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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 PerynuposaHus komnaHuy BioSystems S.A., HacToAWMM YAOCTOBEPSIO, UTO
npunaraemble [OKYMEHTbI B HWKENPUBELEHHOM 00beMe CTpaHuu, SABAAOTCA [OCTOBEPHLIMU W TOYHLIMU - KOMUAMMU
VHCTPYKLWW MO 3KCTyaTauum NpoAyKTa 1 NepeBoAoM AaHHbIX JOKYMEHTOB Ha PYCCKMIA A3bIK.

Takke Y[0CTOBEpAto, UYTO Mpuiaraemble [OKYMEHTbI UCTIOMb3YHOTCA C Le/bio PErncTpaumyM Npoaykuun B POCCUIACKON
depepauyum 1 cTpaHax EBpasuniickoro SkoHommnyeckoro 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$onjfin)-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, deoxycholate 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-glycerol-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-ventilaledp/ece. Keep containertightiy closed.

forfurther wsrrv'ngs 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. 18011) or Biochemistry Calibrator Human
(BioSystems cod. 18044).

- Artalyzer, spectrophotometer or photometer wHh cell holder Ilhermostatable at 37*C and able
tore” at5” nm. Cuvettes with 1 cm 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 a cuvette (Note 1):

ReagentA 850 pL
Sample/Standard 15 pL

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

BioSystems

CC LIPASE
DG6R
4. After 1 minute, pipette into a cuvette:

Reagent B 500 ~L

5. Mix and after 3 minutes, record initial absorbance and at 1 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 ,=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 i 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 measurement 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.= 1.11pkat/E 22% 5.3%
122 LJA» 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 8000 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 assays 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 of disease 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. Document WHO/DIL/LAB/99.1, Rev.2; 2002.

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

@ 000 LMPMI [ INFO@CIRMIRU & WWW.60SZDRAVNADZORRU :ms S.A. Costa Brava, 30. 08030 Barcelona (Spain) owz021

www.biosvsienu.cs 8052871 I0LPOGGROOOSR



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 i1 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-glycero|.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 might occur 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 and 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

Ills 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 should 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).

WIZI 10HI-UL

www.biosvticms.es
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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 values 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 (n)"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 perform lipase measurements in series without triglycerides
assays to avoid reaction cuvette well contamination.

BIBUOGRAPHY

1

6.

. Tietz Textbook of CInical 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 ctnical centers in Europe, Japan, and USA. CNd Cliem Lab Med 1999;37,
special suppl:469.

Friedman and Young. Effects of 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 of 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

& 000 LMPMM [&] INFO@CIRMI.RU & WWW.GOSZDRAVNADZORRU ms S.A. Costa Brava, 30. 08030 Barcelona (Spain)

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
U3S287110LIPOGGROI)0aR



kop 11670, 12670, 21670

XpaHuTtb npu 2-SSC

Mcnonb3oBaTtbh TONbKO A48 paboThbl «in vitro»

BioSystems

REAGENTS & INSTRUMENTS

Habop peareHTOB [/19 KO/INYECTBEHHOTO onpeeneHns Jinnasbl (Lipase) B
CbIBOPOTKE WK nfiasMme KpoBU B BapuaHTax UCNOJTHEHNA
PerncTpaunoHHoe ygoctoBepeHne No XXXXXXXXX 0T «xx» XXXXxX 202X T.

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
Nlnnasa  KaTanM3MpyeT  rMApoM3  XPOMOreHHOro  cyb6etpata  (6°-
MeTunpesopyuuH)-ampa  1°-O-ananypkn-pay-ravuepon-3-rnoTapoBoi
KUCNOTbI B 14-0-guanypun*pau-ranmepon n HecTabH| ThHbI
MPOMEXYTOUHbIA  KOMMOHEHT  (6’-MeTWPe3opyLIMH)*athip  rNoTapoBoit
Kucnotel. B LIENOYHOM cpefe [faHHOe COefVHEHWE pacnajaeTca ¢
06pa3oBaHVeM MeTUIPe30PYyLHA W FH0TapOBOA KUCNOTbI.

nvinasa
(6’-meTnpe3opyLuH)-aup 14-0-ananypHn-pau- rauuepon-3-rnTMoBoi

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

H20

+(6°-MeTUNPE30PYLMH)-3Mp FIHOTAPOBOM KUCIOTbI  ===mmmmmem- >
(6’-mMeTUnpe30pyLIMH)-3th1p FHTapPOBOA KUCNOTHI [nioTaposas

Kuncnota + MeTUIPe3opyLHH

KaTtanMTuyeckass KOHLEHTpaUWA MOXET OMpefeniateCsd M0 CKOPOCTU
06pa3oBaHNa CoefnHeHNs (MEeTUNPE30PYLIMHA), OKPALLEHHOTO B KPaCHBbINA
LIBET, M3MepeHHol npy 580 HM.

COCTAB

A PeareHT: 1x 20 mn. BuumHoBbIA Gycdep 50 MMonb/n, Konmnasa >
1mr/n, gesokcmxonat 1.6 MMonb/n, xnopug Kanbumns 10 mmons/n, pH 8.0,

B. PeareHt: 1 x 10 mn. TapTpaTHblii 6ycep 10 mmons/n, 1,2-0-
[unaypHI-pay-ravucpuH-3rnyTapoBas kucnota-(6'-MeTuipesopyquH)-admp
> 0.3 mmonb/n, Taypogesokcmxonat 8,0 mmons/n, pH 4.0.

BHVMAHWE: H226: BocnnameHsiowasncs >uakocTb U napbl. HO17:
MOo>KeT BbI3bIBATb aNNEPruyeckyto peakumio Ko>kn. P210: XpaHuTb Baanm
0T UCTOYHWMKOB Tenna, NCKP, OTKPbITOrO OTHA UM FOPAYNX NOBEPXHOCTENA.
M3beraiiTe BabixaHus napos. P280: HageHbTe 3alTHblE NepyaTKy,
3alMTHYI0 OfiEXKAY, CPeACTBa A41s 3almMThl ras, cpecTsa A5 3amThbl
nmua. P403+P233 XpaHUTb B XOPOLLO NPOBETPUBAEMOM MecTe. [lep>kaTb
KOHT€eiiHep NA0THO 3aKpbIThIM.

S. CraHgapt fmnassbl: 1 ana 5 ma. JZlnnasa Yenoseka B MaTpuLEe CbIBOPOTKU
yenoseka. KOHLIEHTpaLus yKa3aHa Ha 3TUKETKe.

KOMMNOHEHTbI Ye/IOBEYECKOTO MPONCXOXKAEHUS BbiMM NPOTEeCTUPOBaHbI 1
OKasa/mMcb OTPULATENbHBIMK Ha Hanuue aHTuTen K BY n BI'C (supyc
renaTuta C), a Take K aHTureHy Bl'b (Bupyc renatvTa B). Tem He
MEHee, C HUMW creflyeT o6palaTbCsa OCTOPOXKHO, KakK C NOTeHUanbHO
VHEKLMOHHBIM.

BAPUAHTbI NCIMOJIHEHWNA:

1 Jlvnaza (Lipase)
a. PeareHT A- 1dnakoH no 120 mn
b. PeareHTB-1dnakoH no 10 ma
c.  CraHgapT S- 1dnakoH rno 5mn
2. Jlvna3sa (Lipase) (A)
a.  PeareHT A- 1cnakoH no 20 mn
b.  PeareHT B - 1dnakoH no 10 ma
3. Jlvna:5a (Lipase) (BA)
0 PeareHT A -1 hnakoH no 20 mn
0 PeareHT B - 1cnakoH no 10 mn
4. Jlnna3sa (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 no 10 mn
6.  Jluna3sa (Lipase) (F)

a.  PeareHT A« 1chnakoH no 20 mn

b, PeareHTB-1dnakoH no 10 mn

I'IPE,CI,YI‘IPE)K,EI,EHI/IFI N MEPbI MPEAOCTOPOX>XHOCTW
TonbKo 4019 NPO(ECCUOHANILHOTO UCMO/Mb30BAHNS.

8. Mepes Ha4Ya oM UCCNEAOBaHWS MPOYMTANTE  WMHCTPYKLMIO
MOMHOCTBIO M BHUMaTeNbHO. Mcnonb3yiiTe AeCTBUTENbHYIO
BEPCUIO MHCTPYKLMKW, MPUNOXEHHYHO K Habopy. Y6eauTech, YTo
BaM BCE MOHATHO.

9. CTporo 3anpelieHo: YAanaTb, MeHSTb, BblopacbiBaTb WM
MOBPEeX/aTb 3TUKETKN C LUTPUX-KOAOM Ha ynakoBke Habopa u
ero KommnoHeHTax. LLTpux-Kodbl BakHas uvacTb Habopa
cofiepXaT Heo6X0AMMYH0 18 NOCTaHOBKY MH(OPMALLIO.

10. Cob6nogaiite obwme Kopmbl 6e30MacHOCTM npu  paboTe C
peareHTamu.

WN. Bce peareHTbl Habopa KOTOpble COAepXaT CbIBOPOTKY WK
nnasMy 4esnoBeka OblM  NPOTECTUPOBaHbl M MOKasan
oTpuLaTenbHblii pesynbtat Ha HIV UM, HBsAg n HCV. OgHako
BCE MPOLYKTbl YeNoBEYECKOW KpOBW, BK.TH4asa 06pasLibl
CbIBOPOTKM, JO/MKHbI CUMTATLCS MOTEHLMAILHO ONACHLIMU.

12. He nuneTtHpyiiTe pTom 1 nsberallle KOifraiaa peareHTa ¢ Koxei
1 CIN3NCTBIMM.

13.  Henb3a ecTb, NUTb, KypWUTb WM HaHOCWUTb KOCMETUKY B MeCTe
paboTbl C peareHTamm.

14. HapeBaiiTe 0fHOpa3oBble MepyaTKM NpW  packanbiBaHUN
06pa3sLioB 1 peareHToB.

15. PaboTa ¢ peareHTamMmu [0/DKHA NPOBOAUTLCSA B COOTBETCTBUM C
npouegypamu, YTBEPXK/EHHbIMM COOTBETCTBYIOLLM
ynpasneHnemM 61M0n10rMyeckoii 6e30MacHOCTU W peryInpoBaHu.

16.  He vcnonb3yiiTe peareHTbl C MCTEKLIUM CPOKOM FOAHOCTW. CpoK
rOfHOCTW yKa3aH Ha yrnakoBke Habopa.

17.  OnTuMa/bHble pe3y/bTaTbl MOXHO MOMyUUTb TONBKO Mpun

MCNO/Mb30BaHUN  OTKaIMGPOBaHHOTO 060pyfoBaHNA n
VHCTPYMEHTOB.

18. He cMelwMBaiiTe 1 He UCMONbL3YITe KOMMOHEHTbI U3 PasNYHbIX
NOTOB.

19. WHdopmauus o peareHTax, WCMONb3yeMblXx B 3TOM Habope
fjoctynHa npu 3anpoce B [pefcTaBuTensctBo OOLlecTsa
«BNOCUCTEMC C.A.». cnaHus.

XPAHEHUNE
XpaHuTtb npu Temnepatype 2-8°C.
KOMMOHeHTbI CTabw/bHbl NOC/e OTKPbITUA U [0 WCTEYEeHUs CpoKa
rOfHOCTW, YKAa3aHHOrO0 Ha 3TUKETKE, €eCAM WX XPaHUTb XOPOLLO

3aKpbITHIMKA U MPUHUMATL Mepbl ANs NPefoTBPalLeHns 3alpa3HeHus B
npoLiecce UX 1CMoMb30BaHUS.

- [MpusHakM yxygdleHus. Hanuuve maTepuana B Bufe YacTuy WM
abcopbupyoLLei cnocoBHOCTY X010CcToM Npobbl cBbitwe 0.80 npy 580 HM.

- CraHgapT. MNpucyTcTBME BOKHOCTH.
MPNTOTOBJ/IEHVE PEATEHTA
PeareHTbl MOCTaBNISIOTCS FOTOBBIMU K VCTO/b30BAHNIO.

CrtaHgapT nmnasbl: PassecT 5,00 M1 AUCTUANMPOBaHHO Boabl. CTabueH B
TeyeHve 7 pHelr npu 2-8RC wm B TedeHne 3 MecAueB npu -18RC,
pasfieNeHHbIN Ha anMKBOTbI N 3aMOPOXKEHHBI.

HEOBXOAVMMOE OBOPYOBAHUE

- TepmocrTart npu 37°C

-AHanusatop, CnekTpotoTOMETp WM (HOTOMETP C TepMocTaTvMpyemoin
KtoBeTOW npu 37°C /19 CHATUA 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 MWHYTY, 3anucaTb HayaibHyH abcopbuuio U CHUMaTb HOBble
MOKa3aHUs KXyt MUHYTY B TeYeHWEe 3 MUHYT.
6. MocunTaTh cpefHee yBenmyeHne abcopbLymn B MUHYTY (AA/MUH).
PACUET
AKTVBHOCTb NMMasbl B Mpobe paccuuTbiBaeTCA MO Crefytolein obLuei
thopmyne:
O A/MWH MpoGa
X ¢ craHaapt  Epg/n
O AIMWH cnwdgT
[aHHble peareHTbl MOTyT GbITb MCNO/Mb30BaHbI A5 PsiAa aBTOMAaTUUYECKUX
aHa/M3aTopoB.
R1 -ucnonb3osatb peareHT A
R2 - ncnonb3osaTb PeareHT B

A2S Al1S
O6Lume
«urx LPOOQR UROMR
T«nB6pm* so! SER
Crecb |anepen* o* 6GlcoMI™
€11 €40 «fiA
Wcsbinmm TypesaBLL«Tm( HeT HeT
2 2
TmrtM fM HepecTMwa! *LU| 9er T n105
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 | 9 12
2i 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

nyKTIMM14n 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) 2s 56
CMT>0»M 2lipwi) 4 57
*onop VWAOMMMOI
YMombIvommii rach ch apmur 2 2

KAMCPOeKA 1 XONIOCTOV PEATBIN
TM MAocrore pooramro aKnoum OMXUHL»

«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 3HAYEHUA
CblBOpoTKa vnv nnasma: 13-60 ef./n = 0.22-1.00 mkkat/n.
[JaHHble BEMMYMHbI OPMEHTMPOBOYHBI, KaXaas nabopaTopus A0MKHA
yCTaHaB/MBATb CBOM [1ana3oHbl HOPMasIbHbIX 3HAYEHWIA.
KOHTPO/Ib KAYECTBA
[ns npoBefieHVs KOHTPONS KayecTsa TecTa M MpoOLeAypbl MCCNef0BaHWA
PEeKOMeHAYeTCs MCMoMb30BaTb KOHTPOMbHYHO CbIBOPOTKY YpoBeHb 1 (Kog,
18005. 18009 n 18042) n ypoBeHb M (kog 18007, 18010 n 18043). Kaxgas
nabopatopus [loMKKa BblpaboTaTb COBCTBEHHYIO CXeMY BHYTPEHHero
KOHTPONS Ka4ecTsa W NpoLesypbl 415 KOPPEKLMW Ae/ACTBUIA B Clyyae, eciu
KOHTPO/b KayecTBa He YKNaAblBaeTCca B NpUeMemble AnanasoHsl.
METPOJTOFMYECKWNE XAPAKTEPUCTUNKW

- Mpegen obHapyxxeHus: 4.8 eq./n = 0.08 mkkat/n.

Mpezen keaHTUMKaumu: 8.52 en./n = 0.14 MKkaT/n.
Mpegen nuHeliHocTv: 250 ef./n = 4,17 mkkat/n. [ns 6onee BbICOKMX
3HaueHuil pasbaBbTe o06pasel, Ha 1/2 AUCTUNNMPOBaHHOW BOAOA W
noBTOpuTE U3MepeHve. Auana3oH navepeHns: (8.52 ea./n = 0.14 mkkat/n) -
(250 ep./n = 4,17 mkkat/n).
TOYHOCTb:

CpefHsis KoHueHTpauus MosTopsemocTb (CY) BHyTpu nabopatopuu

y)

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:  Pe3ynbTatbl, MOMy4YeHHble C  WCMOMb30BaHWEM 3TOrO
peareHTa, He MOKa3aM CUCTEMATUYECKWX OT/MYWIA MO CPaBHEHWIO C
pedepeHTHbIMM peareHTamu. 3HauyeHUs nunasbl B 06pasLax CbIBOPOTKU
YenoBeKa ¥ renapyvHM3MpOBaHHON MNa3mbl, MOYYEHHbIX Ha aHau3aTope
BA400 (y), cpaBHMBa/IM CO 3HAYEHVSIMM, OMpPefe/IeHHbIMI Ha aHaM3aTope
Roche Cobas 8000 (x).

CbiBopoTka: O6bvem  Bbibopku  (M)=88; JluHeliHas  perpeccus

y=5.99+0,993x, r=0.971. KoHueHTpauun 06pa3Li0oB HaXO4UIUCh MEXAY

15 1 240 eg./n Mna3ma: O6bem Bbibopky (M)=57;

JNnHeliHaa perpeccns y=5.59+0.964x, r=0.996. KoHLeHTpaLum 06pasLos

Haxogununce mexay 12 n 285 ea./n

KNIMHWYECKOE 3HAYEHWE

Nvnasa rvaponusyeT adupbl FAWLEPUHA LENein XXMpHBIX KUcaoT. XoTs
/IMNasa MOXET ObITb CEKPETVMPOBAHA 1 APYTVIMU XKeNesamn W CU3UCTbIMM
060M104KaMu, TOMbKO MaHKpeaTUueckas Nnnasa npeaCcTaBseT NHTepeC Ans
MEAMUMHCKO/  AMarHOCTMKM. Takum  06pasoM, W3MepeHve /vnasbl
CbIBOPOTKM  KPOBM  SB/ISIETCS  UCKMIOUMTE/bHLIM  MOKasaTenem s
[AVarHoCTUKM PaccTPOCTB MOAKEYA0UHOI XKenesbl.
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AKTVNBHOCTb CbIBOPOTOYHOI /WMa3bl MOBbILLAETCS NMOC/E MPUCTYNOB OCTPOro
naHkpeatuta. B oblem cnyyae MOBbllLeHME ammuiasbl U vnasbl WAeT
napansenbHo, 0fHaKO MOBbILLEHHbIE YPOBHU NWMasbl COXpaHATCA Gonee
ANwcnbHoe Bpems. MOoBbILLEHVE CbIBOPOTOYHOM INasbl TaKXKe MOXET ObITb
06ycnoBneHo 06CTPYKLMEN NaHKpeaTUHeCKMX MPOTOKOB KOHKpEMeHTaMu
UM ONYXONAMM, MPY OCTPbIX U XPOHNYECKUX 3a60/1€BaHNAX MOYEK, a TaKKe
npu neveHun onuvatamu’™’.

KnvHuyecknini - AnarHo3 He [AOMKEH OCHOBbIBAaTHCA Ha  pesynbTaTax
OTAENbHOro TecTa, OH [O/KeH COr/facoBblBaTbC € pesy/bTaTamu
KNMHUYECKUX 1 NabOPaTOPHbIX JaHHbIX.

OrPAHNYEHWNA NCMOJIb3OBAHNA
MHTepdepeHumm: remonums (remornobuH o 500 mr/gn), 6unmnpy6uH (go
30 mr/gn) w nunemuns (Tpuravuepugsl Ao 300 mr/gn) He MewwaroT
onpegeneHvio. [ipyrvie nekapcTBeHHble CPeAcTBa W BeLlecTBa MOryT
MeLLaTh OnpeseneHunto6.

Peareirr  TPUIMLEPUAOB  XapaKTepuayeTcss — O4YeHb  BbICOKOM
KOHLieHTpaLmeil nunasbl, YTO MOXeT MeLaTb W3MEpPEHWo M1Masbl.
Tekylume BepcuM MPOrpaMMHOTO oGecreveHns pearoT npoGnemy
3arpsi3HeHNst C MOMOLLBIO MPOTOKO/IOB, YKE 3arporpaMMUpOBaHHbIX Mo
YyMOMUYaHUI0 B aHaim3aTope. [lpn  OGHapY>EHUM — aHOMaSIbHbIX
pesynbTaToOB  PeKOMEHOYETCS  MPOBOAWTb  WM3MEPEHWs  Mvnasbl
nocnefoBaTenbHoO 663 aHann3a TPUTILEPUAOB.

HagexHble 1 BOCNPOU3BOAVMbIE pe3y/bTaTbl OyfAyT MONYYeHbl, eciu
npouedypa OCYLLECTBNAETCA C MOMHbIM MOHWMaHWEM MPUIOXEHHOM
VHCTPYKLMWN 1 C COGMIOAEHMEM Haanexalleid nabopaTopHOM MpPaKTUKW.
Jlio6oe HenpaBunbHOe ob6palleHVe € 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.lamMmu MepeBO3KU Tpy3oB,
OENCTBYIOLLMMM Ha K&XKAOM Bi€ TPaHCTOopTa.

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

W3genve JOMKHO XPaHWTBCS Ha CKMagax MocTaBLUMKa W NoTpeGuTens B
COOTBETCTBUM C YKa3aHUsIMW PYKOBO/CTBA M0 3KCM/yaTaLmn 13roTOBUTENS.

Mpu HapyLUeHU  TeMMepaTypHOrO  peXuma  XpaHeHus "
TPaHCMOPTMPOBaHUS, a TakXe WCTEUYEHUU CPOKa XPaHeHWsi U3fenue He
MOANIEXUT NPUMEHEHNIHO.

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

YTUINSAUVA N YHUUTOXEHWE MEONUNHCKOIO
M3OENNA

MpoBoaWTCS B COOTBETCTBUM C NpaBUiamMn 06paLLeHns ¢ MeaULMHCKUMM
otxofamu (CaHlMnH2.1.7.2790-100T 12.12.2010). HeobxoauMo cnefoBaTh
HaUMOHaNbHBIM CTaHAapTam Mpu nepefade W YTUAM3ALAM W30ENUS, ero
KOMMOHEHTOB 1 YNaKOoBKM.

XVWMUKaTbl U TOTOBbIE W UCMOMb30BAHHbIE pPeareTbl [OMKHbI 6bITb
YTUN30BaHbl B COOTBETCTBUN C PErMOHaIbHbIMI HOPMaMI.

OTBETCTBEHHOCTb 1 TAPAHTUN

Moboe un3MeHeHMe Habopa wW/wnM O6MeH WM 3aMeHa Kakux-n6o
KOMMOHEHTOB PasHbIX MapTWUii W3 OLHOTO Habopa Ha [ApYroi MOXeT
HeraTVBHO CKasaTbCH Ha OXMAAeMbIX pe3ynbTatax M 060CHOBAHHOCTU
aHamM3a B UenoM. B cnydae Takux M3MeHeHUA wu/vnn 3ameH nto6oe
Tpe6oBaHMWe 0 3amMeHe Habopa HeAeCTBUTENBHO.

MpeTeH3nn, NofaHHbIe B CBA3W C HEBEPHOM UHTepnpeTauyell pesynbTaToB
aHanm3a KIMEHTOM, TakKe HefeliCTBUTENbHBI.

HecmoTpsi Ha 3T0, B Cly4ae KaKuX-MGO MPETEH3UiA, OTBETCTBEHHOCTb
npou3BOAMTENS He [O/MKHA MpeBbiaTb CTOMMOCTb Habopa. Bpeg,
MPUUMHEHHbIA  HaBopy  NpW  TPaHCNOPTMPOBKE,  He  MOANEXUT
OTBETCTBEHHOCTY NPOU3BOAUTENS.

[apaHTUM npomnssoauTtens «BioSystems S.A.» pacnpocTpaHATCA Ha To,
4TO HACTOALLMIA MPOAYKT COOTBETCTBYET CreLndmKaLyam, 3aaBNeHHbIM Ha
3TMKETKE, HO TOMbKO MPWM  YCMOBMM  WCMOMb30BaHWA  MNPOAYKTa
KBa/MGMLYPOBaHHLIM  MEPCOHaIOM B COOTBETCTBUM € YKa3aHUAMK,
M3NOXKEHHBIMU Ha 3TUKETKe, U MPUMEHEHWs MaTepuanoB [0 MCTeyeHus
CpOKa rofiHOCTH, YKa3aHHOro Ha 3TUKeTKe.

YNoNHOMOYeHHbI  npeAcTaBuTens npoussogutens: OO0  «MO*
KoHcanTuHr 1 Pa3suTune», Mocksa, Apocnasckoe Luocce, 4. 6, kopm. 2 og.
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MPUMEYAHUNE

1. [aHHble peareHTbl MOryT 6biTb MCMONb30BaHbI
aBTOMaTU4ecKUX aHanmsaTopax. WHCTpyKuum
3anpoce.

TEKY LW NN PEMOHT

He TpebyeTcs

TEXHWYECKOE OBCNYXNBAHWNE

He Tpebyetcs

MOTEHLUMA/BbHbBIA MOTPEBUTENb

MpocheccnoHanbHbI NoNb3oBaTeNb

NH®OPMALNA O HANNYW B MEAVNUNHCKOM U3OENNN

NEKAPCTBEHHOIO CPEACTBA

He cogepxut

MOKA3AHWA K MPMUMEHEHWIO

He npymMeHnmo

MPOTNBOMOKA3AHWNA K MPUMEHEHWIO

He npumeHnmo

CTEPU/IBHOCTb

MocTaBnseTcs B HeCTepubHOM Buge. CTepuIbHOCTbL He TpebyeTcs

MH®OPMALINA O BO3MOXHOCTW NMOBTOPHOTIO

MPUMEHEHUA

He nognexwuT NoBTOPHOMY NPYMEHEHNIO

MEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET

MEAVNUWMNHCKOE U3AENNE

1SO 9001, 1SO 13485, ICXI'T P 51088-2013, TOCT P NCO 15223-1-2020,

FOCT P NCO 23640-2015, NOCT P NCO 18113-1-2015, FOCT P NCO

18113-2-2015

MPON3BOANTENb U AAPEC MPOM3BOACTBA

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

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

1 CumBon 1 Onpegenexve

B pas3nnyHbIX
npeabaABNAaloTCA Npu

1 1 Norotun usrotouTens
D a O6paTUTECh K MHCTPYKLWM MO NPUMEHEHNIO
Irefl Homep no katanory
VD 1 \l)?ti,(q)MHMHCKOE n3genvie 4ns AMarHoCTVKM in
LOT Kog naptum
C€ 3HaK eBPOMNeicKoro COOTBETCTBMS
TemnepaTypHblii fnanasoH
X
BocnnameHseTcs
Pasgpaxutens
Mcnonb3oBathb Jo...
« ] Mpoussogutens
NMPUMEYAHUE

I.  [aHHble peareHTbl MOryT 6biTb WCMO/b30BaHbl B  Pa3NNYHbIX
aBTOMaTU4eCKMX aHanmsatopax. WIHCTpYKuMM — MpeabsBnstoTcs npu
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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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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/TepeBoj C aHrIMIACKOTO M UCMAHCKOTO S13bIKOB Ha PYCCKUIA A3bIK/

SKCK/H03MBHas Bymara A1 HoTapuasbHbIX JOKYMEHTOB
04/2020 FocynapCTBEHHbIN WTaMM Mapka 0,15 eBpo EE0587850

/Mevats/; AHTOHWMO POCCE/IbO MECTPE * Hotapuyc - bapcenoHa
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3ASIBJIEHHE: AHTOHHO POCCEJIBO MECTPE, Horapnyc OdnunansHoit konnernu
Karanonns, npoxusaionuii B bapcenone,

YAOCTOBEPSAIO: Uro HacTosllee ABIAETCA BEPHLIM BOCITPOH3BEACHHEM B BHIE (OTOKONHH
OPHTHHAJILHOTO JOKYMCHTa, KOTOPhIH MHe NpeabABiIAeTcd. B moaTBepxkaeHHe 4ero s BbLAAIO

HaCTOAIHNA JOKYMCHT.
Bapcenona, ABaquarh TpeThero HOAGPA ABE THICAYH ABAALATOrO roja.

3TO0T AOKYMEHT PHUrypHpYeT B peecTpoBoii kHure moa Ne 1431/2020, pazaen BTopoi.
Alodnuce/

* /HotapuansHas Hakneiika/: TEHEPAJIbHBINA COBET HOTAPUATA MCIAHMHM * HOTAPUAT
EBPOITbI * JOBEPHE INPEBBILIE BCEI'O * 0254812944

/Mlewars nerutuManHi H neranusaumii/: 0,15 espo * Horapuanbhas xonnerus Karanonun * A202326920
/

Meaars/: AHTOHUO POCCEJIbO MECTPE * Horapuyc — bapcenona
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MocnefHss cTpaHuLa

i2 MeyaTwn: buoCucrtemc* Kocta-bpasa,30 *08030 bapcenoHa/
BUOCNCTEMC, C.A.

KocTta*Bbpasa,30,

08030 bapcenoHa

Ten. +34 933 11 00 00
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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, PoauHa YnbsaHa AnekceeBHa, BpEMEHHO MCMOJHAKLWaa 0693aHHOCT U HOTapuyca ropoga Mocksbl Kopcrka
Bnagumupa KoHCTaHTUHOBMYA, CBUAETENLCTBYIO NOANMHHOCT b Nofgnucu nepesogynka Kornsaposa 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
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