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1, Laura Lopez, Regulatory Affairs Manager at Bi*5t9N">A.N""reby certify, that attached documents are true and
accurate copies of User Manual of the product and translation of this document into Russian language in,accordance with

the documents.

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

A, Jlaypa Jlone3, MeHempkep no Bonpocam PerynuposaHug, komnaHuy BioSystems S.A., HacTosAwmMM YA0CTOBEPSIO, UTO
npunaraemble [OKYMEHTbI B HWKENPUBELEHHOM 00beMe” CTpaHuL, SABAAOTCA [OCTOBEPHLIMIA M TOYHLIMU  KOMUAMMU
VHCTPYKLWW MO 3KCMTyaTauum NpoAyKTa 1 NepeBofoM HaHHbIX JOKYMEHTOB Ha PYCCKUI A3bIK;

Takke Y[0CTOBEpAtO, UYTO Mpuinaraemble [OKYMEHTbIMCMOMB3YHOTCA C Le/bio PErncTpaty nNpoaykuun B POCCUIACKON
depepauyum 1 cTpaHax EBpasniickoro SkoHoMnYeckoro Cotosa.
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LIPASE

COD11760 1x30mL

Only for in vitro use in the clinical laboratory

INTENDED USE

Reagent for the measurement of lipase concentration in human serum or plasma for the
assessment of Its variations in general population.

CLINICAL BENEFIT

Serum lipase concentration increases after an attack of acute pancreatitis. In general, increases
in amylase and lipase run in parallel course, but the eievafion of ipase persists for a longer
period of time. Elevatons in semm lipase concentration may be also due to obstruction of the
parvreatic duct by a calculus or by carcinoma, in acute and chronic renal disease as well as in
treatments with opiates™".

Based on clinical guidelines and textbooks, and when used in conjunction with other diagnostic
technologies and options, this medical Information is useful for the assessment of Lipase
variations,

Cinical diagnosis should not be made on the findings of a single test result, but should integrate,
both clinical and labtfatory data.

PRMCIPLEOFTHE METHOD
Lipase catalyzes the hydrolysis of the chromogenic substrate 1.2-O-dilauryl>raoglycerol-3-
gkjtaric  acid-(6'-methylre$onijfin)-esler to 1.2-O<lilauryl-raC"lycerol and an unstable
intermediate, glutaric acid-{6-melhylresorufin)-ester. This descomposes spontaneously in
alkaline solution to form glutaric acid and methyiresorufin. The catalytic concentration is
determined from the rate of the red dye formation measured at 560 nm'*.
Lipase

1.2-OHjilauryl*raoglycerol”*glutaric acid>(6">methylresorufin)-ester >

1.2-0-dilauryl-rac”lycerol + glutaric acid-(6"-methylresorufin)-ester

HjO

glutaric acid>(6"'methylresorufin)-ester > glutaricacid melhyiresonijfin

CONTENTS AND COMPOSITION

A Reagent 1 x 20 mL. Bicine buffer 50 mmoi/L. colipase 2 1 mg/L, deoxychelate 1.6 mmol/L,
calcium chloride 10 mmol/L, pH 8,0,

B. Reagent 1x 10 mL. Tartrate buffer 10 mmol/L, t.2-0-dilauryl-rac-glyeerol-3-glutahc acid-(6'-

methylresorufinj-ester 2 0,3 mmol/L, taurodesoxycholate 6.0 mmol/L,'pH 4.0.

WARNING: H226: FHammablo liquid and vapour. H317: May cause.an allergic skin reaction.
P210: Keep away from heat, sparks, open Bames or hot surfoces.. P261: Avdd breathing
rhours, P280: Wear profecffve gloves, profedfve clothing, eye“protection, face protection.
M3*P233 Store in a well-ventilaled p/ece. Keep containertightiy closed.

forfurther wsrrvings and precautioru, see theproductsafely datasheet (SDS).

S Lipase Standard: 1 for 5 mL. Human lipase in human serum matrix. Concentration is given
on the label.

Components from human orrg/n have been tested and found'to'be negaffve for the presence of
snffixxiles anti-HIV and anti-HCV, as well as for Hbs antigen.. However, they should be handled
cautiously as potentially infectious.

STORAGE AND STABILITY

Store at 2-8*C.

Components are stable once opened until the expiry-date marked in the label if they are stored
wd closed and care is taken to prevent contamination{during their use.

Indkations of deterioration. Presence of particulale material or absorbatke of the blank over
0.60.at 580 nm.

WARNING AND PRECAUTIONS

Exercise the normal precautions required for handling all laboratory reagents. Safety data sheet
available for professional user cm request. /Disposal of all waste material should be In
accordance with local guidelines. Any serious /incirfont that might occur in relation to the device
shall be reported to Biosystems SA.

ADDITIONAL MATERIALS REQUIRED (NOT PROVIDED)

« BkKhemistiy Calibrator (BioSystems cod.
(BioSystems cod. 18044).

18011) or Biochemistry Calibrator Human

- Artalyzer, spectrophotometer or photometer wHh cell holder Ihermostatable at 37*C and able
tore” at5” nm. Cuvettes with 1'em light path.

REAGENT PREPARATION
Reagents are provided ready:to.use.
SAMPLES

Serum or plasma collected. by standard procedures. Heparin may be used as anticoagulant.

Lipase concentration in the,sample is stable for 7 days at 20-25 21 days at 4-8>C-and 12

months at «<20@C*.

PROCEDURE
1. Bhng the reagents-and the instrument to reaction temperature.

2. Pipette into @ cuvette (Note 1):

ReagentA 850 pL

Sample/Standard 15 pL

3. Mixartd insert the cuvette into the instrument. Start the stopwatch.

Ul1176imM11
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4. After 1 minute, pipette into a cuvette:

Reagent B 500 ~L

5. Mix and after 3 minutes, record initial absorbance and at*“I:minute intervals thereafter for
3 minutes.

6. Calculate the difference between consecutive absorbances, and the average absorbance
difference per minute (AA/min).

CALCUUTIONS
The lipase concentration in the sample is calculated using the following general formula:
Adhirese

SAminsuMM

xCs/ 7, =UL

QUALITY CONTROL

It is recommended to use the Biochemistry Control Serum level | (cod. 18005, 18009 and
18042) artd Il (cod. 18007, 18010 and 18043) to verify Nee accuracy 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.

REFERENCE VALUES’

Serum or plasma: 13-60 U/L = 0.22-1.00 }jkat/L.

These rartges are given for orientation only: each laboratory should estabish its own reference
ranges.

METROLOGICAL CHARACTERISTICS

- D”ecbon limit 4.89 U/L = 0:08 u k ~ . Quantification limit 8.52 U/L = 0.14 pkat/L.

- Linearity im it 250 U/L = 4.17)xkat/L. For higher values dilute sample 1/2 with distilled water
and repeat measuremént Measuring rarvge: (6.52 U/L - 0.14 \tkali) « (250 UL - 4.17
Mkat/L).

- Precision:

Mean concentration

Repeatability (CV) Withirv-laboratory (CV)

52.1 U/L(»0.86 pkat/L 1.4% 4.1%
672Un. =14 1pkat/E 22% 5.3%
122 LIA»2.03 pkat/L 1.6% 5.0%

- Trueness: Results obtained with this reagent did rwt show systematic.differences when
compared with reference reagents. Lipase values for human serum~and heparin plasma
samples obtained on BA400 analyzer (y) were compared with those determined on a Roche
Cobas 18000 analyzer (x). Serum: Sample size (n)s88; Linear regression y=SS9H).993x.
r=0.971.-The sample concentrations were between IS and 240-U/L; Plasma: Sample size
(n)=57;-Linear regression ys5.59+0.964x, rs0.996.The sample concentrations were between
12 and 285 U/L

LIMITATIONS OF THE PROCEDURE

-/[ (Interferences: hemolysis (hemoglobin up to 500 mg/dL),  bilirubin (up to 30 mg/dL) and
lipemia (triglycerides up to 300 mgfdL) do not inlerfere,~Other drugs arvd substances may
interfere®.

- The triglycerides reagent contains a very high lipase concentration that could interfere in
lipase measurements. Current versions of Software solve the contamination by means of
protocols already programmed by default in the analyzer. It is recommended to perform
lipase measurements in series without triglycerides jassays when abnormal results are
detected.

NOTES

1. This reagent may be used in several automatic_ analyzers. Instructions for many ol them are
available upon request.

BIBLIOGRAPHY

1. Tletz Textbook of Clinical Chemistry and ‘Molecular Diagnostics, 6th ed. Rifai N, Horvath AR,
Wittwer CT. WB Saunders Co, 2018.

2. Junge W, Abicht K, Goldman J et al. Evaluation of the colorimetric liquid assay for pancreatic
lipase on Hitachi analyzers in clinical centers in Europe. Japan, and USA. Clin Chem Lab
Med 1999;37, special suppl:469.

3. Friedman and Young. Effects ofidisease on clinical laboratory tests, 4th ed. AACC Press,
2001.

4. Panteghini M, Bonora R. Pagan!-F., Measurement of parwreatic lipase activity in serum by a
kinetic colorimetric assay /using a new chromogenic substrate. Arm Clin Bkxhem
2001,38:365-370.

5. World Health Organization=(WHO). Use of anticoagulants in diagnostic laboratory
investigations. DocumentWHO/DIL/LAB/99.1, Rev.2; 2002.

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

COD 21760 1x20mL +1x10mL

Only for in vitro use in the clinical laboratory

INTENDED USE

Reagent for the measurement of lipase concentration In human serum or plasma for the
assessment of its vahadons in general population.

This reagent is for use in the BioSystems 8A analyzers.

CLINICAL BENEFFT

Serum lipase concentration increases after an attack of acute pancreafitis. In general, increases
inamylase and lipase mn in parallel course, but the elevation of lipase persists for a longer period
oftime. Elevations in serum lipase concentration may be also due to obstruction of the pancreadc
duct by a calculus or by carcimma, in acute and chronic renal disease as well as in treatments
ith opiates"2’l

liased on clinical guidelines and textbooks, and when used in conjunction with other diagnostic
technologies and options, this medical information is useful for the assessment of Lipase
variations.

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

Lipase catalyzes the hydrolysis of the chromogenic substrate 1.2-0-dilauryLrac-glycefol-3-glutaric
acid-(6'-methylresonijfin)'ester to 1.2>0-dilauryl-rac-glycerol and an unstable intermediate, glutaric
acid-(6-methylresorufin)-ester. This descomposes spontaneously in alcaline solution to-term
glutaric acid and meth”~resorufin. The catalytic concentration is determined from the rate.of'the
red dye formation measured at560 nm' *.

1.2-0-dilauryl-rac>glycerol-3"lutaricacid-{6'-methylresorufin)-ester
1.2-0-dilauryl-rac-glycerol * glutaric acid-{6'-methylresorufin)-ester
H:0
glutaric acid-(6-methylresorufin)-ester v w* glutaric acid + methyiresorufin

CONTENTS AND COMPOSITION

A. Reagent: 1 x 20 mL. Bicine buffer 50 mmol/L, colipase i 1 mg/L, deoxychdate 1.6 mmol/L,
caldum chloride 10 mmol/L, pH 8.0.

B. Reagent: 1 x 10 mL. Tartrate buffer 10 mmol/L, 1,2-0-dilaurykac-glyeero}.3-glutarjc add-(6'"-
methylresorufin)-ester £ 0.3 mmol/L, taurodesoxycholate 6.0 mmoVL;pH 4.0.

WARNING: H226: Flammable liquid and vapour. H317: May cause ‘an-allergic skin reaction.
P210: Keep away from heat, sparks, open flames or hot surfaces. P261: Avoid breathing
vapours. P280: Wear protective gloves, protective clothing, eye protection, face protection.
P403*P233 Store in a well-ventilated place. Keep container tightly dosed.

STORAGE AND STABILITY

Store at 2-8<C.

Components are stable once opened until the expiry date marked in the label if they are stored
well closed and care is taken to prevent contamination during their use.

Indications of deterioration: Absorbance of the blank over the limit indicated in Test Parameters'.
On board stability: Reagents open and kept in the refrigerated compartment of the analyzer are
stable 30 days.

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
with local guidelines. Any serious incident that;mightioccur in relation to the device shall be
reported to Biosystems S.A.

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.

STAPLES

Serum or plasma collected by standard:procedures. Heparin may be used as anticoagulant.
Lipase concentration in the sample is/stable for 7 days at 20-25 °C, 21 days at 4-8°C an@=12
months at -20“C®

CALIBRATION

A reagent blank should be done every day and a calibration at least every 30 days, after reagent
lotchange or as required by quality control procedures.

QUALITY CONTROL

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

Each laboratory sheuld-establish its own Intmial Quality Control scheme and.procedures for
corrective action if control results are not within the acceptable limits.

REFEfANCEVALUES"

Semm or plasma: 13-60 U/L = 0.22-1.00 ukat/L.

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 Clinical & Laboratory Standards Institute (CLSI).

M2| 76ffi-01
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Detection limit: 4.89 U/L = 0.08 “kat/L. Quanbfication im it 9.52 U/L *-0.14 "~kat/L.

Linearity limit 250 U/L = 4.17 ukat/L. For higher values dilute sample 1/2 wHh distilled water
and repeat measurement. Measuring range: (8.52 U/L = 0.14 pka/L)- (250 U/L - 4.17 pkat/L).

Precision;
Mean concentration Repeatabifty (CV) Within-laboralory(CV)
52.1 U/L=0.86 pkat/L 1.4% 4.1%
672U/L=1.11 pkat/L 2.2% 5.3%
122 U/L = 2.03 pkat/L 1.6% 5.0%

Trueness: Results obtained vwth lhis reagent did;not show systematic differences when
compared with reference reagents. Lipase valugs for human serum and heparin plasma
samples obtained on BA400 an”yzer (y) were compared with those determined on a Roche
Cobas 8000 analyzer (x). Serum: Sample size (f)*88; Linear regression ys5.9d+0.993x,
r»0.971. The sample concentrations were between 15 and 240 U8.. Plasma: Sample size
(n)=57; Linear regression y=S.5d+0.964x, r«0:996. The sample concentrations were between
12 and 285 UIL.

LIMfTATIONS OF THE PROCEDURE

Interferences: hemolysis (hemoglobin up'to. 500 mg/dL), bilindxn (up to 30 mg/dL) and lipemia
(triglycerides up to 300 mg/dL) do not interfere. Other drugs and substances may interfered
The triglycerides reagent contains a-very Ngh lipase concentration that interferes in lipase
measurements by containnation of the reaction cuvette that is not ekminated with ordinary
washing. It is recommended to petform lipase measurements in series without triglycerides
assays to avoid reaction cuvette well contamination.

BIBUOGRAPHY

1

6.

Tietz Textbook of Clnical Chemistry and Molecular Diagnostics. 6th ed. Rifai N. Horvath AR, Wittwer
CT.W6 Saunders Co. 2018.

. Junge W, Abicht K, Goldman-J-et.al. Evaluation of the colorimetric Bgiad assay for pancreatic lipase

on Hitachi analyzers in ctpical, centers in Europe, Japan, and USA. CNd Cliem Lab Med 1999;37,
special suppl:469.

Friedman and Young. Effectsof disease on dnical laboratory tests, 4th ed. AACC Press, 2001.

Panteghini M. Bonora/R;-Pagani F. Measurement of pancreatic lipase activity in serum by a kinetic
colorimetric assay using a-new chromogenic substrate. Arm Clin Bkxhem 2001 ;38:365-370.

. World Health Organization (WHO). Use of anticoagulants in diagnostic laboratory investigations.

Document WHO/DIL/IAB/99.1. Rev.2.2002.
Young OS. Effects af-dnjgs on clinical laboratory tests, 5thed. AACC Press, 2000.

TEST PARAMETERS

R1:use ReagentA

R2: use Reagent B

CALIBRATION AND BLANK

Blank type
Calibration mode
Number of calibrators
Calibration curve

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

www.biosvticms.es

distilled water
experimental calibrator

BA200 BA400
GENERAL
Name LIP DGGR LIP DGGR
Short name LIP DGGR LIP DGGR
Sample type serum / plasma serum / plasma
Analysis mode kinetic bireagent kinetic bireagent
Unit u/L u/iL
Decimals 2 2
Reaction type increasing increasing
PROCEDURE
Reading mode monochromatic monochromatic
Main filter 560 560
Reference filter -
Sample 3 3
vd, R1 170 170
vd, R2 100 100
Reading (cycle) 28 56
Reading 2 (cycle) 34 67
Predilution factor -
Reduced factor 2 2

distilled water
experimental calibrator
1

.

OPTIONS
Blank absorbance limit 0,800 0.800
Kinetic blank limit
Linearity limit 250 250
Substrate depletion .
09/2021
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kop 11670, 12670, 21670

XpaHuTtb npu 2-SSC

Mcnonb3oBaTtbh TONbKO A48 paboThbl «in vitro»

BioSystems

REAGENTS & INSTRUMENTS

Habop peareHTOB [/19 KO/INYECTBEHHOTO onpegeneHns Jinaasol (Lipase) B
CbIBOPOTKE UK nniasMme KpoBu B BapuaHTax UCMNOSTHEHNS
PerncTpaunoHHoe ygoctoBepeHne No XXXXXXXXX 0T «xx» XXXXXX 202X.r.

HA3HAYEHWE
PeareHT 19 onpefeneHns akTMBHOCTW NANa3sbl B CbIBOPOTKE WK Mia3me
KpOBW YenioBeKa. [Mo/yuyeHHble pesynbTaTbl OYyAyT MONe3Hbl 418 OLEHKU
HapyLLeHUI QYHKLMN MOMKENYLOUHON XKenesbl.
PeareHTbl MOTyT ObITb WCMOMb30BaHLI B PaboTe Ha MOyaBTOMATUYECKNX
(hoTOMeTpax, aBTOMaTUYECKMX BUOXMMUYECKNX aHann3aTopax (B TOM yucse
A15/25. BA400/200 BnoCuctemc) 1 B py4YHbIX METOANKAX.
NPUHUWM METOAA
Nvnasa  kataM3vpyeT  rmaponu3  XpoMOreHHoro cy6erpata (6%
MeTUnpesopyLmH)-ampa  1°-O-ananypkn-paw-rnvuepon-3-rnoTapoBoi
KUCNOTbI B 14-0-guanypun*pau-ranmepon n HecTabH| ThHb
MPOMEXYTOUHbIA  KOMMOHEHT  (6’-MeTWPe3opyLIMH)*atp  roTapoBo
Kucnotel. B LIENOYHOM cpefe [faHHOe COefVHEHWE pacnafaeTcs) ¢
06pa3oBaHVeM MeTUIPe30PYyLHA W FH0TapOBOA KUCNOTbI.

ninasa
(6°-meTnnpe3opyLuH)-atmp 10-0-franypHn-paL- ramuepon-3-raT oBoi

KWCNoThI 1A-0-ananypwn-pau-ramvepon +

H20

+(6°-MeTUNPE30PYLMH)-3Mp FIHOTAPOBOM KUCIOTbI m#==tmmmmmm >
(6’-mMeTUnpe30pyLIMH)-3th1p FHTapPOBOA KUCNOTHI I'nioTaposas

Kuncnota + MeTUIPe3opyLHH

KaTtanMTuyeckass KOHLEHTpaUWA MOXET OMpefeniateCa’ no  CKOpoCTH
06pa3oBaHNa CoefnHeHNs (MEeTUNPE30PYLIMHA), OKPaLEHHOTO B KPaCHBbINA
LIBET, M3MepeHHol npy 580 HM.

COCTAB

A PeareHT: 1x 20 mn. BuumHoBbI 6ydep 50'Mmonb/n, konunasa >
1wmr/n, gesokcmxonat 1.6 MMonb/n, xnopug Kansyis 10 mmons/n, pH 8.0,

B. PeareHT: 1 x 10 mn. TapTpatHblii 6ydep 10 mmons/n, 1,2-0-
[unaypHI-pay-ravucpuyH-3riyTapoBas kucnota=(6:-MeTunnpesopyquH)-admp
> 0.3 mmonb/n, Taypogesokcmxonat 8,0 mmonb/n, pH 4.0.

BHVMAHWE: H226: BocnnameHsiowasca >uakocTb U napbl. HO17:
MO>KeT Bbl3bIBATb a/lNEPruyecKyto peakLutokoxku. P210: XpaHnTb Baamm
0T UCTOYHMKOB Tenna, NCKP, OTKPbITOrQ.0FHA 11 FOpPAYMNX NOBEPXHOCTENA.
M3beraiiTe BabixaHus napos. P280: HafeHbTe 3alTHblE NepyaTKy,
3alMTHYI0 OfiEXKAY, CPeACTBa Ans 3aWyT bl rnas, cpeicTsa A5 3amThbl
nmua. P403+P233 XpaHuUTb B XOpOLLO.[POBE TPMBAaEMOM MecTe. [lep>kaTb
KOHT€eiiHep NA0THO 3aKpbIThIM.

S. CraHgapt nmnasbl: 1 ana 5 mn. Jivnasa 4Yenoseka B MaTpuLIE CbIBOPOTKU
yenoseka. KOHLIEHTpaLus yKa3aHa Ha STUKETKe.

KOMMNOHEHTbI Ye/I0BEYECKOTO NPOUCXOXKAEHUS BbinM NPOTECTUPOBaHbI 1
OKasa/mMcb OTPULATENbHBbIMUA Ha-Hanuue aHTuTen K BUY n BI'C (supyc
renatuTa C), a Take K aHTureHy Bl'b (Bupyc renatvTa B). Tem He
MEHee, C HUMW creflyeT o6pailaTbCsa OCTOPOXKHO, Kak C NOTeHLanbHOo
VHEKLMOHHBIM.

BAPUAHTbI NCIMOJIHEHWNA:

1 Jlvnaza (Lipase)
a. PeareHT A- 1dnakoH no 120 mn
b. _PedreHTB-1dnakoH no 10 ma
c. ~CraHgapT S- 1dnakoH rno 5mn
2. Jvna3a (Lipase) (A)
al PeareHT A- 1cnakoH no 20 mn
b.", PeareHT B - 1dnakoH no 10 ma
3. Jiwvnaba(kipase) (BA)
0 PeareHT A -1 hnakoH no 20 mn
0 PeareHT B - 1cnakoH no 10 mn
4. «Jlnnasa (Lipase) (AU)
a.  PeareHT A - 1chnakoH no 20 mn
b, PeareHT B- 1dmnakoH no 10 mn
5. Jlunasa (Lipase) (D)

a. PeareHT A-1 thnakoH no 20, mn

b. PeareHT B- 1dnakoH o 10 mn
6.  Jluna3sa (Lipase) (F)

a.  PeareHT A« 1hnakoH.no 20 mn

b, PeareHTB-1dnakoHno 10 mn

I‘IPE,CI,YI‘IPE)K,EI,EHI/IFI N MEPbI MPEAOCTOPOXXHOCTN
Tonbko 4019 NPo(ecCUoHaIbBHOrO UCMO/Mb30BaHNS.

8. Mepes HayaioM UCCNeAOBAHWS NPOYMTANTE  WHCTPYKLMIO
MOMHOCTBIO M BHUMATEbHO., Vicnonb3yiiTe AeiCTBUTENbHYIO
BEPCUIO MHCTPYKLMKW, NPUAOXKEHHYHO K Habopy. Y6eauTech, YTo
BaM BCE MOHATHO.

9. Crporo 3anpelieHo: “yganaTb, MeHSTb, BblopacbiBaTb WM
MOBPeX/aTb 3TUKETKN € LUTPUX-KOAOM Ha ynakoBke Habopa u
ero KOMMoHeHTax, HTpux-Kodbl BaXHasa uvacTb Habopa
cofiepXaT Heo6XoAuMYyo A1 NOCTaHOBKY MH(OPMALLIO.

10. CobniogaiitTe 06MIMe KopMmbl 6GesomacHOCTM npu  paboTe ¢
peareHTamu.

M. Bce peareHTblHabopa KOTOpble COAEpXaT CbIBOPOTKY WM
nnasMy 4esoseka OblM  NPOTECTUPOBaHbl M MOKasan
oTpuLaTenbHblid pesynbtat Ha HIV UM, HBsAg n HCV. OgHako
BCE MPOAYKTbI YenoBeYecKOW KpoBW, BK.TH4asa 06pasLibl
CbIBOPOTKM, JO/MKHbI CUMTATLCS MOTEHLMAILHO ONACHBIMU.

12.  He nunetHpyiiTe pTom 1 nsberallle KOifraiaa peareHTa ¢ Koxei
1 CIN3NCTBIMN.

13.  Henb3a_ecTh, NUTb, KypUTb WM HaHOCUTb KOCMETUKY B MeCTe
paboTbl.C peareHTamm.

14. HapepaiiTe OfHOpPa30Bble MepyaTky NPU  packanbiBaHUU
06pasLioB 1 peareHToB.

15. PaboTa/c peareHTaMmu [O/MKHA NPOBOAUTLCA B COOTBETCTBUM C
npoueaypamu, YTBEPXK/EHHbIMM COOTBETCTBYIOLLM
yApasneHrem 61M0n10rMyeckoii 6e30MacHOCTU W PEeryInpoBaHu.

16. He vicnonb3yiiTe peareHTbl C MCTEKLIUM CPOKOM-TOAHOCTW. CPOK
rofiHOCTV yKa3aH Ha yrnakoske Habopa.

17.( OnTuMa/ibHble  pe3y/ibTaTbl MOXHO MOMYyYUTh TONBKO Mpu

MCNOMb30BaHUN  OTKaIMGPOBaHHOTO 060opyfoBaHNA n
VHCTPYMEHTOB.

18. He cMmelLMBaiiTe N He UCMONb3YIATE KOMAOHEHTbI 13 Pas/iNyHbIX
NOTOB.

19. WHdopmauus o peareHTax, WCMoNb3yeMsiX B 3TOM Habope
foctynHa npu 3anpoce B [pefcTasuTensctso OOLlecTsa
«BNOCUCTEMC C.A.». cnaHus.

XPAHEHUNE
XpaHuTtb npu Temnepatype 2-8°C.
KOMMOHeHTbI CTabw/bHbl NOCAe OTKPBITUA W [0 WCTEYEeHUs Cpoka
FOAHOCTW, YKa3aHHOro Ha 9TUKETKE, (LeCiM  UX XPaHUTb XOpPOLLO

3aKpbITHIMKA U MPUHUMATL Mepbl Ans( MPefoTBpalleHns 3alps3HeHus B
npoLiecce UX 1CMoMb30BaHUS.

- [pusHakn yxygdleHus. Hanumuvessmatepuana B Bufe YacTuy WM
abcopbupyoLLLei cnocoBHOCTY X0A0CTOM NPobbl cBbiwe 0.80 npy 580 HM.

- CraHgapr. MNpucyTcTBMe BNOKHOCTH.
MNMPNTOTOBJ/IEHVE PEATEHTA
PeareHTbl MOCTaBNIAIOTCS FOTOBBIMU. K MCMO/b30BAHNIO.

CrtaHgapT nmnasbl: PassecT 5,00.MN AUCTUNNMPOBaHHO Boabl. CTabuneH B
TeyeHve 7 pHelr npu 2-8RC.um B TedeHne 3 MecAueB npu -18RC,
pasfieNeHHbIN Ha annMKBOTbI W3aMOPOXKEHHBI.

HEOBXOAMMOE OBORYAOBAHUE
- TepmocrTart npu 37°C

-AHannsatop, cnekTpoOTOMETp WM (HOTOMETP C TepMocTaTVMpyemoi
KtoBeTOW npu 37°C afs CHATUSA NokasaHuin npy 580 + 20 HW.

OBPA3LbI
CblBOPOTKA MMM Mfla3.ya COBMPAIOTCS  CTAaHAAPTHLIMW  MPOLeAYpamu.
enapyH MOXXeT GbITb UCMO/b30BaH B Ka4eCTBE aHTVKOAry/isKTa.

BioSystems S.A. Costa Brava, 30. 08030 Barcelona (Spain)
Quality System certified according to
EN I1SO 13485 and EN ISO 9001 standards
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KoHLeHTpaums nunasbl B 06pasue ctabunbHa Ha NPOTsHKEHWUW 7 AHeld npu
Temnepartype 20-25°C, 21 peHb npun 4-8RC 1 12 mecaues npu -20RC5.

MPOUEAYPA

[insa pyyHoro meToga:

1. MpenBapuTenbHO HarpeTb peakTmebl fo 37°C.

2. Hakanatb 3 NUNeTKu B KIoBETY (MpuMeyaHue 1):

PeakTne A 850 un

Mpo6a/cTaHpapT 15 un

CMeLLaTb 1 BCTaBUTbL KIOBETY B MPUGOP. 3aBECTU XPOHOMETP, uepe3 1-:
MVUHYT [06aBUTb:

Peaktus B 500 un

4. CmeLlatb.

5. Uepe3 1 MuHYTY, 3anucaTb Ha4da/bHY0 abcopbLmio N CHUMAaTb HOBble
MOKa3aHUs KaXayto MUHYTY B TeYeHne 3 MUHYT.
6. MocunTaTh cpefHee yBenmyeHne abcopbLymn B MUHYTY (AA/MUH).
PACYET
AKTVBHOCTb NMMasbl B MpoGe paccuMTbiBaeTcs Mo credytoleld ofLLel
thopmyne:
O AMWH TMpoéa
X ¢ craHaapt  Epg/n
O AIMWH cnwdgT
[JaHHble peareHTbl MOryT 6bITb MCMONL30BaHbI A5 PsJa aBTOMATUYECKUX
aHa/IM3aTopoB.
R1 -ucnonb3osatb peareHT A
R2 - ncnonb3osaTb PeareHT B

A2S AlS
O6Lume
«urx LPOOQR URGMR
T«nB6pm* so! SER
Crecb |anepen* o* Blchmr
€11 €40 «fiA
Wcsbinmm TypesaBLL«Tm( HeT HeT
2 2
TmrtM fM HepecTMwa! 11| 9er T 105
JIPOLIE|®*
CWTWIMMS> uovop n3vesip
Oomubl! guibp 980 seo
CnpMoUnKpMbTp
o6p«Ly, 3 3
WM Rt T 170
VQIR2 100 100
Hollb 12 12
Wivnit 1t4M | 19 12
2| 17

Pwmrat2{ymn) 7 S

KeScpply<*Hrivec»M U «m
Y111un«|manocl»p(o6mn»a»n»la>th»u»|T
KAMW6KeKAMGENO6
THiomepowi
KoAiMtcno an<6prapo* 1 1
Kwwepo«o>«™* gh «m*
o4
npcamk6e tMMU 0000 07100
Mpu*n6nmaom|rmal
Mpaaml1imH«ivenl 2» 230
Cy6erpar 16rm(GrvTell

NyKTIMIM141 1«@  Mynbiln/IpaTop
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BA3M
Huwusuu UP DOOR LPDOOR
Kp*nse HaamHoMHa UPDGGR UPQGGR
TMunesH cmohATa T 0 M CblOOPOT FNMOLLI«
CnocoGu np |u» 6 wr auchchop 6upok andchm
Cpnocsg, «an «an
Aocoumw w w 2 2
Tmnpomom M ecTxyn Mmiipecruon|«
MPOLIO1YM
Tm nponoum MOHOKP. KOHOXP.
Ocuomaldurmp Sw seo
KoNiponu” durkrp
Mposo 3
06R1 170, 170
06R2 100 100
Cwmreloam 1|jpm) 25 56
CMT>0»M 2lipwi) 4 57
*onop VWAOMMMOI
YMombIvommii rach ch apmur 2 2

KAMCPOeKA 1 XONIOCTOV PEATBIN
TM MAocrore pooramro aKmoNm OMXKUHL»

«Tpwannmain

AVCTHNNHPCMUHE* K M
3Bcnepiweirnnwi

manm6pcon oT6pooMm
Konmocno mw6poTtapco 1
Tpoaynpeo» M 1 »0pMTopMTiM
onumn
Mpoiisnabc Emmo 0600 0.000
Mpoam 6nma aoMTMM
MpumM NMOGMCTM 250 250

O6uypmmooaa

HOPMAJIbHbIE 3HAHEHWA
CbIiBOpoTKa vnv nnasma; 13-60 ef./n = 0.22-1.00 mkkat/n.
[JaHHble BenMUMHbI “OPUEHTUPOBOYHBI, Kaxaas nabopaTopus [0/MKHa
yCTaHaB/MBaTb CBOM(NaNa3oHbl HOPMasbHbIX 3HAYEHWIA.
KOHTPOJ1Ib KAYECTBA
[ns npoBefieHVs KOHTPONS KayecTsa TecTa M MpoLeAypbl MCCNef0BaHWA
pPeKOMeHAyeTCs UCMOMb30BaTb KOHTPOMbHYHO CbIBOPOTKY YpoBeHb 1 (Kog,
18005. 18009 11/18042) n ypoBeHb M (kog 18007, 18010 n 18043). Kaxgas
nabopatopus [OMKKa BblpaboTaTb COBCTBEHHYIO CXeMY BHYTPEHHero
KOHTPONS Ka4yeCTBa W NpoLesypbl AN15 KOPPEKLMW AeiACTBUIA B Clyyae, eciu
KOHTPO/Ib Ka4ecTBa He YKNafblBaeTCs B NpyemMnemble AuanasoHbl.
METPONTOFUYECKNE XAPAKTEPUCTUKW
- Mpepen-o6Hapy>xeHus: 4.8 eq./n = 0.08 mkkat/n.
MpenenkeaHTUMKaumu: 8.52 en./n = 0.14 MKkat/n.
Mpegen/ nnneiiHocTn: 250 ef./n = 4,17 wmkkat/n. OAs 6onee BbICOKMX
3HaueHuin pasbaBbTe o6pasel, Ha 1/2 AUCTUNNVMPOBAaHHOW BOAOA W
noBTOpUTe U3MepeHve. Juana3oH nsvepeHus: (8.52en:/a, = 0.14 mkkat/n) -
(250%ep./n = 4,17 mkkat/n).
TQYHOCTb:

CpefiHsa KoHLeHTpauus MosTopsiemocTb (CY) BHyTpy na6opaTopuu

()

52.1 en./n = 0.86 MKkat/n 1,4% 41 %
67.2 en-/n=1-11 MKKat/n 22 % 5.3%
122 en./n = 2,03 mMkKat/n 1.6% 5.0%

[JlocToBepHOCTb:  Pe3ynbTathl, MOMy4YeHHble C WCMOMb30BaHWEM  3TOrO
peareHTa, He MOKa3aM CUCTEMATUYECKVX OT/MUWIA MO CPaBHEHWIO C
pedepeHTHbIMM peareHTamu. 3HauyeHUs| iMnasbl B 06pasLax CbIBOPOTKM
YernoBeKa W renapyvH13MpOBaHHON MAa3Mbl, MOYYEeHHbIX Ha aHau3aTope
BA400 (y), cpaBHMBa/IM CO 3HAYEHVSAMU, OMpPee/IeHHbIMI Ha aHaIM3aTope
Roche Cobas 8000 (x).

CbiBopoTka: O6bvem  BbiGopku,/ (M)=88; JluHeliHas  perpeccus

y=5.99+0,993x, r=0.971. KoHLeHTpaLumn 06pa3LioB HaXO4UIUCh MEXAY

15 1 240 eg./n Mna3ma: O6beM BbIGOpKY (M)=57;

JNnHeliHaa perpeccns y=5.59+0:964x, r=0.996. KoHLeHTpaLum 06pasLos

Haxogununce mexay 12 n 285 ea./n

KIMHWYECKOE 3HAYEHWE

Nvnasa ruaponusyeT aMpbl FAMLEPUHA LENein XXMpHBIX KUcaoT. XoTs
/IMNasa MOXET ObiTb CEKPETVPOBAHA 1 APYTVIMU XKeNesamm W CU3UCTbIMM
060M104KaMu, TOMbKO MaHKpeaTUueckas Nnnasa npeaCcTaBseT WHTepeC Ans
MEAUUMHCKO/  AMarHOCTWKM. Takum  06pasoM, W3MepeHve /vnasbl
CbIBOPOTKM  KPOBM  SB/ISIETCS  UCKMIOUMTE/bHLIM  MOKasaTenem A
[AVarHoCTUKM PaccTPOCTB MOAKEYA0UHOI XKenesbl.
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AKTUBHOCTb CbIBOPOTOYHOI /IMMa3bl NOBbILLAETCS MOC/E NPUCTYMNOB OCTPOro
naHkpeatuta. B oblem cnyyae MOBbllLeHME ammuiasbl U vnasbl WAeT
napanenbHo, 04HAKO MOBbILLEHHbIE YPOBHW NMMasbl COXpaHATCH 6onee
AnwcnbHoe BpeMs. MNoBbILLEHVE CbIBOPOTOYHON MMa3bl TAKKe MOXET 6biTb
06YC/OBNEHO OGCTPYKLMEA NaHKPeAaTUHECKUX MPOTOKOB KOHKPEMEHTaMu
WM OMYXONSIMU, NPU OCTPbIX U XPOHUYECKMX 3a60/1eBaHUSAX MOYEK, a Takxke
npu neveHun onuvatamu’™’.

KAMHWYecKWiA  AnMarHo3 He [JO/DKEH OCHOBbIBATbCS Ha  pesynbTaTax
OTAENbHOr0 TecTa, OH [JO/DKEH COr/acoBbIBaTbCA € pesy/bTaTamu
K/IMHUYECKMX U Ta60PaTOPHbBIX JaHHbIX.

OrPAHNYEHUNA NCMNOJNIb3OBAHNA
MHTepdepeHumm: remonums (remornobuH o 500 mr/gn), 6unmnpy6uH (go
30 mr/gn) w nunemuns (Tpuravuepugsl Ao 300 mr/gn) He MewwaroT
onpefeneHnto. [pyrve nekapcTBeHHble CPeACcTBa W BellecTBa MoOryT
MeLLaTh OnpeseneHunto6.

Peareirr  TPUIMLEPUAOB  XapaKTepuayeTcss — O4YeHb  BbICOKOM
KOHLiEHTpaLmelil nunasbl, 4TO MOXeT MeLlaTb M3MEpPEHW0 1nasbl,
Tekylume BepcuM MPOrPaMMHOTO OGecrieueHns pelaroT npoGnemy
3arpsi3HeHst C MOMOLLBIO MPOTOKOJIOB, YKE 3arporpaMMUpOBaHHbIX MO
YyMOMUYaHUI0 B aHaim3aTope. [lpn  OGHApY>KEHUM — aHOMASTbHbIX
pesynbTaToOB  PEeKOMEHOYETCS  MPOBOAWTb  WM3MEPEHWs  nvmasbl
nocnefoBaTenbHoO 663 aHann3a TPUTILEPUAOB.

HagexHble 1 BOCNPOU3BOAVMbIE pe3y/bTaTbl OyfAyT MONYYeHs, eciu
npouedypa OCYLLECTBNAETCA C MOMHbIM MOHWMaHWEM MPU/IOKEHHOI
VHCTPYKLMWN 1 C COGMIOAEHNEM Haanexalleid nabopaTopHOl APaKTUKW.
Jio6oe HenpaBunbHOe ob6palleHVWe € obpasuamm WM  MoauduKaums
[laHHOr0 TecTa MOryT MOBNWATL Ha Pe3yNbTaTbl.

TPAHCIMOPTNPOBK.4 N XPAHEHUNE
TpaHcnopTUpoBKa:

W3genve TpaHCMOPTMPYIOT BCEMM BMZAMU TPAHCMOPTa. B KPbITbIX
TPaHCMOPTHBIX CPeACTBaX B COOTBETCTBUM MpaBu.lamMu MEPEBO3KM Ipy30B,
OENCTBYIOLLMMM Ha K&XKAOM Bi€ TPaHCTOopTa.

Temnepatypa: 2 °C- 8 °C.
3amopaxuBaHue He [OMyCcKaeTcs.
OTHOCUTENbHAA BRaXHOCTL: 10 % - 85 %

W3genve JOMKHO XPaHWTLCS Ha CKMagax MocTaBLUMKa v noTpeGuTens B
COOTBETCTBUM C YKa3aHUAIMW PYKOBO/CTBA M0 3KCHyaTaLm1 13rOTOBUTENS.

Mpu HapyLUeHU  TeMmepaTypHOrO  peEXUMa  XpaHeHus "
TPaHCMOPTMPOBaHUS, a TakXe WCTEUYeHUU CPOKa XPaHeHWsi U3fenve He
MOANIEXUT NPUMEHEHNIHO.

XpaHeHue: xpaHutb npn 2 “C- 8 ®C
CpoK rofjHoCTK: yKa3aH Ha ynakoBke Habopa

YTUIN3AUVA N YHUUTOXEHWME MEANUNHCKOIO
M3OENUA

MpoBoauTCA B COOTBETCTBMM C MpaBuiamn 0bpaLleHns ¢ MeAULUHCKUMK
otxofamu (CaHlMnH2.1.7.2790-100T-12.12.2010). Heobxoa1Mo cnefoBaTh
HaUMOHaNbHBIM CTaHAapTam Mpu nepefade W yTUAM3ALMM W3OENUS, ero
KOMMOHEHTOB 1 YNaKOoBKM.

XVWMUKaTbl U TOTOBbIE W UCMOMB30BAHHbIE pPeareTbl [OMKHbI 6bITb
YTUN30BaHbl B COOTBETCTBUN C PErMOHaIbHLIMI HOPMaMI.

OTBETCTBEHHOCTb 1 TAPAHTUN

Moboe un3MeHeHMe Habopa W/ 06MeH WM 3aMeHa Kakux-nn6o
KOMMOHEHTOB PasHbIX MNapTWiA=~Wn3 OfHOTO Habopa Ha [ApYro MOXeT
HeraTVBHO CKasaTbCH Ha OXMAaeMblX pe3ynbTatax M 060CHOBAHHOCTU
aHamM3a B UenoM. B cnydae Takux M3MeHeHUA wu/vnn 3ameH nto6oe
Tpe6oBaHMe 0 3amMeHe HabopaHeaeiCTBUTENbHO.

MpeTeH3un, NogaHHbIe BEBA3N C HEBEPHOWN MHTepnpeTaumeli pe3ybTaToB
aHa/n3a KIMEHTOM, TakXKe HefleACTBUTE bHbI.

HecmoTpsi Ha 3T, B-CAy4ae KaKuX-MGO MPETEH3UiA, OTBETCTBEHHOCTb
npou3BOAMTENs He~[O/MKHA MpeBbIaTh CTOMMOCTb  Habopa." (Bpeg,
MPUUMHEHHbIA  HaBopy  NpW  TPaHCNOPTMPOBKE,  He  MOAJIeXUT
OTBETCTBEHHOCTY [POU3BOAUTENS.

[apaHTUM npou3sogutens «BioSystems S.A.» pacnpocTpaHaKTes Ha To,
YTO HACTOALLMIA MPOSYKT COOTBETCTBYET CreundmKauyam, 3aiB1eHHbIM Ha
3TWMKETKE, HO-_ TOMbKO MPWU  YCMOBMM  WCMO/b30BaHUS; . ‘APOAYKTa
KBa/MGMLYPOBAHHLIM  MEPCOHAIOM B COOTBETCTBUM  C “yKasaHUAMW,
U3MOXEHHLIMU=Ha 3TUKETKE, W MPUMEHEHU MaTepuanoB 0 WCTEYEHUs
CpOKa rofiHOCTY, YKa3aHHOro Ha 3TUKETKe.

YNONHOMOYEeHHbI  MpeAcTaBuTens npoussogutens: OO0  «MO*
KoHcanTuHr 1 Pa3suTune», Mocksa, Apocnasckoe Luocce, 4. 6, kopm. 2 og.
106
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NMPUMEYAHUE

1. [aHHble peareHTbl MOryT 6biTb MCMOMb30BaHbI
aBTOMATUYeCKNX aHamsaTopax. WHCTpyKuum
3anpoce.

TEKY LW NN PEMOHT

He TpebyeTcs

TEXHWYECKOE OECNYXXVUBAHUE

He Tpebyetcs

MOTEHLUMA/BbHbBIA MOTPEBUTENb

MpocheccnoHanbHbI NoNb3oBaTeNb

NH®OPMALMA O HANNYN B MEANLUNHCKOM U3AENNN

NNEKAPCTBEHHOIO CPEACTBA

He cogepxut

MOKA3AHWA K MPMUMEHEHWIO
He npymMeHnmo

MPOTNBOMOKA3AHUA K NMPUMEHEHUIO

He npumeHnmo

CTEPU/IBHOCTb

MocTaBnseTcs B HeCTepubHOM Buae: CTepunbHOCTL He TpebyeTcs

MH®OPMALINA O BO3MOXHOCTW MOBTOPHOIO

MPUMEHEHUA

He nognexwuT NoBTOPHOMY NPUMEHEHNO

MEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET

MEAVMUWMNHCKOE U3AENUE

1SO 9001, 1SO 13485, ICXITP.51088-2013, TOCT P NCO 15223-1-2020,

FOCT P NCO 23640-2015,"FOCT P NCO 18113-1-2015, FOCT P UCO

18113-2-2015

MPON3BOANTENb N ALPEC MPOM3BOACTBA

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

C.A., 08030 yn. Kocrta bpasa, 30, bapcenoHa, cnaHus)
MCMOJIb3YEMbIE CUMBO/Ibl. MAPKNPOBKA

1 CumBon 1 Onpegenexve

B pa3nyHbIX
NpeabaABNAl0TCA Npu

1 1 Jlorotun nsrotoBuTens

O6paTUTECh K MHCTPYKLWM MO NPUMEHEHNIO

[1a

Ir e £l Homep no Katanory
MeguumHcKoe n3genue ans anarHoCTUKM in
IVD 1 vitro
LOT Kog naptum
C€ 3HaK eBponeiickoro COOTBETCTBYS
TemnepaTypHblii gnanasoH
X
BocnnameHseTcs
Pasgpaxxutens
Mcnonb3oBarb f0...
MpounssoauTens
« J
MPUMEYAHUE

I.  [laHHble peareHTbl=MOryT ObiTb WCMO/Mb30BaHbl B Pa3NNYHbIX
aBTOMATUYECKUX aHa/m3aTopax. VIHCTpYKUMM — MpegbaBnaioTcs npuv
3anpoce.

BUb,. INOTPADUNSA
1 TietzTextbook ofClinical Chemistry and Molecular Diagnostics,
6th ed. Rifai N, Horvath AR, WittwerCT. WB Saunders Co, 2018.
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2. Junge W, Abicht K, Goldman J et al. Evaluation of the
colorimetric liquid assay for pancreatic lipase on Hitachi analyzers in
clinical centers in Europe, Japan, and USA. Clin Chem Lab Med 1999;37,
special suppl:469.

3. Friedman and Young. Effects of disease on clinical laboratory
tests, 4th ed, AACC Press, 2001.
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4. Panteghini M, Bonora R, Pagani F. Measurement of pancreatic
lipase activity in serum by a kinetic colorimetric assay using a new
chromogenic substrate. Ann Clin Biochem 2001 ;38:365-370.

5. World Health Organization (WHO). Use.of-anticoagulants in
diagnostic laboratory investigations. Document=WHO/DIL/LAB/99.1,
Rev.2; 2002.

6. Young DS. Effects of drugs on clinical-laboratory tests, 5th ed.
AACC Press, 2000.
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3AABNEHNE: AHTOHNO POCCEJ/IbO MECTPE, Hotapuyc OduumanbHoOn Konneruun

KaTanoHuu, npoxusarownii B bapcenoHe,
YOOCTOBEPAKD: YTo HacToswuee SBNSeTCA BEPHbIM BOCMpPOMU3BeAeHNEM B BUAe HOTOKONUM
OpPUTMHANbLHOTO AOKYMEeHTa, KOTOpbIi MHe npeabsBnsetrcs. B noaTeepXAaeHne 4ero-s Bblgato

HACTOSI WA JOKYMEHT.
bapcenoHa, gBaguatb TPeTbero HOAOPA ABe ThiCAYM ABAALATOr0 roga.

ATOT fOKYMEHT (MUrypupyeT B peecTpoBoil KHUre nogNe 1431/2020, pa3gen BTOPOiA.

/Mopgnuce/

/HoTapuanbHas Hakneiika/: TEHEPAJIbHbIA COBET HOTAPVATA WCIIAHUW * HOTAPUAT
EBPOIbI * AOBEPWE MNMPEBBILLE BCEIO *0254812944

/MeyvaTb neruTUMaumin n nerannsayuii/: 0,15.espo * HotapunanbHas konnerms KatanoHum * A202326920

/

/Mevats/: AHTOHWMO POCCEJ/1IbO MECETPE * HoTapuyc - BapcenoHa
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MepeBog 4(MWOro TeKcTa BbIMOAHEH NMepeBoAYMKOM KOoT NsipoBbiM AHTOHOM LropeBuyem.

Poccuiickaa ®egepauyuns
[opog MockBa
ABajuaToro gekabps ABe ThbiCAYN ABajuaTb NepBoro roga
A, PoagnHa YnbsHa AnekceeBHa, BpeMeHHO MCNoHAKWasa 0693aHHOCT M HOTapuyca ropoga MockBbl Kopcuka
Bnagumupa KoHCTaHTUHOBMYA, CBUAETENLCTBYHO NOANIMHHOCT b Nofgnucu nepesogunka KoTadposa AHTOHa
Mropesunya.
Moanuck caenaHa B MOEM MPUCY TCTBUN.
JiInyHocTb NOPLLELILLIN&NPKYMEHT yCT aHoB/eHa.

3aperuc,
Ynnaue,

Bcero npowTppeeHol:\lNpbllLU~oBaHo
n ckpenneHoll bla T MM APANCT (2)(0B)

BPWO HOoTapuyca



