMEHEHNIO
He npumeHumo

*MeTponornyeckne xapakTepucTuKu, ONUCaHHble HUXKE, NONyYeHbl C MPUMEHEeHNEM
3yanusatopa BA400 B COOTBETCTBUN C METOAUYECKUM PYKOBOACTBOM UHCTUTYTA
(MMHUYecknx N na6opaTopHbix cTaHgapToB (CLSI).

i; MoporoBas 4yBCTBUTENbHOCTb: 5.6 Ef/n =0.094 mkkat/n. CTEPU/IBHOCTb
I Mpepens nuneiinoctu; 1300 Ea/n = 21.6 mkkat/n. MocTaBNseTcs B HECTEPUNbLHOM BUAE. CTEPUNLHOCTL He TpebyeTcs
‘] TouHoCTb: WH®OPMALMNA O BOSMOXHOCTN MOBTOPHOTO
|1 MorpewHocTb: pes3ynbTaThl, MNOMYYEHHble C MNPUMEHEHUEM NMPUMEHEHUA
[aHHOTO peareHTa He [AEMOHCTPUPYIOT CUCTEMATUYECKYIO He NoAnexuT NOBTOPHOMY NMPUMEHEH 40
NOrpewHocTs B CPaBHEHWM CO CTaHAAPTHbIM peareHToM. NEPEYEHb CTAHOAPTOB, KOTOPOMY
[AaHHble CpaBHUTENbHbIX 3KCMEPVMEHTOB NPeAOCTaBAALTCA NO COOTBETCTBYET MEAVWUVWHCKOE-UBAENWUNE
Tpe6oBaHUIO. 1SO 9001, ISO 13485, TOCT P 51088-2013. TOCT P UCO 15223-1-2014, TOCT
ONMPAHUYEHWA METO A P NCO 23640-2015, TOCT P NCO 18113-1-2015, TOCT P NCO 18113-2-2015.
] VHTepdepeHuun: 6unupy6buH (go 20 wmr/gn), remonus (remorno6ut go 250 NPON3BOANTENbL WAAPEC MPOU3BOACTBA
' mr/gn) v runepaunemus (Tpuravuepuasl Ao 1000 mr/an) He  BausoT Ha  -BioSystems S.A.,08030, Costa Brava, 30, Barcelona. Spain
| pesynbTaTel. [pyrvue BeuecTsa MAM NeKapCTBEHHbIe CpPeACcTBa TaKXe MOryT (BnoCucremcC.A., 08030 yn. Kocta Bpasa, 30. BapcenoHa, UcnaHus)

i okasaTb BAMAHME Ha MeToja
TPAHCNOPTUPOBKA N XPAHEHWE
.TpaHcnopTupoBKa:

N3penne TPaHCNOPTUPYKOT BCEMU BUAAMU TpaHCNOpPTa B KPbITHIXTPaHCMNOPTHbIX 1 1
cpeAcTBax B COOTBETCTBMW NpaBuWiamMi NepeBO3KW rpy3oB, AEWCTBYHO W UMU Ha

113KAOM Bupe TpaHcnopTa.

|Temnepatypa: 2®C - 10 “C.

3amopaxuBaHue He gonyckaeTcs.

OTHOCUTENbHAA BNAXHOCTb: 10 % - 85 %

MCMNONb3YEMbBIE CUMBQJIbI, ) MAPKVNPOBKA
Cumson Onpegenexne

J1oroTUn U3roToBUTENN
O6paTnTech K MHCTPYKLUYU MO NMPUMEHEHN IO

. Homep no katanory
N3penne AONXKHO XpaHUTbCA Ha cknajax nocTaswika, nm notpe6utens B

COOTBETCTBMU C yKa3aHMAMWN pyKOBOACTBA NO 3KcnayatTaywnm n3rotosutens. ol '

MeAuUMHCKOE W3jenne ANS AUATHOCTUKMA.in

{anI HapyweHnn TeMnepaTtTypHOro pexwuma XpaHeHuUa U TpaHCcnopTupoBaHua, a vitro

TaKKe MCTEYEHUN CPOKa XPaHEHUA U3Jenne He NOANENUT NPUMEHEHUIO.
KpaHeHue: xpaHuTb npu 2 "0 - 8 "0

Koa naptuu
CpoK rOJHOCTU: yKa3aH Ha ynakoBke Ha6opa

YTUNUIAUNA W YHUUYTOXEHWE MEANLWNHCKOIO

N3peENNA C€ 3HaK eBpPONeicKoro COOTBETCTBUSA
|NMpn ncnonb3oBaHUM B MEAULUHCKUX YUYPEXJeHNAX yTUNUu3nposaTb No knaccy A
lurm B (CaHMuH 2.1.3684-21 "CaHuTapHo-anuAemMnonornyeckune TpeGoBaHuUA K .

N4X1pepXaHUIo TePPUTOPUIA TOPOACKUX U CENbCKUX NOCENEHN, KBOAHLIM 06bekTam, X TemnepatypHelil Ananason

~NANTbeBOI BOAE W NUTLEBOMY BOAOCHAGXEHNIO,. aTMOC(h epHOMY BO3AyXYy, No4YBam,

FTHUNBIM  NOMEWEeHUAM, IJKCNAyaTauuun MPOU3BOACTBEHHBIX, 06 ECTBEHHBIX Mcnonb3oBath Ao...
JlOMeleHnii. opraHnsauMu n NpoBeAeHuI0 CAaHUTApHO- NMPOTUBO3MUAEMUYECKUX
npoMNakTUYeCcKnXx) MeponpusTUit’). HeoBXOANMO CNefoBaTb HaLWOHANbHbLIM
(npocp ) ponp ) A A 4 rd MpounssoguTens
cTaHAapTam npu nepejave v yTunnsaunu M3fenns, ero KOMNOHEHTOB U YNaKoBKM.

XvMuKaTbl U TOTOBblE U UCNONb30BaHHBIE peareHTbl AONXHbI 6blTh YyTUNn3osaHbl

- BUBAMOTPADNA
1COOTBETCTBMAM C PETUOHANbHBIMW HOpPMamMmn

g Tietz Textbook of Clinical Chemistry and Molecular, Diagnostics. 4th edition Burtis
OTBETCTBEHHOCTb M FAPAHTUY y g
CA, Ashwood ER. WB Saunders Co., 2005.
.Moboe n3meHeHne Habopa n/unn oGMEH MM 3aMeHa KakWx-nn60 KOMMOHEHTOB . ) o
o . 2 Friedman and Young. Effects of disease on clinical laboratory tests, 4th ed. AACC
3a3HbIX NapTnm U3 OQHOTO Haéopa Ha Apyron MOXeT HeraTMBHO CKas3aTbCA Ha Press, 2001
OXUAAEMLIX PE3YNbTATAX M 060CHOBAHHOCTM aHann3a B yenom. B cnyuae rakux 3. IFCC primary reference procedures for,_the.measurement of catalytic activity

WweHeHUn n/unn sameH nio6oe TpeboBaHne o 3ameHe Habopa HeeliCTBUTENbHO.

” . concentrations o fenzymes at 37“C. Part 8 Reference procedure for the measurement
{MpeTeH3un, nopaHHble B CBA3N "¢ HEBEPHOW WHTepnpeTauueil pe3ynbTaToB

7z o f catalytic concentration of a-amylase Clin Chem Lab Med 2006; 44: 1146-1155.
laHanusa KIMEHTOM, TakXe HeJeiCTBUTeNbHbl. HecMoTps Ha 3To, B Cy4Yae Kakux-

. 4. IFCC reference procedures for measurement of catalytic concentrations o f enzymes:
/u6o MpeTeH3uit, 0TBETCTBERQUIETL HPOMMBOAMTMH He AO/KHA TNpeBbilaTk corrigendum, notes and useful advice. Clin €hem Lab Med 2010; 48: 615-621.
cToumocTe HaGopa. Bpea, JMRRM{WHEHHbI Habopy Npu TPaHCMOPTUPOBKE szHe 5. Lorentz K. Routine a-amylase assay wusing proieued 4-nitrophenyl-1,4-j-D-

NOANEXNT OTBETCTBEHHOCTY NPON3BOAUTENA. maltoheptaoside and a novel a-glucosidase)| Clin Chem 2000;46:644-649.

Junge W, Wemer W, Wilke B el al.iDevelopment and evaluation of assays for the
determination of total and pancreatic amylase al 37°C according to the principle

FapaHTMu npoussoAuTens «BioSystems S.A.» pacnpocTpaHalwTCA Ha T@, 470 g
tlacTosWnit NPOAYKT COOTBETCTBYET cneyndukaLmam, 3asBNeHHbIM Ha 3TUKETKe,

HO TOALKO MpPU YCNOBUW-MCMONb30OBAHWA MNPOAYKTA KBANNMUUMPOBAHHbIM recommended by the IFCC. Clin Bidghém 2001;34:607615.

NepcoHanoM B COOTBERCTHMU C yKa3aHUAMU, WN3INOXKEHHLIMU Ha STUKEIKE, W 7, Young DS. Effects ofdrugs on clinical'laboratory tests, 5th ed. AACC Press, 2000.
NpUMEHeHUs MaTepuanos “[0 WCTEYEeHUs CpoKa TOAHOCTM, YKa3aHHOFO Ha

3TUKeTKe.
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INHCTPYKUMS nonb3oBatens

Kop 12535
1k32+1X8mn

XpaHutb npu 2 °C - 8 °C

Mcnonb3oBaTbh TONbKO AN paboThl «in vitro» B KAMHUYECKUX nabopatopuax

BloSystems

REAGENTS /1

CE

INSTRUMENTS

Habop peareHTOB A4/19 KOJIMYECTBEHHOIO ornpeaesneHns a-AMmunasbl (a-Amylase)
B CbIBOPOTKeE, MN/a3me KPoOBU N MOYe B BapmaHTax ncnosiHeHusa a-Amunasa-EPS (A) (a-Amyiase-EPS) (A)

KABHAYEHWE

NeareHT [l OMpefeseHns akKTUBHOCTW a-aMunasbl B CbIBOPOTKe, mjasme
(poBn unn mMoye. MonyuyeHHble pe3ynbTaThl 6YAyT NOME3HbI NPU AUATHOCTUKE
4neyeHnn 0CcTPOro M XPOHWUECKOTO NMaHKpeaTuTa.

3T0T peareHT Ao/XeH 6bIThb Ucnonb3oBaH B BA aHanusatopax BuoCuctemc
I'n B gpyrux nofo6HLIX aHannsaTopax.

(MMHNWYECKAA BHAYNMOCTb
3-AmMunasa KaTanuanpyeT rnaponns a -1.4-cesizeil yrnesoj0B, COCTOAWMUX U3
eAuHuLY a-OrnKo3bl. Pe3ynbTaToM sBAAETCH 06pa3oBaHWe [eKCTPaHOB,

|anbTo3bl M HECKONbKWX MONEKYN [NKO3bl, a -AMuWnasa npoayuupyetcs
aBHbIM 06pa3oM NoAXenyaoyHoii xxenesoi (P-TUN) N CNIOHHBIMUW Xene3amu
$-TMn), HO HalijeHa TakXe U B APYruX TKaHAX.
AHann3bl aMMnas3HoOl aKTUBHOCTW B CbIBOPOTKE W MOYE WMUPOKO UCMONb3YIOTCA B
~NarHocTuke 3ab6oneBaHWii MOAXENYAOYHOW >Kenesbl, Takux Kak OCTPbIA 1
FMnepamMunasemns MoXeT Takxe O6blTb/ Bbl3BaHa
BEYHON He[OCTATOYHOCTbI, OCTpoOi abaoOMUHaNbHOW 60nblO, OARYXONAMN
AUYHWMKOB, MOPaXEHWAMU CAKHHBIX >Xenes, Makpoamisasemueit,
Ta6eTMyeckuMm KeToaunjo3oM, 6O0Ne3HbI XEeNUHblX nyTel, uepe6panbHoit
rpaBMOil, XpPOHWYECKUM anKoronM3MoM W nekapcTsamu (onnatamm)' 'S
(NMMHUYecKnit  [uarHos He 6biTb  YCTAHOB/NIEH Hai OCHOBaHUMN
{pe3ynbTaToB €AMHUYHOIO WCCNEA0BaHUA U JO/XeH 6a3npoBaThea Kak Ha
KNWHWYECKNX AlaHHbIX, TaK U Ha pe3ynbTaTax N1a6opaToOpHOro aHaansa.
MPUHUMN AEACTBUS METOA
3-AMunasa KaTtanusupyeTt rmaponus
3n4nujeHa B MeHbW Uil onurocaxapup, KOTOpblii rMgpoNun3yercs ¢ NnomMolbio a-
*N10KO3MAa3bl. ocBo6oxpaas 4-HuTpoeHon. AKTUBHOCTb a-AmMunassl
onpefensieTcs no CKopocTM o6pas3oBaHua 4-HUTPO(EHona, onTuyeckas
:lnoTHOCTbL KOTOpPOTO M3MepsieTcs Npu 405 HUI'®.
COCTAB N KOMMNOHEHTHI

PeareHT: 1 x 32 mn. HEPES 50 mmonb/n, xnopupg Kanouns 0.075 mmons/n,

XpOHVIHeCKI/IVI naHkpeatTunTt.

Jierkux. un

MOXeT

4-HUTPOhEeHUA=MANbLTOTENaTO3Ns-

xnopupa mardus 13 mmons/n. a-rnwokosnpasa >4 Ea/mn, pH 7.1
8 PeareHT: 1x 8 Mn. HEPES 50 MmMonb/n, 4-HNTpotheHNN-ManbTOrenaTosng-
3TunngeH 18 mmons/n, pH 7.
BapVIaHTbI NCMOSTHEHNA:
1. a-Amunasa-EPS (A) (a-Araylase-ERS)'(A),
PeareHT A - 1 hnakoH.no 32 mn.
PeareHT B -1 chnakoH 1o 8 mn
PAHEHVWE W CTABUNBHOCTDb
XpaHuTb Npu TemnepaType 2-8
XOMMOHEHTbI CTabWNbHBLI C MOMEHTA OTKPBITUA YyNaKoBKW W A0 WUCTeYeHUs
cpoka XxpaHeHWs, 0603HAYEHHOTO Ha 3TUKETKe, €CAW peareHT XpaHuUTCca B
3aKpbITO ynakoBKe M MPUHUMAlOTCA MepPbl MPeJOCTOPOXHOCTH BO n3bexaHue
OHTaMUHauum npun MCNoNb30BaHNN. CtabunbHoOCTb BO Bpemsa
ACNONbL30BAHNA: peareHT, OTKPbITbIA W yCTAHOBMEHHbI B oxnaxpgaemblii
oTaen aHanusaTopa, coxpaHaeT cCTabWNLHOCTL 2 MecC.
MpusHakn aesakTupauumn: a6cop6uMWR XONOCTOr0 peareHTa Bbile rpaHnLbI,
0603HayYeHHoI B pasaene «MapamMeTrpbl UCNbITAHUSA».
HEOBXOAWMBIE AONMONHUTEAbHBLIE MATEPUANBI (B KOMNMEKT HE
BXOAAT)
Kanu6patop Ans 6uoxumuueckuX uccnegosaHuii (BloSystems kog 18011) nuaun
onn6paTop ANS GUOXMMUYECKNX 'MCCNefOBaHNi Ha OCHOBE YenoBe4YeCKOoW
cbiBOPOTKM (BloSystems kop 18044).
NOATOTOBKA PEATEHTA
PeareHT rotToB Kynotpe6neHuto.
OBPA3LbI
CblBOPOTKa, Nna3mMa WM “Mo4a, MOJYYEeHHbie C MOMOLW b0 CTaHAapTHHIX
npoueayp. a-AMunasa (CtabunbHa B CbIBOPOTKE WAW nnasme B TeuveHue 1
mecsiua npu 2-8®C. Vicnonb3yiiTe renapuH B KayecTBe aHTUKOarynaHTa,
3-AMunasa ctabunbHa/ B Mo4ye B TeyeHume 1 mecauya npum 2-8*C,
npeasapuTensHo foBecTu pH Ao 7. Mepep TecTupoBaHWeMm Heo6Xxoaumo
Mo4y OTLEHTPUM YTUPOBATbL AN OTPUNBLTPOBATD.

ecnn

PY XXXXX oT XXXXXX
KANMMBPOBKA
XON0CTOW ONbIT AOMXKEH NPOU3BOAUTHLCS KaX/Abld JeHb, a KanuGpoBka - Mo
KpaiiHeili mepe pa3 B 2 Mec., Nocne Havyana UENONb30BaHUA HOBOW napTum
peareHTa AN B COOTBETCTBUMU C TPEGOBAHNAMU K KOHTPON KayecTBa
KOHTPONb KAYECTBA
PeKkoMeHAyeTCH WCMNONb30BaTbh KOHTPONbHYK GUOXUMUYECKYI CbIBOPOTKY
ypoBHs | (kog 18005, kog 18009 u xop 18042), yposHs Il (kog 18007, kop
18010 u kop 18043) M BUOXMMUYECKWIA KOHTponb mMouum (kKog 18054 u kop
16066) 4T06bl NOATBEPANTL 3D (heKTUBHOCTE.NMPOLEAYPbl U3MEPEHUS.

Kaxpaa nabopaTopusa [AONXHa yCTaHOBWUTbL CBOK NporpamMmy KOHTpons
KayecTBa UM nNpoueaypbl KOPPEKTUPOBKM nNpoueccoB B Ccayyae, ecnu
KOHTPO/bHbIE pe3ynbTaTbl BbIXOAAT 3a AONYCTMMbIe Npefensl.
PE®EPEHTHbBIE SBHAYEHMUA
CbiBOpPOTKA, NNasma Moua
Temnepatypa peakuun Moua MKKaT/N
Ea/n MKKaT/n Ea/n
30“C 25-65 0.41 -1.08
37*Ce.T 28-100 0.47-1.67 16-491 0.26-815

Benunuuubl gna 30°C nonyvyeHbl ¢, NOMOLU b0 BEAUYUH AnA 37°C ¢ UCNONb30OBaAHUEM
takTopa nepecuerTa.

AaHHble BENUYNHbBI Kaxjas na6opatopus
ycTaHaBNMWBaTb CBOM AMAM@30HbLl HOPMAaNbHbIX 3HAYEHMUIA.
METPONOTNYECKUE XAPAKTEPUCTUKMN

MeTponornyeckne xapakiepuCcTUKM, ONUCAHHBIE HUXKE, NONYYEHbl C MPUMEHEHUEM

OPUEHTUPOBOYHDI, AONXKHa

aHannszatopa BA400 B COOTBETCTBUU C METOAMYECKUM PYKOBOACTBOM WHCTUTYTa
KNMHUYecKnX U nabopaTopHbix cTaHgapToB (CLSI).

O MoporoBas YyBCTBUTENbHOCTbL: 5.6 EA/n - 0.094 mkkat/n.

O Mpepens nuHetHocTu: 1300 Ea/n =21.6 mkkat/n.

O TOYHOCTh:

O MOrpewHoCTb: “-pe3ynbTathl, MNONYYEHHbIE C TNPUMEHEHUEM
faHHOTO peafeHTa, He [eMOHCTPUPYKT cucTemMaTuyecKylo
NorpewHoCTb B CPABHEHNMN C peepPEeHCHbIM MeToA0M. [laHHble

CpaBHUTENbHBIX 3KCNepumeHTOB npejgocrtaBnfanTCAa no
Tpeb6oBaHUIO:

Chbimpona QpeoHsik«oHugmpalad  MoatopHoeTk (OV)  BHyTpuvBeprropHbimoLLarens (CV)
SSO Efinx0.61lwal/n 24% 34%
211E;¥n«3501K»T/n 14% 21%
10«9E| Y 1741war/n ii% 14%

Mo Cpegmst Lwuentpma* noergpHOCTKCV) — BryrpuriaGeparop>ii noaaareris (CV)
12, <2@ukar/n 13% 23%
41S™ n <6.94 voETin 1% 2.3%
1982E/n«32918Bat/n 10% 17%

OFPAHWYEHUWA METOAA

O-WhuTtepdepernunn: 6unupybun (go 20 wmr/an);remonus (remornobuH go 250
mr/an) wn runepnunemua (Tpurauvyepuas 4o 1000 mr/an) He BAUAKT Ha
pe3ynbTaThl. [pyrue BeuecTBa WAN NeKapCTBEHHble CPpejCcTBa Takxe MOryT
okasaTb BAWSHUE Ha MeTojAa.

TPAHCMNOPTUPOBKA W XPAHEHWNE

TpaHcnopTupoBKa:

M3genve TpaHCNOPTUPYIOT BCEMU BUAAMU TPAHCMOPTA B KPbITbIX TPAHCMOPTHbIX

cpeAcTBax B COOTBETCTBWM nMpaBunamMu_MepeBO3KU TPy30B, AEACTBYO W UMK Ha

KaX /oM Buje TpaHcnopTa.

TemnepaTtypa: 2® C- 10®C.

3amopaxunBaHue He JonyckaeTcs.

OTHOCMTeNnbHasA BAaXHOCTb: 10 % - 85 %

Mispenne [ONXHO XpaHUTbCA Ha. CKnajgax noctasukhka M notpe6utens B

COOTBETCTBUM C yKa3aHUAMMN PYKOBOZCTBA MO 3KCNAyaTalyun N3roToBuTens.

Mpu HapyweHWW TemMnepaTypHOrO peXMMa XpaHeHWA U TpaHCNOpPTMpPOBaHUSA, a

TakXe UCTeYEeHUN CPpoKa XPaHEHWA N3aenne He NOANEXUT NMPUMEHEHMUIO .

XpaHeHue: XxpaHuTb Npun 2 < -8 °C

CpOK rofHOCTW: yKa3aH Ha ynakoBke HaGopa

YTUAUN3AUNA N YHUUYTOXEHWNE MEAUWLUWHCKOTO

m21550r-07 BioSy'stems S.A Costa Brava, 30. 08030 Barcelona (Spain)
www.biosystems.es
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T

VIHCTpYyKUMA nonb3osaTtens
ENE
Mpn MCNoONbL30BaHMM B MEAULUUHCKUX YUYPeX/AeHUAX yTUAusmposaTb no knaccy A
nnm B (CaHMwuH 2.1.3684-21 "CaHuTapHo-anujemuonoruyeckne tpeb6oBaHUA K
cOflepXXaHuo TeppuUTOPUil TOPOACKMX U CENbCKNX NOCENEeHNIt, KBOAHBIM 06beKTam,
uTbesoii Bojge M NUTbeBOMY BOAOCHAGXEHMIO, aTMOCH EPHOMY BO3AYXY, NOYBaM,
MUNbIM  MOMEUeHWAM, 3KCMNyaTaluuum NPON3BOACTBEHHbIX, 06 ECTBEHHbIX
nomeujeHnii, opraHnsaynM 1 NpoBefeHU CaHMTApHO- NMPOTUBO3NUAEMUYECKUX
(npotmnakTuyeckux) meponpuatTuini™). Heo6xoAWMO cnefoBaTb HalLWOHANbHbLIM
naHpgapTam npu nepejave u yTunusaunu u3genns, ero KOMMNOHEHTOB W YNaKoBKHU.
XWMUKaTbl U TOTOBbIE U UCNONb30BAHHbIE PeareHThl JO/KHbI GbiTh YTUAN30BAHbI
BCOOTBETCTBNN C PETNOHANbHLIMU HOpPMaMi
OTBETCTBEHHOCTb U TAPAHTUMN
Ni6oe n3meHeHne Habopa u/unn o6mMeH UM 3amMeHa Kakux-nn6o KOMNOHEHTOB
pasHbIX NapTuili 3 oaHoro Habopa Ha APYroil MoXeT HeraTMBHO cka3aThbCA Ha
0oXnaaembix pesynbTaTax M 060CHOBAHHOCTW aHanu3a B LenoM. B cnyyae Takux
M3MeHeHnit n/unn 3ameH N 6oe Tpe6oBaHNe 0 3ameHe Habopa HeleliCTBUTENbHO.
MpeTeH3un, nojaHHble B CBA3M C HEBEPHOW WHTepnpeTauueil pesynbTaToB
aHanusa KNMEeHTOM, TakXe HeleiCTBUTENbHbI. HecMOTpsA Ha 3TO, B cAy4Yae KaKux-
nM6o npeTeH3Wi, OTBETCTBEHHOCTb MPOW3BOAUTENS He [OJKHA MNpeBbiWaThb
cToMmocTb Habopa. Bpej, NPUUYMHEHHbI HaGopy npu TPaHCMOPTUPOBKE, “He

A MOWANEXUT OTBETCTBEHHOCTN NPON3BOAUTENS,

apaHTMM npoussoauTens «BioSystenns S.A.» pacnpocTpaHsflOTCA Ha TO;. 4TO
cacToflWmil NpoAyKT COOTBETCTBYET cneyndukaumam, 3asBneHHbIM Ha 3TUKETKe,
HO TONbLKO MNpPW YCAOBUM WCMNONb30BAHWS NPOAYyKTa KBanuhWUUMPOBAHHbLIM
nepcoHanoM B COOTBETCTBUW C YKa3aHUAMU, U3NOXEHHbIMW Ha 3TUKETKe, K
npuMeHeHUs mMaTepuanoB A0 UCTEYEHUS CpoKa TOAHOCTW, YKa3aHHOro Ha
3TUKETKe.
YnonHoMo4YeHHbIi npeacTaBuTens npoussoguTensa: 000 «MA-
KoHcanTuHr n PasButue», MockBa, pocnasckoe wocce, . 6, kopn..2 od.
106

TEKYWWA PEMOHT

HeTpebyeTcsa

TEXHWYECKOE OBCNYXWBAHWE

HeTpebyeTcsa

I'IOTEHLJ'I/\AI'IbeII7I NOTPEBUTENDb

MpocheccmoHanbHeli Nonb3oBaTens

MH®OPMALUMUA O HANNYUUN B MEAULNHCKOM

W3NENUN NEKAPCTBEHHOTIO CPEACTBA

‘Hecopepxurt

NMOKA3AHNA K NMPUMEHEHWIO

HenpumeHumo

NPOTUBOMNOKA3AHUA KNPUMEHEHWIO

He NPUMEHUMO

:TEPuUAbHOCTbL

MocTaBnNseTcss B HECTEPUNbHOM BuAe. CTEpUNbHOCTBHE TpeGyeTcs
NH®OPMALINA O Bo3moxHocTu NMOBTOPHOIO

NMPUMEHEHWNA
iHe NOANEXNT NOBTOPHOMY NPUMEHEHUIO

~MEPEYEHb CTAHOAPTOB, KOTOPOMY

c

OoOTBeTCTBYeT MeAMLNHCKOe n3genne
JIS0 9001, 1SO 13485, TOCT P 51088-2018, FOCT P UCO 15223-1-2014, TOCT
PNCO 23640-2015, TOCT P MCO 18113-1-2015, TOCT P NCO 18113-2-2015.
NPON3BOAUTENDL WALPEC MPOWN3BOACTBA

8k)Systems S.A.,08030, Costa Brava, B0, Barcelona, Spain

bnoCuctemc C.A., 08030 yn. Kocta EpaBa, 30, bapcenoHa, cnaHusn)

MCNO/Nb3YEMBIE CUMBONbl, MAPKNPOBKA

m21550r-07 BioSystems S.A. Costa Brava, 30. 08030 Barcelona (Spain)

BioSystems

REACENTS a INSTRUMENTS

CE

Cumson Onpepenexue
1 JloroTun n3rotoBuTens
EH OGpaTUTeCh K MHCTPYKLUN MO-APUMEHEHWIO
iR E fl Homep no katanory
1vDI MeauunHckoe nsgenne gas ANarHocTUKK in vitro

Vl Kopg naptuu

X TemnepaTypHbLA AnanasoH

3Hak eBponeﬁc»(oro cooTBETCTBUA

Mcnonb3oBaTth fo...

aJ MponssoanTENb

MAPAMETPbBl UCMNBITAHUA

,D,aHHbIe peareHTbl MoryTt 6bITh MCNONb30BaHbI ansa paga asToMaTuyecKux
aHanns3aTtopos. KOHerTHbIe UHCTPYKUMN NO NPUMEHEHWID BO MHOIrMX Tunax
aHanM3aTopoB NPefOCTABAATCA M0 TPEGOBAHNIO.

R1: ucnonb3osaTb peareHT A, R2: UCNONb30BaTh peareHT B.

O6epHeHVe ocaaka

BEVWB/INOTPA®NSA
Tietz Textbook of Clinical Chemistry and Molecular Diagnostics. 4th edition. Burtis
CA, Ashwood ER. WB Saunders Co.. 2005;
Friedman and Young Effects of disease.on'clinical laboratory tests. 4th ed. AACC

Press, 2001.

A2S AlS
OBLVE
HanmeHoaaHue ANYLASE EPS AMYLASE EPS
Kpenos HanHenoBaHm AMY EPS AMY EPS
Twun Npo6b! SER1URI SER/URI
Cnocob usmeperus VoHopaar KuH woHOpear KvH
EavHnua Eg/n Ea/n
JecanHHble 3HaKu 0 0
Tun peakuum HapacTatoLas HapacTatoujas
NPOLIEAYPA
Tkl npoutenms MOHOXP. VIOHOXP
OCHOBHOI# (hUAbTP 406 405
KOHTpOnbHbIA hunbTp .
Mpo6e 9 9
06 R1 300 300
06.R2
Cuutblieenue 1 (ifMi) 5 4
CuuteiBenve 2 (LK) 14 10
dakTopmpeapesseeHui ul2 ul2
KAJIUBPOBKA 1 XONOCTOM
PEATEHT
Pexum Kannbposkn MynbTUKanéparop MynbTUKanuéparop
Konudectso kanuGparopoe
FpasyvpoeTHas xapakTepucTuka
ontu
Mpanana6c 6naxka 0300 0.300
Mpesen 6naHka THETUHN
Mpegan nuveitHocTn 130072600 1300/2600

IFCC primary reference procedures”for the measurement of catalytic activity
concentrations of enzymes at 37'~. Part-8. Reference procedure for the measurement
of catalytic concentration of a-amylase:Clin Chem Lab Med 2006; 44: 1146-1155.
IFCC reference procedures for measurement of catalytic concentrations of enzymes:
corrigendum, notes and useiiil advice..Clin Chem Lab Med 2010; 48; 615-621.

Loreniz K. Routine a-amylase—assay using protected 4-nitrophenyl-1,4-:j

-D-

malloheptaoside and a novel a-glucosidase Clin Chem 2000,46:644-649.
Junge W, Werner W, Wilke B.et.al. Development and evaluation of assays for the
determination of total and pancreatic amylase at 37" according to the imnciple

recommended by the IFCC. Clin Biochem 2001;34:60761S.

Young DS. Effects of drugs on clinical laboratory tests, 5thed AACC Press, 2000.

www.biosystems.es
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Kop 21534
2*60mMn +2X 15 mn

XpaHutb npun 2 “C - 8 “C

Mcnonb3oBaTh TONLKO A48 paGoTbl «1n Vitro» B KNMHUYECKUX naGopaTopusax

BioSystems

NeACENTS a

ins€ruments

Habop peareHTOB /151 KOJIMYECTBEHHAIO)onpeaeeHns

a-Amunnasbl (a-Amylase) B cbIBOpOTKe, N/1a8Me KpPOBU U MoYe
B BapuaHTax ucnosiHeHusa o-Amunasa-EPS (BA, AU, O, F) (a-Amylase-EPS) (BA, AU, D, F)

HA3HAYEHWE
PeareHT AnA onpejeneHns akTUBHOCTM a-aMunnasbl B CbIBOPOTKE, N1a3Me KPOBU UK MOYe.
MonyyeHHble pesynbTaThl 6yAyT NOMe3Hbl NPU AMArHOCTUKE W NeYyeHWn OCTPOro u
XPOHWYECKOTO NaHKpeaTuTa.
9TOT peareHT AOMKEH GbiTb MCNONb30BAH B aHanusatopax buocuctem nuHum BA unu
APYTNX NOA0GHLIX aBTOMATUYECKNX aHanusaTopax.
KNUHWYECKAA BHAYMMOCTb
a -AMnUnasa katanusupyet ruaponus a -1 4-casseil yrnesojoe, cOCTOAWMNX N3 eMHUL O -
OrnioKosbl. PesynbTatom siBnsetca o6pasoBaHue [eKCTpaHOa. ManbTO3bl M HECKONbKUX
MONEeKYNn Tr0Ko3bl, a -AMunasza nNpoAyuupyeTcs rnaBHbIM 06pa3omM MOAXenyaouHoOn
Xeneson (P-TuN) U CNOHHbMM Xenesammn (S-Tun), HO HallfeHa TakxXe U B PYrux TKaHAX:
KMannab; amMmmnasHoil akTUBHOCTU B CbIBOPOTKE M MO4YEe WUPOKO MCNONb3YKHTCA B ANAFrHOCTUKE
K6oneeaHwnii nNOAXeNnyAoOuHOW >Xenesbl, TakMx KakK OCTPbIii M XpoOHW4Yeocuit naHeaTnT.
FMnepamunasemMns MOXeT Takxe 6bITb Bbl3BaHa MNOYEYHOI HEeAOCTATOYHOCTLIO, OCTPUVI
aﬁ[.]OMI/IHaI'IbHUﬁ 6onbio, onyxonsiMyu Nerknx wn sIMYHUKOB, MNOPAXEHUAMU CNAKHHBIXDKenes,
mMakpoamunasemueil, gua6eTnyeckum KeToaLunao3om, 60Ne3Hbl  KeMuHb>X
nyTeii, uepe6panbHOil TpaBMOI, XPOHWYECKMM ankoronM3smMoM W nekapcTBamu
(onnatamm)'-".
KnuHnyecknii AnarHos He MOXeT G6bfTb YycTaHoaneH Ha OCHOBAHWUW pesyNbTaToB
€AWHWYHOro nccnegoBaHna v 40NXKeEH ﬁasmposan;cﬂ KakK Ha KNWHWYEeCKUX AaHHBIX; TakKk n
Ha pe3ynbTaTax N1a6opaTopHOro aHannsa.
NPUHUWN AEACTBUA METOAA
QAMMUNasa KaTanu3npyeT rnApoan3 4-HUTpodeHnN-MaNbTorenaTo3n-aTUANAEHA B MeHbLW Wit
onurocaxapwj, KOTOPbIA TFMAPONN3YyeTCA C NOMOWbI O-r1Ko3njgassl. 0ocso6oxgan 4-
HUTpoeHoN. AKTUGHOCTL a-AMUNasabl onpeaensieTca no cKkopocTu. oBpasoBaHus  4-
HuTpoteHona, onTMyeckasa NNOTHOCTL KOTOPOro namepsetcs npun 405 HMI/.
COCTAB U KOMMOHEHTHI
A. PeareHT: 2 x 60 mn. HEPES 50 MMonb/n, xnopug Kanbuus 0.075 MMOAbL/N, XNOPWA MarHus
13mmonb/n, D-rnioko3upasa >4 Ea/mn, pH 7.1
6. PeareHT: 2x15 mn. HEPES 50 mmonb/n, 4-HuTpotheHNN-ManbTOreAaToana-aTunuaeH 16
mmone/n, pH 7.
BapuaHTbl UCNONMHEHUA:
1. a-Amunasa-EPS (BA) (a-Amylase-EPS) (BA),
PeareHT A - 2 (hnakoHa no 60 mn.
PeareHT B - 2 thnakoHa no 15 mn
2. a-Amunasa-EPS (AU) (a--Amylase-EPS) (AU),
PeareHT A - 2 (hnakoHa no 60 ma.
PeareHT B - 2 (hnakoHa no 15:mn
3. a-Amunasa-EPS (F) (a-Amylase-EPS) (F),
PeareHT A - 2 (hnakoHa no,60-mn.
PeareHT B - 2 thnakoHa no 15 mn
i1} 4. a-Amunasa-EPS (D) (a-Amylase-EPS).(D),
F - PeareHT A - 2 (hnakoHa fio-60,mn.
PeareHT B - 2 hnakoHa no15 mn
XPAHEHWE MW CTABU/BHOCTb
XpaHuTb Npn TemnepaType 2-8 *C.
KomMnoHeHTbl cTabnnbHbl C MOMEHTa Ul'lq)blTMﬂ YO2aKOBKW N 0 NCTEYEHMNA CpOKa XpaHeHus,

0603HAaYE€HHOT0 Ha 3TWKeTKe, €CNM peareHT XpaHUTCA B 3aKPbITOW ynakoBke W
npuHUMalTCca  Mepbl npejocTOPOXHOCTM  BO  u3bexaHwe  KOHTaMuHauuu  npu
ncnonb3oBaHun. CTaGUNbHOCTbL BO BPeMSA- MCNONb30BAHWSA: peareHT, OTKPbITHIA 1

YCTaHOB/IEHHbI B OXNaX/AaeMblit 0TAen aHaJu3aTopa, COXpaHaeT CTabUNbHOCTL 2 Mae
MpusHaku fesakTMBaumn: abcop6ums X0NOETOro peareHTa Bbille rpaHnlb!. 0603HaUeHHOIE
B pasgene cllapameTpbl UCMbLITAHUA.

HEOBXOAUMBIE AONONHWUTE/NbHBIEEMATEPUANBI (B KOMMNNEKT HE BXOAAT)
KanuGpatop gns 6uoxumnyecknx nccnepoBakmii (BioSystems koa 18011)unu kanubpatop
ANA GUOXMMUYECKNX NCCej0BaHNIi Ha OCHOBE Yenoeeyeckoii CbiBOPoTkM (BioSysiems ko
18044).

MOATOTOBKA PEATEHTA

PeareHT roToB Kynotpe6neHuio.

OBPA3LbI

CbIBOPOTKA, MAasma MW MOYa, .NMONy4YeHHble C MOMOUIbI0 CTaHAAPTHLIX Npoueayp, a-
Amunnasza ctabunbHa B CbIBOPOTKE 'MAM nnasme e TeyeHue 1 mecAuya npu 2-8°C:
Mcnonb3yiiTe renapnH B KaueCTBe aHTUKOATYNAHTA.

Q-AMnnasa ctabunbHa B MOUE B TeyeHue 1 mecsya npu 2-8X, ecnu npeasapuTe/bHo
posecTn pH go 7. Mouy chnegyeT OTUEHTPU(YrMpoBaTb UNu oTUNLTPOBATL MAEpPes
uccnefosaHnem.

KANNBPOBKA

X0N0CTOl 0NbC A0O/MKEH TPOU3BOANTLCS KaXNbIA eHb, a KanubpoBKa - No KpaiiHed-mepe
pas B 2 Mec.. Noc/ie HaYana;McnoNbL30BaHMA HOBOI NapTUN peareHTa UK B COOTBETCTBUM
cTpe6oBaHMAMM K KOHTPO/IIO KayecTsa.

KOHTPO/1b KAYECTBA

PeKOMEHAYeTCA MCNONb30BaTb KOHTPO/IbHYIO GUOXUMUYECKYIO CbIBOPOTKY YPOBHS | (KOg
18005, kop 18009 u kop 18042), ypoBHa W (kop 18007, koa 18010 u xopn 18043) un

PY XXXXX oT XXXXXX

Buoxnmuuecknit KoHTponb Moum (koa 18054 un kop  18066) uTOGHI
S heKTUBHOCTL NpoLEeaypbl U3MEPEHUs

Kaxpnas nabopaTopusa [orsNeB ycTaHOBWUTbL CBOK MfpOrpammy KOHTpoOns
fpoueaypbl KOPPEKTMPOBKN NPOLECCOB B C/lyyae, eC/MKOHTPONbHbIE Pe3yNbTaThl BbIXOAAT
3a jonycTuMble npeaensl

PE®EPEHTHbBIE 3BHAYEHWNA

noaTBEPAUTL

KauyecTBa 1

CbIBOPOTU. Nna3ma Wova mkar/n
TemnepaTypa peHunu Moua
Earn mxar/n Eg/n
30u: 2S-6S 0.41°-1,06
374:k» 28-100 0:47-1.67 16-491 0.26-8.15

BenuunHb! Ans 30*C NoNyyeHbl C NOMOLU|bIO-BENUYUH ANA 37*C ¢ Mcnonb3oBaHnem dakTopa
nepecueta

[aHHbLB BEMUYUHbL! OPUEHTUPOBOYHL!. Kaxpas naGopaTtopus [O/KHA ycTaHaBNWMBaTb CBOU
AManasoHbl HOPMaNbHbLIX 3HAYEHW

METPONOITMYECKWNE XAPAKTEPUCTIUNKN

MeTponoruyeckue xapakTepucTuku, oflCakHble HUXE, NONYUEHbI C NPUMEHEHMEM aHannsaTopa

BA400 e CcOOTBETCTBMM C METOAMYECKUM PYKOBOACTBOM WHCTUTYTa KAMHUYECKUX U
naGopaTopHbix cTaHgapToB (CLSI).
O MMoporosas 4yBCTBUTENbHOCTL: 5.6 EA/n =0.094 mkkat/n.
O Mpeaensl nuHeiiHocTn. 1300 EQ/n 8 21.6 mkkat/n
O To4yHOCTb.
CbIBOPOTY CpeaHsis MosTopHOCTL (CV) BHYTPHNA60POTOPHbIA
100 En/n « 1.67 mekat/n 1.5% 1.9%
203 Ep/n >3.4 mxxat/n 21% 2.3%
Moua. CpeHAs KOHUOHTPALINS MoBTOpHOCTH (CV) BHyTpMiabopatopHbii
nokasaresb (CV)
103 Eg/n » L71.MKkat/n 22K 27%
206 Ep/n « 3:42 MKKat/n 2.8% 31%
O MOrpewHocTb: — Pe3ynbTaThl, MONAYyYEHHbIe C MPUMEHEeHMeM [AaAHHONO

peareHTa “HE / eMOHCTPUPYIOT CUCTEMATMHECKYIO
CpaBHEHMW €O CTaHAApPTHbIM peareHToOM JlaHHble
3KCNEePUMEHTOB NPejoCTaBAATCA N0 Tpe6oBaHmIo.
OrFPAHUYEHWUA METOOA
Q WHTepgepeHuun, 6Gunupybp*”~ (go 20 mr/an), remonus (reMorno6uH po 250 wmr/an) un
runepnunemna (Tpurnuuepugsl 4o 1000 Mr/gn) He BAUAIOT Ha pe3yAbTaTtel [lpyrue BewecTtsa
WNU AeKapCTBEHHbIE CPEACTBA TAlOKe MOTYT OKa3aTb BAUAHUE HaMeTo '
TPAHCROPTUPOBKA W XPAHEHWE
TpaHCROPTMpPOBKA
VN3aenuwe TpaHcnopTUPYOT BCEMU BMAAMU TpaHCNopTa B KPbITbIX TPAHCNOPTHBIX CPeACTBaxX B
COOTBETCTBUM NpaBuNamMn Nepeso3kn rpy3oB, AeiCTBYIO L UMUHA KAXAOM BUAE TPaHCNOPTa
Temnepatypa- 2 “C - 10 ®C.
3aMopaxusaHue He fonyckaeTcs
OTHOCHTENbHAA BNaXHOCTb. 10 % - 85 %
N3penne [orowio XxpaHUTbCA Ha Cknajax nocTasuuka W notpebutens B COOTBETCTBMW C
yKasaHNAMU PyKOBOACTBA MO 3KCMAyaTalun U3roTOBUTENS:
Mpu HapyweHnn TemnepaTypHOro pexuma XpaHeHus, v TpaHcnopTUpOBauns,
MCTEYEHWUN CPOKA XPAHEHNS U3Jenne He NOANEXNUT MPUMEHEH IO
XpaHeHue: xpaHuTb npu 2 *C - 8 *C
CpoK roJHOCTY, yKa3am Ha ynakoBka HaGopa
YTUNU3BAUMA N YHUWUYTOXEHWUE MEAULNHCKOTO
n3fENNS
Mpu UCNONbL3OBAHMN B MEAULUHCKUX YUPEXAEHUAX YTUAN3NPOBATL No Knaccy A unu b (CanMuH
2.1.3684-21 "CaHuTapHO-anujemuonornyeckhe Tpe6GoBaHWA K CcOoAepXaHU TeppuTopuit
TOPOACKUX UM CeNbCKUX NOCeNeHuit, Kk BOAHbLIM 06bekTaM, NMUTLEBOW BOAE M MUTHEBOMY
BoAocHabxeHuwo, atmocthepHoOMy BO3AyXy, Mousam, M<nbM nNoOMelWweHWaMm, 3Kcnayatauun
NpPON3BOACTBEHHbLIX, OOLWECTBEHHLUC MOMEWEHNIt, OpraHu3auuu U NPOBEJEHWUI0 CAHUTapHO-
npotueoanuaemMuyecknx (NpodunakTuyeckux) meponpuaTuii®) Heobxoaumo cnepoBaTth
HalUWOHaNbHLIM CTaHAapTam npu nepefaye M yTunusaunu M3fenns, ero KOMNOHEHTOB U
ynakoBKu.
XUMMUKaTbl W [OTOBble M WCNONb30BAHHbIE
COOTBETCTBUM C PETNOHANbHbLIMU HOPMAMK
OTBETCTBEHHOCTb U TAPAHTUNX
Nio6oe nsmeHeHne Habopa u/unn o6MeH NN 3ameHa Kakux-1M60 KOMNOHEHTOB pasHbIX NapTuii
13 0fHOro HaGopa Ha APYroil MOXEeT HeraTMBHO CKa3aTbCH HAa OXWAAEMbIX pesynbTarax u
060CHOBAHHOCTM aHanuWs3a B LeNoM B cnyuyaB Takux W3MeHeHWii w/unn 3ameH ni6oe
TpeGoBaHNWe 0 3aMeHe HaGopa HeAeliCTBUTENbHO.

norpewmocTb a
cpaBHUTENbHbIX

a Tatke

peareHTbl foreNebl 6biTb YTUNW30BaHbl a
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WNHCTPYKLUMS nonb3osatens
MpeTeH3nn, nofaHHble B CBA3N C HeBeDHOﬁ MHTepnpeTaumeﬁ pe3ynbTtaTtoB aHann3a KAMeHToM,

CC

BioSystems

REACENTS «

INSTRUMENTS

Takke HeAeliCTBUTENbHbI HecmMoTps Ha 23To, B c/yyae Kakux-nn6o npeTeH3nii, OBLWWE
OTBETCTBEHHOCTb MNPOM3BOAMTENA He AO/KHA NpeBblwaTh CTOMMOCTb Habopa, Gpea,
NPUYMHEHHbI Habopy NpU TPAHCNOPTUPOBKE, HE MOANEXUT OTBETCTBEHHOCTM NpoN3BoAUTENS HanmeHoBaHue AMYLASE EPS AMYLASE EPS

FapaHTUu npoussoauTens «BioSystems S.A.> pacnpoCTpaHAlTCS Ha TO, 4TO HacToAwwii
NPOAYKT COOTBETCTAYeT CNeunduKaymusam, 3asBNeHHbIM Ha 3rMKETKE, HO TONbKO MPU yCNOBUM
MCNONb30BaHNA NPOAYKTA KBaNM(ULMPOBAHHEIM NEPCOHANOM B COOTBETCTBUM C yKasaHUAMM,
M3NOXEHHbIMU Ha 3TUKETKE, W NPUMEHEHWUs MaTepuanoe [0 WUCTEYEHUS CpPoOKa FOAHOCTH,

KpaTkoe HaumeHoBaHue

Tun npo6bl

AMY EPS

celBOpoTka / nnasma /(moya

AMY EPS

cbiBOpOTKa / nnasma / moua

YKa3aHHOro Ha 3TUKeTKe. Cnoco6 nsmepeHns 6upear. KuH 6upear. KuH.
YNONHOMOYeHHbIi npepacTasutens npoussogntens: 000 «MA-KOHCaXWHT © €

PasButue», MockBa, Apocnasckoe wocce, 4. 6, kopn, 2 o, 106 AvHnua Ea/n Ea/n
TEKYW NN PEMOHT AecATUUYHbIE 3HaKK 0 0
He TpebyeTca

TEXHUWYECKOE OBCNYXUBAHWE Tunn peakuyumn HapacTalowas HapacTatouwas
He TpebyeTca

NOTEHLUWANIbHbLIA MOTPEBUTE/b MPOUEAYPA

MpodeccuoHanbHbiii NoNb3oBaTeNb

WH®OPMALWNA O HANTNWYUN B MEAULUMHCKOM Tun npouteHus MOKOXP. MOHOXpP
NW3OENNWN NEKAPCTBEHHOTO CPEACTBA B

He cofepkut OcHOBHOW hunbTp 406 405

NOKA3AHWNA K MPUMEHEHUIO KOHTPOAbHbIH HALTP .
He npumerumo

MPOTNUBOMOKA3AHUA KNPUMEHEHWNIO Mpob6a 9 9
He npumeHumo 06. R1 240 240
N~TEPWNBHOCTbH
AOCTaBNAETCH a HECTEPUNLHOM BUAe. CTEPUALHOCTL He TpeGyeTca 06. R2 60 60

WH®OPMALNA O BOSMOXHOCTKM NOBTOPHOTO

CunTbiBaHue 1 (Uukn) 21 43

NMPUMEHEHWNA

He nogneXuTt NnoOBTOPHOMY NMPUMEHEHUIO CunTeiBaHue 2 (4ukn) 31 63

NEPEYEHb CTAHAAPTOB, KOTOPOMY

dakTop npefgpasaegeHus -1-12 -1-12

COOTBETCTBYET MEAWLUWHCKOE U3AENUNE

1SO 9001, 1SO 13485, TOCT P 51088-2013, TOCTP NCO 15223-1-2014, TOCT.P NCO
23640-2015, TOCTP NCO 18113-1-2015, TOCT P UCO 18113-2-2015.
NMPON3BOAUNTENbL WALPEC NPOMU3BOACTBA

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

(BuoCuctemc C.A., 08030 yn, Kocta Bpasa, 30, bapcenoHa, Wcnanus)

KANTUEPOBKA 1 XONOCTOMN
PEATEHT

Tun X0NoCTOro peareHTa

AMCTUNNMPOBaHHAR e0Aa

AUCTUNNUPOBaAHHAA BOAA

Pexum KaﬂMﬁDDBKM 3KCnepumeHTanbHas 3aKCnepumeHTanbHasn
NWCMNONb3YEMbBIE CUMBO/Ibl, MAPKWPOBKA Kanu6poska Kann6poska

Cumson OnpepenexHune

Konuuectso kann6paTopos 1

Norotun usrotoBuTeNs IpagynpoaoyuHas xapakTepueTuka -
-enUn
I O6paTUTeChb K MHCTPYKLUM NO NPUMEHEHUNIO

Mpepen abe. 6naHka 0.300 0300
I I |1 Homep no katanory Mpepgen 6naHka KWHeTUKM

Npepgen nuueiiHocTn 1300/1300 /2600 1300/1300/2600
IlyPl MepgnuuHckoe nsgenve ANA AUArHOCTUKY in Vitro

O6eaHeHne ocagka

Kog naptumn

BUBTNOT PAGYA

3HaK eBpONeickoro €00TBETCTBNA

CE

X TemnepaTypHblii AnanasoH
Vl Wcnonb3oBaTh' fo.
Mpounssogutens

NAPAMETPbl MCNbITAHUA

AaHuble peareHTbl MOryT GbiTh WCNOABL3OBaHbl ANA psfa aBTOMATMYECKUX aHanNN3aToOpOB.
KOHKpeTHble WHCTPYKLMN NO NPUMEHEHWIO BO MHOTUX TUMAaX aHanuM3aTopoB NpeaocTaBNAlTCH
no tpe6osaHuio. R1:ncnonb3osaTb peareHT A, R2; ncnonb3oBaTb peareHT B.

Tieu Textbook ol Clinic*] Chemistry and Molecular Diagnostics. 4th'edition Burtis CA. Ashwood
ER WB Saunders Co., 200S

Friedman.and Young Effects ofdisease on clinical laboratory tests, 4th-ed. AACC Press. 2001.
EFCC primary reference procedures for the measurement of catalytic activity conceniraticms of
enzymes at 37*C Part 8 Reference procedure for the measurement of catalytic concentration of a-
amylase. Clin Chem Lab Med 2006; 44 1|46-n$S

EFCC reference procedures for measurement of catalytic concentrations of enzymes corrigendum,
notes and useful advice Clin Chem Lab Med 2010,48 61S-621

Lorentz K Routine a-amylase assay using protected 4-mtrophenyl-1,4- -D-maJtoheptaoside and a
novel a-glucosidase Clin Chem 2000;46.644-649

Junge W. Werner W. Wilke B et al. Development and evaluation of assays for the deterniirtation of
total and pancreatic amylase at 37°C according to the principle recommended by the IFCC. Clin
Biochem 2001.34 60761S

Young DS. Effects of drugs on clinical laboratory tests, Sth ed AACC Press, 2000.

MR1550r-07 BioSystems S.A. Costa Brava, 30. 08030 Barcelona (Spain)
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/MepeBof C NCMAHCKOTO W aHTIMACKOTO A3bIKOB HA PYCCKUWA3bIK/

B/IAHK /171 COBEPLLIEHW/ IHOT/IPUN/bHBLIX AEVACTBUIA

03/2022

/Tep6oBeblii 3Hak/  [MMeuyaTb HOTapuyca:

/nognuce/
Jlaypa Jlones

[MeyaTb KoMnaHuu: BuoCuctemc
KocTa Bbpasa, 30. 08030 BAPCEJ/IOHA
MHH: A08678823]

/noanunce/

[MeyaTb KOMNaHMK; bBuoCucrteme
(BioSystems)

KocTta Bpasa, 30. 08030 BAPCEAIOHA
NHH: N108678823]

BMOCNCTEMC, C. A.
Kocrta bpasa, 30,

08030 BAPCEJIOHA
Ten.:+34 933 14-00 00

AHTOHWNO POCCENNO
MECTPE * HOTAPNYC GS5978759
*I. BPACEJIOHA]

/ TepboBas mapka
0,15 espo/

/nognuce/

[Meyatb KOMMNaHuu: BuoCucremc
(BioSystems)

KocTta BpaBa, 30. 08030 BAPCE/IOHA
NHH: A08678823]

OTgen HopmaTUBHO-MPaBOBOro
perynnpoBaHmns
BMOCNCTEMC, C. A.
lloDez(f?biosvstems.es
BapcenoHa, 17 HOsi6ps 2022.T:



3ABEPEHHAA KOMP1A AOKYMEHTA. - AHTOHWO POCCEJ1I/10O MECTPE, HoTapuyc
BbICOKOUYTMMOW HoTapuanbHoi Konnernn KatanoHum, npoXxuearowmii B r. bapcenoHa,-=--=------
HACTOAWMMM YOOCTOBEPAET, u4to faHHOe CBUAETENbCTBO ABNAETCS 7 TOUHOM
(hoTOKONMEN OpUTrMHana JOKYMeHTa, KOTOPbI 6bln NpefbsaB/ieH eMy. B yfocTOBepeHMe-4ero, oH
noAnucan faHHbli JOKYMEHT.
BapcenoHa, fBajALaTb NATOro HOA6PSA fBe ThiCAYW [BajLaTb BTOPOro rofa.

BbiweykasaHHas nHpopmaumns 3aHeceHa B peecTp nog Ne 1385/2022, Bo BTOpoi-pasgen. ---------

/Meyvatb/: HoTapmnanbHoe 3aBepeHne * MeHepafbHbIi COBET HOTapumaTta Vcnavum * EBponeiickas
HoTapuanbHaa Konnerna * 0275565901

/Meyvatb ANna 3aBepeHUs JOKYMeHTOB J112/

/Meyvats/: AHTOHWMO POCCEN/NTIO MECTPE * HoTapuyc, BeayLimnii_CBOK [LeATeNbHOCTb B T.
BpacenoHa

/nognuce/



Mepesog, TeKcTa BbINONHEH NepeBoAYNKOM KOoTnspoBbiM AHTOHOM Mropesnyem.

Poccuiickas depgepayus
[Topog MockBsa
CeabMoOro gekabps ABe ThiCAYM ABajLaTb BTOPOro roga.
A, Kopcnk Bnagumup KoHCTaHTUHOBNY, HOTapuyc ropoga Mocksbl, CBUAE TeNbCTBYIO0 NOAIMHHOCT b
nognucu nepesogunka, Kornaposa AHTOHa Mropesnya.
Moanuck chenaHa B MOEM MPUCYTCTBUM.
JI4HOCTb NoANMCaBLLEro AOKYMEHT yCTaHOBNEHA.

3aperncTpupoBaHo B peecTpe: .¥a 77/2138-h/ 77-2022-46 ~"S AN
YnnayeHo ja coBeplUeHne HoTapuansHoro aeincTaus: 400 py6. 00 kon.

Bcero npowny®
W CKpenneHo n

HoTapuyc



