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

4, laypa Slones, MeHempxep no Boripocam PerynupoBaHus koMnaHuy BioSystems S.A., HaCTOALLMM YA0OCTOBEPSILO, UTO
npunaraeMble JOKYMeHTbI B H/XeNpuBeAeHHOM 06beMe CTPaHWLL, ABNAKTCA JOCTOBEPHBIMU M TOUYHBIMU KONUAMMN
LLIOTPYKLHM M0 3KCM/lyaTaumm NpoayKTa 1 NnepeBoAoM AaHHbIX JOKYMEHTOB Ha PYCCKUIA S3bIK.

Tarke y40CTOBEPSIO, YTO NpusiaraeMble OKYMEHTbI UCMO/b3YHOTCA C LIESIbIO perncTpauuy nposyKummn B Poccniickor
defepaumn 1 cTpaHax EBpasuiickoro 9koHoMTleckoro Cotosa.
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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 in
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 2-8~. 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)

Serumor plaema 37*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 Is calculated using the following general formula:

VixIty
DOATTIMTX------=-=- =U/L

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 of the catalytic concentration:

3rC
x3238>U/L
Serum, plasma xS3.S : pkat/L
NAdnio
i63S4sU/L
Urine X 105.0 : pkiVL
REFERENCE VALUES
ReacSon Serum, plasma Urine
tamperapjre wn. jikatfL wi. 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 (cod. 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. Ouanlification limit 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 to 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 diagnosis 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)".

Cinicat diagnosis should not be made on the findings of a single lest resuiL but should fotegraie
both dnicaf and laboratory data.
NOTES

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

N

. 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
of enzymes at 37*C. Part 6. Reference procedure for the measurement of catalytic
concentration of Q-amyiase. Ct'n C/iem Lab Med 2006:44:1146-1155.

Z IFCC reference procedures for measurement of analytic concentrations of enzymes:

corrigendum, notes and useful advice. CtnC/iemLabMed 2010:48:615521.

. Lorentz K. Routine a-amylase assay using protocted 4-nitropheny1-1,4-a-D-malloheptaoside

and a novel a-glucosidase. Ctn C/iem 2000-,46:644-649.

4. Junge W, Werner W. Wike B et al. Development and evaluation of assays for the
determination of total and pancreatic amylSM at 3T'C according to the pnndple
recommended by the IFCC. Qfn6toc/)am2001:34:607-61S.

. Young DS. Effects of drugs on clinical laixxatory tests. 5th ed. AACC Press, 2000.

w

4

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
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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 limitindicated 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
lot change or as required by quality control procedures.

QUAUTY CONTROL

Itis recommerHled 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 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 of disease 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 of drugs on clinical laboratory tests. 5th ed. AACC Press, 2000.

TEST PARAMETERS

A2S Al15

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 ul2 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-nitraph6nyl-maltoheptaoside-ethylldene 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”™.

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-maltDheptaoside-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 procedures tor
corrective action if control results are not within the acceptable limits.

REFERENCE VALUES

Rsactior

Serum, plasma Unne
temperature unL 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 and 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
of a-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. 08 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 them are 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 wn.

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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REACENTS a INSTRUMENTS

Ce

Kopg 11534
1X32+1X8mn

XpaHuTb Nnpun 2 *C - 8 *C
Mcnonb3oBaTbh TONLKO ANA paboThl «in vitro» e KNUHWYeckux nabopatopuax
Habop peareHTOB AN KONWYECTBEHHOIO onpeaeneHns
O'Amunasbl (a-Amylase) B CbIBOPOTKeE, MN/1iasme KpoBU N MoYe
B BapuaHTax ncnosiHeHnsaa-Amunasa-EPS (a-Amylase-EPS)
PY XXXXX oT XXXXXX

HA3HAYEHWE Kaxpgas nabopaTopus [OJI)XHA YCTAHOBUTbL CBOK NPOrpamMmy KOHTpPONs
~NeareHT gns onpejenedus 31CTUBHOCTW a-amunasbl B CbIBOPOTKE, nnasme KayecTsa 41 npoueaypbl  KOPpeKTUpPOBKM npoueccos B cayvae, ecnu
®oen unn moue. MonydeHHble pe3ynbTaThl 6yAYT NOME3HbI NPU AMATHOCTUKE KOHTPONbHbIE Pe3yNbTaThl BLIXOAAT 34 AONYCTUMbBIE Npeaenbl.

«MeYeHUN 0CTPOTO N XPOHUYECKOTO MaHkpeaTuTa. PE®EPEHTHBIE SHAYEHUA

3T0T peareHT AOMXEH 6biTb MUCNONbL30BAH B PaGoTe AN GUOXUMUUECKUX CbiBOpOTKA, NNasma Moua Moua
3roMaTMUYeCKMX aHanM3aTOpPOB OTKPbITHIX cUCTeM, (hOTOMETPOB WNM B TemnepaTypa peakuuu Eain A Ealn MKKaT/n
PYUHBIX METOAMKAX.

O1NHWYECKAA BHAUNMOCTDb 3cTe 25-65 0.41-108

:-AMunasa KaTanusnpyeTt rufponns a -1.4-cesi3eii yrneBoj0B, COCTOAUNX U3 37~.7 28-1W 0.47-1.67 16-491 0.26-615

nHuY a-Ornwkoabl. PesynbTatom sBnseTca ob6pa3oBaHue pgeKcTpaHoe, MPUFOTOB/IEHUE PEMCLLBOB

Po6Twnii paareHT lMepatocll coABpTHIOe hnakoHa ¢ PearekTw B B cocys ¢ pearekton A
TwatenbHo nepemeLuath

~BanlbTosbl M HECKONbKUX MONEKYN [NIOKO3bl, @ -AMunasa nNpoayunpyetcs
‘naBHbIM 06pPa30M NOAXeNnyAo4YHOU xenesoi (P-TUN) U CAOHHBIMK Xenesamu
;8-TMn), HO HalileHa TakXe U B APYIUX TKaHAX.
~NHanu3bl aMUNa3HON aKTUBHOCTM B CbIBOPOTKE M MOYEe WIWPOKO UCNONb3YKTCA B
AkarHoctuke 3a6oneBaHUil MNOAXENY[OYHOW >Kenesbl, TakKUX Kak OCTpbIi u
lpoHnuecknii nawkpeaTuT [unepammunasemMus MoOXeT Takke 6biTb Bbl3BaHa
'lo4eyHoll Hep[oCTATOYHOCTbLIO, OCTPON abfoMMHanbHOW 6GoNbl, ONYXONAMMU HEOBXOAVIMOE OBOPYIOBAHVE
nerknx 1 SMYHUKOB, MNOPaXEeHWAMU CAHHBLIX >enes, Makpoamunasemuei,
AnabeTMyeckMM KeToaunao3oM, 6GONE3HbI XeNuHblX nyTei, uepebpanbHoii
-paBMOii, XpPOHMYECKUM ankoronnu3mMomM u nekapcTeamn (onuatamu)'-',
~NMHUYECKWiA  AnarHo3 He MOXeT 6biTb YyCTaHOBNEH Ha OCHOBaHWUMN
pe3ynbTaToB €AMHWYHOTO WCCNeAoBaHWA W JO/MKEeH 6a3npoBaTbCs Kak Ha OBPA3LbI
MIMHUYECKNX AlaHHbIX, Tak U Ha pe3ynbTaTax na6opaTopHOro aHanusa.
NPUHUWUN AEACTBMNS METOAA
~NAmnnasa Katanusupyet rngponus 4-HUTpOo(eHNN-ManbTOrenaToanyg-

ECnn HeobxoauMbl MeHbMME 0GbEMbI, TO paGouMii peareHT NPUrOTaBAMAAIOT CrEAyHLM
06pBu3M: 4 Mn PeareHTa A * 1mn PeareHTa B.

CTabunbHOCTL pe6oyero pacteopa coaaBnseT 20 AHeli npu 2-8*C

CnaaTpochoTomMeTp nnn (hoToMeTp C TapMoaBTUPYeNoii toMepuTenbHON suelikoii Ha 37*C ¢
hrnbTPoM 406 HM

- KioBeTbl ¢ ANMHOM onnMBCLITO NyTH 1cm

CbleopoTll. naaaHa.Mm

a-AMUNBMCTabuNbHBACLIBOPOT«.NN«IblenNINNCMaBTBYUBHNIASAHeiNpn2-8*C MenepuHn

3ATA MOryT 6bITb UC/IOrb30BaHbl B KMCTBE aHTUIOEryNsHTa
3TUANAeHa B MEeHbW Wi onurocaxapuj, KOTOPbii rMApoNn3yeTca ¢ NOMOWbIO O-

'Noxo3naassl, ocsoboxpas 4-HuTpodheHon. AKTUBHOCTb a-Amunassl MPOLEEAYPA
orpefiensieTcs No CKOpPOCTM o6Gpa3oBaHUA 4-HuUTpodeHona, onTuyeckas 1 HarpeTb Pa6crem PeareHT 1 MMepHTenbHYl HemKky (hoTomeTpa [0 Temneparypbl
NNOTHOCTb KOTOPOro namepsetcs npum 405 HM3'N. peakuumn
COCTAB U KOMMOHEHTHI 2. BHecTy B noseTy (NpuMeyaHue 2):
A PeareHT: 1 x 32 mn. HEPES 50 mmonb/n, xnopupg kanbums 0.075 mmons/n.
CblecporkMnnaam 37*C Moua3Tr:
xnopupj maruua 13 mmonb/n, o-rnokosngasa >4 Ea/mn, pH 7.1
B PeareHT: 1x 8 mn. HEPES 50 MMoNb/n. 4-HUTPOMBHNA-MaNnbTOrenaToang- PKBCULI peareHT 10ml 1.omL
3TunuaeH 18 mmons/n, pH 7. Obpazely 30pL 1SpL
BapuaHThl MUCMONHEHUA;
1 a-Amunasa-EPS (a-Amylase-EPS) 3. MepemelLaTb 1 OLIBCTUTLIA0AETY B M3MEPUTESIbHYIO AueliKy hoToMeTpa HauaTb oTcHeT.
( - PeareHT A - 1 Q)]'IaKOH no 32 mn. 4 Yepe3 1 MMHYTY un3MepuTb abcopbLmio, 1 fanee ¢ MHTepBasoM a 1 MUHYTY a TeyeHue 3

MUHYT
PeareHT B -1 ¢nakoH no 8 mn Y

XPAHEHWE U CTABEU/IBHOCTb 5. PacnuTaTb pasHuLy Mexzy 00cCnefoeBTe/IbHbIMU U3MepeHnaMn aﬁCOpﬁLUAM, " CpE,ClHVI)K)

XpaHuTb Npn TemnepaTtype 2-8 "C. CMITTECXYIO PasHyLY B MAKYTY (A A/MiH)

KOMMOHEHTbI CTabUNbHbl C MOMEHTA OTKPLITUS YNakOBKM M 40 WUCTEYEHUs PACYET
CpoKa XpaHeHuWs, 0603HAYEHHOTro Ha 3TUKeTKe, eC/NM peareHT XpaHUTCs B KOHLieHTpaLyst @ -AHHME3bI 11 MOXET BbiTb paccuuTaHa no cnedytoluelt hopmyne:
SaKprTOI‘/‘I ynakoBKe U NpUHNUMAaKTCA Mepbl NPeAOCTOPOXHOCTU BO nsbexaHue

WwTaMuHaymnm npu MCNonbL30BaHNN. CTaGunbHOCTL BO Bpems Vix10«

o . . W mhh X *Ep/n
MCMONb30BAHMA: PEAreHT, OTKPbITbIN UM YCTAHOBMEHHbI B OXnaXpjaeMmblit e X1XVs
OTAen aHannsaTopa, COXpaHseT cTaGUNbHOCTb 2 Mec.
Mpu3Hakn AesakTuBaynm: abcopbunUs XONOCTOrO peareHTa Bbille FPaHnLbl, KoadhhmumeHT monsipHoii abcopbuum (e)  4-wutpodpeHona lgwm 405 Hm  cocTasnsieT 10600.
0603HaUYEHHOI B pasaene «lMapameTpbl UCMbITAHUA». onTTecxuii nyTe 0) cocTaBnseT 1cm, 06Kl peakunoHHbIi o6bem (VQ paseH 1.030 npu 37*C
HEOBXO/AWMBIE JOMNONHUTENbHBLIE MATEPUAN Bl (B KOMONEKT HE o6bem ob6pasua (Vs) paseH O 030 npu 37*C. [ins 06pasL0oB MoUM, 06LLNIA PeakLMOHHbI 06beM
BXOAAT) (VI) paBeH 1015 npu 37*C o6bem ob6pe3ua (Vs) paseH 0 015 npu 37*C. 1 Ea/n pasHa 0.0166
Kanu6paTtop 4ns 6uoxumMmuyeckux uccnegosaruin (BioSystems kog 18011) unu Mnat/n [ins paoTeTa akTWHOCTN (hepMEHT MCMIONb3yiiTe CrieytoLne (haKTopbl.
Kanuépatop ANA 6MOXMMUYECKUX UCCNeAO0BaHUIA Ha OCHOBE YeNnoBeuyecCKoi p—
cblBOpOTKM (BioSystems kopa 18044).
KAMNBEPOBKA Cbleapons, nnaswa x3239<Ep/n
X0NoCTOl ONbIT 4OMXKEH MPOU3BOAUTLCA KaXAbIW feHb, a KanubpoBka - no A X53.58 - mosr/n
KpaiiHeli Mmepe pas B 2 Mec., NOCNe Hayana WCNONbL3OBAHMA HOBOK MapTuu X5384> Ealn

Move

peareHTa UNM B COOTBETCTBUN C TPe6GOBAHWAMMU K KOHTPONIO KayecTBa. 105.9 « wcar/n

KOHTPO/NIb KAYECTBA

PekoMeHAyeTC WNCNONb30BaTh KOHTPONbHYI GUOXUMUYECKYID ChbiBOPOTKY
ypoBHsi | (kog 16005, kop 18009 m kop 18042), yposHsa Il (kog 18007, kopj
16010 u kop 16043) U BUOXMMUYECKUIA KOHTponb Mouun (ko 16054 u kop
18066) 4TO6bI NOATBEPANTbL 3D (PEKTUBHOCTL NPOLEAYPbl U3IMEPEHUNA.

BenununHbl Ans 30°C nonyyeHbl C NOMOUW b BeAUYUH AN 37°C ¢ UCNONb30OBAHUEM
hakTopa mepecyerta.

[laHHble  BeIUYUHbI OpPUEHTUPOBOUYHbI, Kaxgas na6opatopus  [OSKHA
ycTaHaB/MBaTb CBOW AMANa30Hbl HOPMa/bHbIX 3HAYEHMWIA.
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BioSystems

REAGENTS & INSTRUMENTS

ce

INHCTPYKLUMS nonb3oBaTens

YNONHOMOUYEHHbI i npeacrtaBuTenb npousBoanTENa: 000 «MA-
NMETPONOTNYECKUE XAPAKTEPUCTUKMN KoHc«InTuHT u PassuTue», Mockea, Apocnasckoe wocce, 4 6. Kopn. 2 od.
106
Cwaoporn Coeaxm (oHueHTpan™  MosropmocN(CY)  BHyTpHMLLG6O ropba NNe3arers (CV) TEKYW WA PEMOHT

He TpebyeTcsa

56.0Ejyn° 031 marln 24% 3.8%

r11En4{<350n0at/n L% 21% TEXHWYECKOE OBCNYXWBAHMWE

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

. ) ) NOTEHUWANbHBIA NOTPEBUTENDb
bla Cpeaien No<uIMpe MoxaB(ack (V) BH)mprnubopaopumimaareib (OV) MpodeccMoHanbHbili NONb3OBaTENb

182 En« 303 W*T/n 13% 23% WH®OPMALMNSA O HANNYUWN B MEAULUHCKOM

418Ep/n<6.94viBar/n 15% 23% W3AENUN NEKAPCTBEHHOTO CPELCTBA

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

He copepxut

NMOKA3AHWA K MPUMEHEHMUIO

He npumeHumo

MPOTUBOMNOKA3AHWA KNPUMEHEHWNIO
He npumeHumo

*MeTponornyeckne xapakTepucTUKM, onNMcaHHble HUXKE, NONYUYEHbl C NPUMEHeHneM
3yanusatopa BA400 B COOTBETCTBUN C METOAUYECKUM PYKOBOACTBOM MHCTUTYTa
(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. MocTaBNseTcss B HECTEPUNbLHOM BUAE. CTEPUNBLHOCTL He TpebyeTcs
‘] TouHoCTb: WH®OPMALMNA O BOSMOXHOCTMN NOBTOPHOTO
|1 MorpewHocTb: pes3ynbTaThl, MNOMYYEHHble C MNPUMEHEHUEM NMPUMEHEHUA
flaHHOTO peareHTa He [JeMOHCTPUPYIOT CUCTEMaATUYECKYH He NoAneXuT NOBTOPHOMY NMPUMEHEHUIO
NOrpewHocTs B CPaBHEHWM CO CTaHAAPTHbIM peareHToM. NEPEYEHb CTAHOAPTOB, KOTOPOMY
[AaHHble CpaBHUTENbHbIX 3KCMEPVMEHTOB NPeAOCTaBAALTCA NO COOTBETCTBYET MEAVWUWHCKOE UW3AENWUE
Tpe6oBaHUIO. 1ISO 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 mr/gn), remonus (remorno6buH go 250 NPON3BOANTENbL WAAPEC NPOU3BOACTBA
' mr/gn) v runepaunemus (Tpuravuepuasl Ao 1000 wmr/an) He BAuAlT Ha  -BioSystems S.A.,08030, Costa Brava, 30, Barcelona. Spain
| pesynbTaTel. [pyrvue BeuecTsa MAM NeKapCTBEHHbIe CpPeACcTBa Takke MOryT (BnoCucremcC.A., 08030 yn. Kocta Bpasa, 30. BapcenoHa, cnaHus)

i okasaTb BAMAHME Ha MeToja
TPAHCNOPTUPOBKA N XPAHEHWE
.TpaHcnopTupoBKa:

N3penne TPaHCNOPTUPYKOT BCEMU BUAAMU TpaHCNOpPTa B KPbIThiX TPAHCMOPTHbIX 1 1
cpeAcTBax B COOTBETCTBUW NpaBuiamMi NepeBO3KW rpy3oB, AelCTBYHO W UMU Ha

113KAOM Bupe TpaHcnopTa.

|Temnepatypa: 2®C - 10 “C.

3amopaxuBaHue He gonyckaeTcs.

OTHOCUTENbHAA BNAXHOCTb: 10 % - 85 %

MCMNONb3YEMbBIE CUMBO/Ibl, MAPKVUPOBKA
Cumson Onpepenexne

Norotun usrotosuTeNs
O6paTUTECh K MHCTPYKLUMW MO NPUMEHEHN IO

. Homep no katanory
N3penne AONXKHO XpaHUTbCA Ha cknajax nocTaswuka W notpe6utens B

COOTBETCTBUU C YKa3aHNAMWN pYKOBOACTBA MO 3KCcnayaTtauuunm n3rotosntens. ol '

MeAnUMHCKOE W3jenne ANS AUATHOCTUKW in

{anI HapyweHnn TeMnepaTtypHOro pexwuma XpaHeHUAa U TpaHcnopTupoBaHuAa, a vitro

Takke UCTEUYEHUMN CPOKA XPAaHEHUSA N3AeNne He NOANEXNT MPUMEHEHNIO.
KpaHeHue: xpaHuTb npu 2 "0 - 8 "0

Koa naptuu
CpoK rOJHOCTU: yKa3aH Ha ynakoBke Ha6opa

YTUNNIAUNA W YHUUYTOXEHWE MEANLWHCKOTO

N3peENNA C€ 3HaK eBpPONeicKoro COOTBETCTBUSA
|Mpn ncnonb3oBaHUM B MEAULWNHCKUX YYPEXAEHNAX yTUNU3MPOBATb NO knaccy A
lurm B (CaHMuH 2.1.3684-21 "CaHuTapHo-anuaemMunonornyeckune TpeGoBaHuUA K .

N4X1pepXaHUIo TEPPUTOPUIA TOPOACKUX U CENbCKNX NOCENEHUI, KBOAHLIM 06bekTam, X TemnepatypHelil Ananason

~NANTbeBOI BOAE W NUTLEBOMY BOAOCHAGXEHNO, aTMOC(h epPHOMY BO3AyXYy, No4yBam,

THUNBIM  NOMEWEeHUAM, IJKCNAyaTauuum MNPOU3BOACTBEHHBIX, 06 ECTBEHHBIX Mcnonb3oBath Ao...
JlOMeWeHnii. opraHnsaumMu n NpoBeAeHUI0 CaHUTApHO- MPOTUBO3MUAEMUYECKUX
nNpoMNaKTUYECKNX) MeponpusTUit"). Heo6X0ANMO CNef0BaTb HaLWOHAMbHbLIM
(npocp ) ponp ) A A 4 rd MpounssoguTens
CTaHAapTam npu nepejave v yTUNn3aunm U3fenns, ero KOMNOHEHTOB U YNaKoBKM.

XvMuKaTbl U TOTOBblE U UCNONb30BaHHbIE peareHTbl AONXHbI 6blTh YyTUNn3osaHbl

- BUBNUNOTPA® NS
1 COOTBETCTBUAM C PErMOHaNbHBIMWU HOPMaMK

1 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/Mnn o6MeH MNN 3aMeHa Kakux-nnb6o KOMMNOHEHTOB . ) L
. . 2 Friedman and Young. Effects of disease on clinical laboratory tests, 4th ed. AACC
3a3HbIX NapTnm U3 OQHOTO Haéopa Ha ApYyron MOXeT HeratTuBHo cCKa3aTbCsa 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 N 6oe Tpe6oBaHne o 3ameHe Habopa HeeliCTBUTENbHO.

” . concentrations o fenzymes at 37“C. Part 8 Reference procedure for the measurement
{MpeTeHsnn, nopaHHble B CBA3W C HEBEPHOW WHTepnpeTauueid pesynbTaTos

- o f catalytic concentration of a-amylase Clin Chem Lab Med 2006; 44: 1146-1155.
laHanu3a KIMeHTOM, Takxe HeaeucTBUTE/IbHbI. HECMOTpﬂ Ha 370, B Cay4yae KakKux-

. 4. IFCC reference procedures for measurement of catalytic concentrations o f enzymes:
/M60 MpeTeH3uit, O0TBETCTBEHHOCTL HPOMMBOAMTMH He AO/KHa TNpesbilaTh corrigendum, notes and useful advice. Clin Chem Lab Med 2010; 48: 615-621.
cToumocTe HaGopa. Bpea, MpuuuHeHHbidi Habopy npu TpaHCnOpTMPOBKe, He 5. Lorentz K. Routine a-amylase assay using proieued 4-nitrophenyl-1,4-j-D-

NOANEXNT OTBETCTBEHHOCTU MPOUIBOANTENA. maltoheptaoside and a novel a-glucosidase Clin Chem 2000;46:644-649.

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

FapaHTMM npoussoauTens «BioSystems S.A.» pacnpocTpaHAKTCA Ha To, 4TO g
tlacTosWuit NPOAYKT COOTBETCTBYET CneunduKkaLmam, 3asBNeHHbIM Ha 3aTUKeTKe,

HO TOALKO MpPU YCNOBUM MCMONL30OBAHWA MPOAYKTA KBANN(MULUPOBAHHBIM recommended by the IFCC. Clin Biochem 2001;34:607615.

nepcoHanom B COOTBETCTBUM C yKasaHUAMU, WN3NOXKEHHBIMW Ha 3TUkeTke, N 7, Young DS. Effects ofdrugs on clinical laboratory tests, 5th ed. AACC Press, 2000.
npUMeHeHUs MaTepuanoe A0 WCTEYEHUA CpPOKAa TOAHOCTM, YKA3aHHOTro 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-Amumnasbl (a-Amylase)
B CbIBOPOTKeE, MN/a3mMe KpPoBU 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 sBAAEeTCH 06pa3oBaHWe [eKCTPaHOB,

|anbTo3bl M HECKONbKWX MONEKYN [NKO3bl, a -AMuWnasa npoayuupyetcs
aBHbIM 06pa3oM NoAXenyfo4YHO’ xene3oi (P-TUN) U CNIOHHBIMU Xenesamun
$-TMn), HO HalijeHa TakXe U B APYruX TKaHAX.
AHann3bl aMMnas3HoOl aKTUBHOCTW B CbIBOPOTKE W MOYE WMUPOKO UCMONb3YIOTCA B
~NarHocTuke 3aboneBaHWii MOAXENYAOYHOW >Kenesbl, Takux Kak OCTpPbIA 1
FMnepamunasemns MoXeT Takxe O6biTb Bbl3BaHa
BEeYHON He[OCTAaTOYHOCTbI, OCTpoOii abaoOMUHaNbHOW 60nblO, onyxonsmun
AUYHWMKOB, MOPaXEHWAMMU CAKHHBIX >Xenes, Makpoamunasemwueit,
Ta6eTMyeckuMm KeToaunjo3oM, 6O0Ne3HbI XEeNUHblX nyTel, uepe6panbHoit
rpaBMOil, XpOHNYECKUM anKoroaM3MoM u nekapcteamu (onunatamm)"”~
(NMMHUYecKnit  [uarHos He 6biTb YCTAHOB/NIEH Ha OCHOBaHUW
{pe3ynbTaToB eAWHUYHOTO WCCNeAoBaHWS U [O/KeH 6a3npoBaTbCsid KakK Ha
KNWHNYECKNX AlaHHbIX, TaK U Ha pe3ynbTaTax N1a6opaToOpPHOro aHanusa.
MPUHUMN AEACTBUS METOA
3-AMunasa KaTtanusupyeTt rmaponus
3n4nujeHa B MeHbW Uil onurocaxapup, KOTopblii rugponusyetcs ¢ nomoubio a-
*N10KO3MAa3bl. ocBo6oxpaas 4-HuTpoeHon. AKTUBHOCTb a-AmMunassl
onpefensieTcs no CKOpocTW o6pas3oBaHua 4-HuUTpodeHona, oOnNTuyeckas
:lnoTHOCTbL KOTOpPOTO M3MepsieTcs Npu 405 HUI'®.
COCTAB N KOMMNOHEHTHI

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

XpOHVIHeCKI/IVI naHkpeatTunTt.

Jierkux. un

MOXeT

4-HUTPOEHUN-MANbTOrenaTo3na-

xnopupa mardus 13 mmons/n. a-rniokosnpasa >4 Eq/mn, pH 7.1
8 PeareHT: 1x 8 Mn. HEPES 50 mmonb/n, 4-HutpoceHnn-manbTorenatosns-
3TunngeH 18 mmons/n, pH 7.
BapVIaHTbI NCMOSTHEHNA:
1. a-Amwnnasa-EPS (A) (a-Araylase-EPS) (A),
PeareHT A - 1 chnakoH no 32 mn.
PeareHT B -1 chnakoH o 8 mn
4 PAHEHVWE W CTABUNBHOCTDb
XpaHuTb Npu TemnepaType 2-8
XOMMOHEHTbI CTabWNbHBLI C MOMEHTA OTKPbITUA YyNaKOBKW W A0 UCTeYeHUs
cpoka XxpaHeHWs, 0603HAYEHHOTO Ha 3TUKETKe, €CAU peareHT XpaHuUTca B
3aKpbITO ynakoBKe M MPUHUMAOTCA Mepbl NPejoCTOPOXHOCTH BO n3bexaHue
OHTaMUHauum npun MCNoNb30BaHNN. CtabunbHoOCTb BO Bpemsa
ACNONbL30BAHNA: peareHT, OTKPhLITbIA M yCTAHOBMEHHbIA B oxnaxpgaemsblii
oTaen aHanusaTopa, coxpaHaeT cTabUNbHOCTbL 2 MecC.
MpusHakn aesakTupauumn: a6cop6buns XONOCTOro peareHTa BbilWe TrpaHnLbI,
0603Ha4YeHHOI B pasaene «MapamMeTpbl UCMbITAHUSA».
HEOBXOAWMBIE AOMONHUTENbHBLIE MATEPUAIbBI (B KOMNNEKT HE
BXOAAT)
Kanu6patop Ans 6uoxuMmuyecknx nccnegosaHuii (BloSystems kog 18011) uaun
onn6paTtop ANS GUOXMMUYECKUX WCCNefOoBaHWi Ha OCHOBE 4YenoBe4YeCKOoW
cbiBOpPOTKM (BloSystems kopn 18044).
NOATOTOBKA PEATEHTA
PeareHT rotToB Kynotpe6neHuto.
OBPA3LbI
CblBOPOTKa, Nna3mMa WAM MoYa, MOJYYEHHbie C MOMOLW b0 CTaHAapPTHLIX
npoueayp. a-AMunasa ctabunbHa B CbIBOPOTKE WAW nnas3me B TeueHue 1
Mecaua npu 2-8®C. Mcnonb3yiiTe renapuH B Ka4ecTBE aHTUKOArynsHTa.
3-AMunasa ctabunbHa B Mo4ye B TeuyeHume 1 mecsauya npum 2-8*C,
npeasapuTensHo fosecTu pH ao 7. Mepepj TecTupoBaHWeM Heo6X0AUMO
MoYy OTULEHTPUMYTrnpoBaTb AN OTPUNBLTPOBATD.

ecnun

PY XXXXX oT XXXXXX
KANNBPOBKA
XonocToi onbIT AONXKEH MPOU3BOAUTLCS KaXAbl feHb, a Kanub6poBKa - Mo
KpaiiHeihi mepe pa3 B 2 Mec., Nocne Havyana MCNONb30BaHUA HOBOW napTum
peareHTa Wan B COOTBETCTBUMU C TPeGOBAHNAMU K KOHTPON KayecTBa
KOHTPONb KAYECTBA
PeKkoMeHAyeTCH WCNONb30BaTbh KOHTPONbHY GUOXUMUYECKYI CbIBOPOTKY
ypoBHs | (kog 18005, kog 18009 u xop 18042), yposHs Il (kog 18007, kop
18010 u koj 18043) M BUOXMMUYECKWIA KOHTponb mMouum (kKoa 18054 u kop
16066) 4TO6bl NOATBEPANTb 3P PEKTUBHOCTbL NPOLEAYPbl U3MEPEHUSA.

Kaxpaa na6opaTopusa [AONXHa YyCTaHOBWUTbL CBOK NporpamMmy KOHTpons
KayecTBa UM nNpoueaypbl KOPPEKTUMPOBKM NpoOuLECcCCOB B Cayyae, ecnu
KOHTPO/bHbIE pe3ynbTaTbl BbIXOAAT 3a AONYCTMMbIe Npefensl.
PE®EPEHTHbBIE SBHAYEHMUA
CbiBOpOTKA, 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 C NOMOWbIO BEAUYUH AnA 37°C ¢ UCNONb30BaAHUEM
takTopa nepecuerTa.

AaHHble BENUYNHbBI Kaxjas na6opatopus
ycTaHaBNMWBaTb CBOM AMana3oHbl HOPMaNbHbIX 3HAYEHMUIA.
METPONOTNYECKUE XAPAKTEPUCTUKMN

MeTponornyeckne xapakTepuUCTUKM, ONMUCAHHBIE HUXKE, NONYYEeHbl C MPUMEHEHUEM

OpPUEHTUPOBOYHDI, AONXKHa

aHannsatopa BA400 B COOTBETCTBUM C METOANYECKUM PYKOBOACTBOM MHCTUTYTa
KNMHUYeCcKNX U nabopatopHbix cTaHgapTos (CLSI).

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

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

O TOYHOCTh:

O MOrpewHoCcTb: Ppe3ynbTaThl, MNONYYEHHbIE C TNPUMEHEHUEM
fAHHOTO peareHTa, He [eMOHCTPUPYKT cucremMaTuyeckyto
NOrpewHoCTb B CPABHEHUMN C pePepeHCHbIM MeToA0M. [JlaHHble

CpaBHUTENbHbIX 3KCNepumeHTOB npejgocrtaBnfanTCAa no
Tpe6oBaHuio.
Chbimpona CpeoHsik«oHgmpalad  MoatopHoeTk (OV)  BHyTpuvBeprropHbi noLuarens (CV)
SSO EginX0.61lwal/n 24% 34%
211E; Yn«3501K»T/n 14% 21%
10«9E|Ym*1741wat/n ii% 14%
Mo, Cpeivs LULieUTpMa*™ noeropHOCTKICV)  BHyrpurnaGepaTop>wiL noaaaress (CV)
12 <2@ukar/n 13% 23%
41S™ n <6.94 voETin 1% 2.3%
1982E/n«32918at/n 10% 17%

OFPAHWYEHUA METOAA

O WHTeptepeHuun: 6unupy6uH (go 20 wmr/an), remonns (remorno6uH go 250
Mmr/gn) wn runepnunemua (Tpuraunyepuasl ao 1000 mr/an) He BAUAKT Ha
pe3ynbTaThl. [pyrue BeuecTBa WAW NeKapCTBEHHble CPpejCTBa TakXe MOryT
okasaTb BAWSHUE Ha MeTojAa.

TPAHCMNOPTUPOBKA W XPAHEHWNE

TpaHCnopTUMpPOBKaA:

M3genve TpaHCNOPTUPYIOT BCEMU BUAAMU TPAHCMOPTa B KPbITbIX TPAHCMOPTHbIX

cpeAcTBax B COOTBETCTBWM nMpaBunamMu nepeBO3KU TPy30B, AEACTBYWO W UMK Ha

KaX /oM Buje TpaHcnopTa.

TemnepaTtypa: 2® C- 10®C.

3amopaxunBaHue He JonyckaeTcs.

OTHOCMTeNnbHasA BAaXHOCTb: 10 % - 85 %

Mispenue [ONXHO XpaHUTbCA Ha cknajgax noctasukka M notpe6utens B

COOTBETCTBUM C yKa3aHUAMMN PYyKOBOACTBA MO 3KCNAyaTalyun N3roToBuTens.

Mpu HapyweHWW TemMnepaTypHOro peXuMma XpaHeHWAa U TpaHCNOpTMpOBaHUSA, a

TakXe UCTEeYEeHUN CPoKa XPaHEHUS W3Aenne He NOANEXUT NPUMEHEHMUIO .

XpaHeHue: xpaHUTb Npu 2 <d- 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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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 cka3aTbCA Ha
0oXnaaembix pesynbTaTax M 060CHOBAHHOCTW aHanusa 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. HecCMOTpsA Ha 3TO, B CAy4Yae Kakux-
nM6o npeTeH3Wi, OTBETCTBEHHOCTb MPOW3BOAUTENS He [OJKHA MNpeBbiWaTb
cToMmocTb Habopa. Bpej, NpPUUYMHEHHbIi HaGopy npu TpaHCMOPTUPOBKE, He

A MOWANEXUT OTBETCTBEHHOCTN NPON3BOAUTENS,

apaHTMM npoussoauTens «BioSystenns S.A.» pacnpocTpaHsflTCA Ha TO, 4TO
cacToflWuil NpoAyKT COOTBETCTBYET cneyndukaumam, 3asBNeHHbIM Ha 3TUKeTKe,
HO TONbLKO NpPW YCAOBUM WCMONb30BAHWS NPOAYKTa KBaNUMUUMPOBAHHbLIM
nepcoHanomM B COOTBETCTBUW C YKa3aHUAMU, U3NOXEHHbIMU Ha 3TUKETKe, U
npuMeHeHUs maTepuanoB A0 UCTEYEHUS CpoKa TOAHOCTW, YKa3aHHOro Ha
3TUKETKe.
YnonHoMo4YeHHbIi npeacTaBuTens npoussoguTensa: 000  «MA-
KoHcanTuHr n Passutue», MockBa, Apocnasckoe 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

MocTaBnseTcss B HECTEPUNbHOM BuAe. CTEPUIbHOCTL He TpeGyeTcs
NH®OPMALINA O Bo3MoxHocT MOBTOPHOIO

NMPUMEHEHWNA
iHe NOANEXNT NOBTOPHOMY NPUMEHEHUIO

~MEPEYEHb CTAHOAPTOB, KOTOPOMY

c

ooTBeTCTBYeT MeAMLUNHCKOe nsgenne
JIS0 9001, 1SO 13485, TOCT P 51088-2013, 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, 30, Barcelona, Spain

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

MCNONb3YEMBIE CMMBONbl, MAPKUPOBKA

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

CE

Cumson Onpepenexue
1 JloroTun n3rotoBuTens
EH OGpaTUTeCh K MHCTPYKLUN MO NPUMEHEHWIO
iR E fl Homep no katanory
1vDI MeauunHckoe nsgenne Na ANarHoCcTUKK in vitro

Vl Kopg naptuu

X TemnepaTypHblii AnanasoH

3Hak eBponeﬁc»(oro cooTBETCTBUA

MWcnonb3oBaTth Ao...

aJ MpowunssoanTens

MAPAMETPbBl UCMNBITAHUA

,D,aHHbIe peareHTbl MoryTt 6bITb MCNONMb30BaHbBI ansa paga asToMaTuyecKux
aHanns3aTtopos. KOHerTHbIe WHCTPpYyKUMM NO MNPUMEHEeHWK BO MHOrMMX Tunax
aHanM3aTopoB NPeAOCTABNAATCA N0 TPEGOBAHNIO.

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

O6epHeHVe ocaaka

EWB/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 hunbTp 406 405
KoHTpOnbHbIli nnbTp .
Mpo6e 9 9
06 R1 300 300
06.R2
Cuutbleenue 1 (ifMi) 5 4
CumnTbiBEHME 2 (LK) 14 10
®akTop Npeape3sseseHuit ul2 ul2
KA/IMEPOBKA 1 XO/1OCTOW
PEATEHT
Pexxnm Kannéposkn MynbTUKanuéparop MynbTUKanuéparop
KonnyectBo kanuGparopoe
IpagyvnpoeTHas xapaKTepucTuka
onyu
Mpanana6c 6naxka 0300 0.300
Mpesen 6naHka THETUHN
Mpepan nuueitHocTH 1300/2600 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

instruments

Habop peareHTOB /151 KOJIMYECTBEHHOIO onpeaeieHus

a-Amunnasbl (a-Amylase) B cbIBOpOTKe, MNsia3Me KpoBU 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 6GyAyT NOME3Hbl NPU AMATHOCTAKE W NEYEHWU OCTPOro M
XPOHMYECKOT0 NaHKpeaTuTa.
3TOT peareHT JOMXKeH 6biTb MCMONb30BAH B aHanusatopax Buocuctem nuuum BA unu
APYrAX N0A06HbLIX aBTOMATUYECKUX aHann3aTopax.
KNUHWYECKAA BHAYMMOCTb
a -AMUNasa KaTanusupyet ruagponus a -1 4-casseii yrnesojoe, COCTOAUWMX U3 €UHNL, O -
OrnoKo3sbl. PesynbTatom sBnseTcs o6pa3oBaHne [eKCTPaHOA. ManbTO3bl U HECKONbKUX
MOMIEKYN T[/I0KO3bl, a -AMuna3a nNpoAyuupyeTcs rnaBHbiM 06pa3oM MogXenyno4yHOR
xeneson (P-TuN) U CNOHHbMM Xenesammn (S-TUn), HO HallfeHa TakxXe U B PYrux TKaHAX.
KMannab; amMmmnasHoil akTUBHOCTU B CbIBOPOTKE M MO4YEe WMUPOKO MCNONb3YKHTCA B ANArHOCTUKE
K6oneeaHwnii nNOoAXeNnyAouHOW >Xenesbl, TakMx KakK OCTPbIi W XPOHWYEOCWIA NaHdeaTuT.
FMnepamunasemMns MOXeT Takxe 6bITb Bbl3BaHa MNOYEYHOI HEeapOoCTaTOYHOCTHLIO, OCTpOVI
aﬁ[.]OMI/IHaI'IbHUﬁ 6onbio, onyxonaMun nerknx n SAUYHUKOB, NOPaXeHWAMW CAKHHbIX Xenes,
Makpoamunasemueii, AuabeTNUeCKUM KeToaLngo3om, 60Ne3HbI  XKENUHb>X
nyTeii, uyepe6bpanbHOii TpPaBMOW, XPOHWYECKWM ankoronu3amMom W nekapcTBamu
(onnatamm)'-".
KnnHuyeckuii AMarHo3 He MOXeT O6bffb ycTaHOaneH Ha OCHOBaHWM pe3ynbTaToB
€AWHWYHOro nccnepgoBaHna U A0NXKEH ﬁaswposan,cﬂ KakK Ha KNWHWYEeCKUX AaHHbIX, TakK 1
Ha pe3ynbTaTax 1a6opaTopHOro aHanusa.
NPUHUWN AEACTBUA METOAA
QAmMunasa Katanusnpyet ruAponus 4-HuTpodeHnUN-ManbToOrenaTo3na-aTUNUAEHa B MEHbL Wil
onurocaxapup, KOTOpbIA ruaponusyetTcd € MNOMOLWbI O-rAKo3uaasbl. ocBoboxpaas 4-
HUTpoeHoN. AKTUGHOCTL a-AMUNasabl onpeaensieTca no ckopocTtu o6pasoBaHuA  4-
HUTpo(eHoNa, onTuyeckas NNOTHOCTb KOTOPOro naMepseTca npu 405 HMIN.
COCTAB U KOMMOHEHTHI
A. PeareHT: 2 X 60 mn. HEPES 50 MMOnb/n, xN0pua Kanbuus 0.075 MMONbL/N, XNOPUA MarHus
13mmonb/n, D-rnioko3upasa >4 Ea/mn, pH 7.1
6. PeareHT: 2x15 mn. HEPES 50 mmonb/n, 4-HuTpodheHnN-manbTorenaTtoang-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 mn.
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 no 60 mn.
PeareHT B - 2 thnakoHa no 15 mn
XPAHEHWE MW CTABU/BHOCTb
XpaHuTb Npn TemnepaType 2-8 *C.
KomMnoHeHTbl cTabnnbHbl C MOMEHTa Ul'lq)blTMﬂ yNnakoBKW N 0 NCTEYEHUA CpOKa XpaHeHus,

0603HAaYEHHOT0 Ha 3TWKeTKe, €C/NKM PpeareHT XpaHUTCA B 3aKPbITOW ynakoBke W
npuHUMalTCca  Mepbl npejocTOPOXHOCTM  BO  u3bexaHune  KOHTaMMHauum  npu
ncnonb3oBaHun. CTaGUNbHOCTbL BO BPEMSA WCNONb30BAHWUSA: peareHT, OTKPbITHIA W

YCTaHOB/IEHHbI B OXNaX/aeMblii 0TAeN aHansaTopa, COXpaHaeT CTabUNbHOCTL 2 Mae
MpusHaku gesakTMBaLmn: abcop6LmMs X0N0CTOro peareHTa Bbille rpaHnlb!. 0603HaUeHHOIE
B pasgene cllapameTpbl UCMbLITAHUA.

HEOBXOAUMBIE AONONHWUTE/NIbHBIE MATEPUANBI (B KOMMNNEKT HE BXOAAT)
Kanu6patop gns 6uoxumnuecknx nccneposakmii (BioSystems koa 18011)unu kanubpatop
AN BUOXUMMNYECKUX uccnefoBaHuii Ha OCHOBE Yenoeevyeckoil CbiBOPOTKK (BioSysiems kog
18044).

MOATOTOBKA PEATEHTA

PeareHT roToB Kynotpe6neHuio.

OBPA3LbI

CbIBOPOTKA, MAasmMa MW Mo4a, MOJy4YeHHble C MOMOUIbI0 CTaHAAPTHLIX Npoueayp, a-
Amnnasza ctabunbHa B CbIBOPOTKE WM nnasme e TeyeHue 1 mecAuya npum 2-8°C.
Mcnonb3yiiTe renapuH B KauecTBe aHTUKOATyNAHTA.

Q-AMnnasa ctabunbHa B MO4e B TeyeHue 1 mecsya npu 2-8X, ecnu npeasaputenbHo
posecTn pH go 7. Mouy cnejyeT OTUEHTPUMYrMpoBaTb unu oTUNLTPOBATL Nepej
uccnefosaHnem.

KANNBPOBKA

X0N0CTOM 0NbC AOMKEH NPON3BOANTLCS KaXNbIA eHb, a KanubpoBKa - no KpaiiHeii mepe
pas B 2 Mec.. NoC/le Hayana UCNoNb30BaHMA HOBOI NapTUN peareHTa UAN B COOTBETCTBUM
cTpe6oBaHMAMM K KOHTPO/IO KayecTsa.

KOHTPO/lb 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

Buoxumuuyecknit KoHTponb moum (kog 18054 wn koa 18066)
3thheKTUBHOCTL NpoLeAypbl U3MEPEHUs

Kaxpas na6opatopus [OrBNeB ycTaHOBUTb CBOI MPOrpammy KOHTPONS KauyecTBa U
npouesypbl KOPPEKTUPOBKU MPOLLECCOB B C/ly4ae, €CNM KOHTPO/IbHbIE PE3yNbTaThl BbIXOAAT
3a 40NycTUMbIe nNpejens

PE®EPEHTHbBIE 3BHAYEHWNA

4TO6bI MOATBEPAUTHL

CbIBOPOTU. Mna3ma Wova mkar/n
TemnepaTypa peHunu Moua
Earn mexar/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 NOMOL|bIO BENUUYUH ANA 37*C ¢ Mcnonb3oBaHnem dakTopa
nepecueta

[aHHbLB BEMUYUHbL! OPUEHTUPOBOYHBL!. Kaxjas na6opaTtopus [O/KHA ycTaHaBNMBaTb CBOU
AManasoHbl HOPMaNbHbLIX 3HAYEHW

METPONIOTNMYECKWNE XAPAKTEPUCTUKN

MeTponoruyeckne xapakTepuCcTUKM, ONUCAHHbIE HUXE, NONYYEHbI C NPUMEHEHMEM aHannsaTopa

BA400 e CcOOTBETCTBMM C METOAMYECKUM PYKOBOACTBOM WHCTUTYTa KAMHUYECKUX W
naGopaTopHbix cTaHgapToB (CLSI).
O MoporoBas 4yBCTBUTENbHOCTbL: 5.6 EA/n =0.094 mkkat/n.
O Mpepaensl nuHeliHocTn. 1300 Ea/n 3 21.6 mkkat/n
O To4yHOCTb.
CbIBOpPOTY CpeaHsis MosTopHOCTL (CV) BHYTPHNA60POTOPHbIA
100 En/n « 1.67 mekat/n 1.5% 1.9%
203 Ep/n >3.4 mxkat/n 21% 2.3%
Movua. CpeaHsist KOHMOHTPALWS MosTOpHOCTB (CV) BHyTpM1a60paTopHbIi
nokasaresnb (CV)
103 Eg/n » 1.71 Mkkat/n 22K 27%
206 Ep/n * 3.42 mkkat/n 2.8% 31%
O MorpewHocTb: pe3ynbTaTbl, MOMYYEHHbIe C TMNPUMEHEHUMeM [AaHHOoro

peareHTa He [EMOHCTPUPYIOT CUCTEMATMHECKYIO
CpaBHEHUNW CO CTaHAApPTHbIM peareHToM JlaHHble
3KCMNEPUMEHTOB NPefOCTaBAATCA N0 Tpe6oBaHmIo.
OFPAHUYEHUA METOOA
Q WHTepdepeHuun, 6Gunupybp*”~ (go 20 mr/an), remonus (remorno6uH Ao 250 wmr/an) wn
runepaunemnsa (Tpurnuuepuasl 4o 1000 Mr/gn) He BAUSAIOT Ha pe3ynbTaTthl [lpyrue BewjecTtsa
WNU NeKapcTBEHHbIE CPEACTBA TAlOKe MOTYT OKa3aTb BAUAHME HAa MeTo4'
TPAHCNOPTUPOBKA W XPAHEHWE
TpaHcnopTupoBKa
MN3nenne TpaHcnopTUPYIOT BCEMU BUAAMU TPaHCNOPTa B KPbITbIX TPAHCNOPTHLIX CPeACTBaX B
COOTBETCTBUM NpaBuNamMn Nepeso3kn rpy3oB, AeiCTBYIOW UMY HA KAXKAOM BUAE TpaHCNOPTa
TemnepaTtypa- 2 “C - 10 ®C.
3amopaxusaHue He fonyckaeTcs
OTHOCKUTEeNbHAsA BNaXHOCTb. 10 % - 85 %
M3nenne [orowio XpaHUTbCA Ha Cknajax nocTasliuka W noTpebutens B COOTBETCTBUN C
yKasaHWsiMu pyKoBOACTBA MO 3KCMAyaTaLun U3roToBUTENs.
Mpu HapyweHWn TemMnepaTypHOro pexuma XpaHeHus UM TpaHcnopTUpoBauns,
MCTEYEHWUN CPOKA XPAHEHNS U3JeNne He NOANEXUT NPUMEHEHNIO
XpaHeHue: xpaHuTb npu 2 *C - 8 *C
CpoK roJHOCTY, yKa3am Ha ynakoBka HaGopa
YTUNAU3AUMA N YHUWYTOXEHWUE MEAULNHCKOTO
n3fENNS
Mpu UCNONbL30OBAHMN B MEAULMHCKUX YUPEXAEHUAX YTUNN3NPOBATL No Knaccy A unu b (CanMuH
2.1.3684-21 "CaHuTapHO-anuaemunonorunyeckume Tpeb6oBaHWA K cojepXaHWul Tepputopuii
rOPOAICKUX UM CeNbCKUX NOCENeHuid, K BOAHbLIM 06bekTaM, NMUTLEBOW BOAE M MUTHEBOMY
BojocHabxeHUw, aTmocthepHOMYy BO3AyXy, noysam, M<nbIM MNOMelWweHWam, 3Kcnayatauun
NPON3BOACTBEHHbLIX, OOLWECTBEHHLUC MOMEU eHUIt, OpraHu3auuu U NPOBEJEHWUI0 CAHUTapHO-
npotueoanuaemMuyecknx (nNpodunakTuyeckux) MeponpuaTuii®) Heobxoaumo cneposaTth
HalUWOHaNbHbIM CTaHAapTam Mpu nepejadye M yTUAU3AUNM U3JENNRA, €F0 KOMNOHEHTOB U
ynakoBKu.
XMUMMUKaTbl W [OTOBble M WCNONb30BaHHbIE
COOTBETCTBUM C PETNOHA/bHBLIMU HOPMaMK
OTBETCTBEHHOCTb U TAPAHTUU
Nio6oe nsmeHeHne Habopa U/MNn 06MeH AN 3aMeHa Kakux-1M60 KOMNOHEHTOB pa3HbIX 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.

norpewmocTs  a
CpaBHUTE/IbHbIX

a Tatke

peareHTbl foreNebl 6biTb YTUNW30BaHbl a
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CC

WNHCTPYKLUMS nonb3osatens
MpeTeH3nn, nofaHHble B CBA3N C HeBeDHOﬁ MHTepnpeTaumeﬁ pe3ynbTtaTtoB aHann3a KAMeHToM,

Takxe HeAelicTBUTENbHbI HecmoTpsi Ha 3To, B cAyvyae Kakux-nn6o npeTeHswnii, OBUUE
OTBETCTBEHHOCTb MPOWU3BOAMTENS He J[O/KHA npeBbiWaTb CTOMMOCTb Habopa, 6pej,
NPUYNHEHHBI HA6OPY NPU TPAHCNOPTUPOBKE, HE MOANEXUT OTBETCTBEHHOCTU NPON3BOAUTENS HaumeHoBaHue

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,

Tun npo6bl
M3N0XEHHbIMYU Ha 3TUKETKEe, W MPUMEHEHWUS MaTepnanos [0 WUCTEYEHWs CPoKa rOAHOCTH, P

KpaTkoe HaumeHoBaHue

BioSystems

REACENTS «

AMYLASE EPS
AMY EPS

cblBOpoTKa / nnasma / moya

INSTRUMENTS

AMYLASE EPS
AMY EPS

cbiBOpOTKa / nnasma / moua

YKa3aHHOro Ha 3TUKeTKe. Cnoco6 nsmepenus 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 AecATUYHbIE 3HAKM 0 0
He TpebyeTca

TEXHUWYECKOE OBCNYXUBAHWE Tun peakuyun HapacTawuwas HapacTawuas
He TpebyeTca

NOTEHLUWANIbHbLIA MOTPEBUTE/b NPOUEAYPA

MpodeccuoHanbHbiii NoNb3oBaTeNb

NWH®OPMALUMA O HANUYUN B MEOULNHCKOM Tun npouTtexus MOKOXp. MOHOXp
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 UCO
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)

NCNONBb3YEMBIE CUMBO /b, MAPKWPOBKA

Cumson OnpepenexHune
Norotun usrotoBuTeNs

T 06paTuTech K NHCTPYKLUN NO MPUMEHEHUIO

LI_I 1 Homep no katanory

IlyPl MeauumnHcKoe sgenne Ans ANarHoCTUKK in vitro
Kog naptumn

C€ 3HakK eBponeiickoro cOOTBETCTBUA

X TemnepaTypHblii AnanasoH

Vl Wcnonb3osaThb fo.

Mpounssogutens

NAPAMETPbl MCNbITAHUA

[aHHble peareHTbl MOTYT GbiTb WCMONbL30BaHbl AN pPsAja aBTOMaTUYECKUX aHannN3aTopos.
KOHKpeTHbIe WHCTPYKLMM MO NPUMEHEHUIO BO MHOTUX TUNax aHann3aTopoB NpeaoCcTaBNA0TCA
no Tpe6oBaHuio. R1:ucnonb3oBaTb peareHT A, R2; ncnonb3oBaTb peareHT B.

KANTUEPOBKA 1 XONOCTOMN
PEATEHT
Tun xonocToro peareHta

AncTunnupoBaHHas eoga AvcCTunnuposaHHas soga

PeXX1M Kanubposku JKCnepumMeHTanbHas aKCcnepuMeHTanbHas
Kanu6poska Kann6poska

KonunuyecTBo kanu6patopos 1
IpajynpoaoyuHas xapakTepucTuka -

-enUn
Mpepen abe. 6naHka 0.300 0300
Mpepen 6naHka KNHETUKN
Npepgen nuueiiHoctn 1300/1300 /2600 1300/1300/2600

O6eaHeHne ocagka

BUBTNOTPA®UA

Tieu Textbook ol Clinic*] Chemistry and Molecular Diagnostics. 4th edition Burtis CA. Ashwood
ER WB Saunders Co., 2008

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-62I

Lorentz K Routine a-amylase assay using protected 4-mtrophenyl-l,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, Sthed AACC Press, 2000.

MR1550r-07 BioSystems S.A. Costa Brava, 30. 08030 Barcelona (Spain)
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/MepeBOf C NCMAHCKOTO W aHTIMACKOTO 3bIKOB HA PYCCKUI A3bIK/

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; bBuoCucremc
(BioSystems)

KocTta bpasa, 30. 08030 BAPCE/TOHA
NHH: N108678823]

BMOCNCTEMC, C. A
Kocrta bpasa, 30,

08030 BAPCEJIOHA
Ten.:+34 933 11 00 00

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

AHTOHWNO POCCENNO
MECTPE * HOTAPNYC GS5978759
*I. BPACEJIOHA]

/ TepboBas mapka
0,15 espo/

/nognuce/

[Meyats KOoMnaHum: bBuoCucremc
(BioSystems)

KocTta bpasa, 30. 08030 BAPCE/IOHA
MHH: A08678823]

OTpen HopmaTUBHO-MPaBOBOro
perynnpoBaHus
BMOCUCTEMC, C. A.
lloDez(f?biosvstems.es
BapcenoHa, 17 Hosi6ps 2022 T.



3ABEPEHHAA KOMP1A AOKYMEHTA. - AHTOHWO POCCEJ1I/1O MECTPE, HoTapuyc
BbICOKOUYTUMOW HoTapuanbHol Konnernn KatanoHum, npoxuearowmii B r. bapcenoHa,-----------
HACTOAWMMM YOOCTOBEPAET, u4to faHHOe CBUAETENbCTBO ABNAETCA  TOYHOW
(hoTOKONMEN OpUTrMHana JOKYMeHTa, KOTOPbI 6bln NpefbsaB/ieH eMy. B yfocToBepeHue Yero, OH
noAnucan faHHbli JOKYMEHT.
BapcenoHa, fBajALaTb NATOro HOA6PSA fBe ThiCAYW [BajLaTb BTOPOro rofa.

BbiweykasaHHas nHpopmaumns 3aHeceHa B peecTp nog Ne 1385/2022, Bo BTOpOi1 pasgen. ---------

/Meyvatb/: HoTapnanbHoe 3aBepeHne * MeHepanbHbIi COBET HOTapmaTta VicnaHun * EBponeiickas
HoTapuanbHaa Konnerna * 0275565901

/Meyvatb ANna 3aBepeHUs JOKYMeHTOB J112/

/Meyvats/: AHTOHWMO POCCEN/NIO MECTPE * HoTapuyc, BeAyLinii CBOKO LeATENbHOCTb B T.
BpacenoHa

/nognuce/

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Mepesog, TeKcTa BbINONHEH NepeBoAYNKOM KOoTnspoBbiM AHTOHOM Mropesnyem.

Poccuiickas depgepayus
[Topog MockBsa
Cefbmoro fekabpsa fse ThicAaun ABajuaTb BTOPOro roga.

A, Kopcuk Bnagumup KoHCTaHTUHOBNY, HOTapuyc ropoaa MocCkBbl, CBUAETENbCTBYI NOANMHHOCT b
noAnucy nepesofunka, KoTnsaposa AHTOHa Mropesuya.

Moanuck cenaHa B MOeM NpUCYTCTBUM.

JINYHOCTb MOANMCABLLEr0 JOKYMEHT YCTaHOB/EHA.

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

& 000 LHPMY (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



