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Package insert

a latex turbidimetric assay for the quantitative in vitro detection of haemoglobin (faecal occult blood) in human stool samples (F
versions,manufactured by CERTEST BIOTEC S.L., Spain

«Habop ansa in vitro onpegeneHmns remornobmnHa cKpbITo Kposu B Kane (FOB) KONMYECTBEHHbIM NaTEKCHbIM MMMYHOTYpP6O
metogom (FOB Turbilatex), B BapnaHTax uUcnosiHeHus», npomssoactea CERTEST BKOTEC S.L., VicnaHus
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Package insert of a latex turbidimetric assay for the quantitative in vitro
detection of haemoglobin (faecal occult blood) in human stool samples
(FOB Turbilatex), in versions.

Medical product name and related implementations
FOB Turbilatex

FOB Turbilatex is produced in next options:
FOB Turbilatex, version I, consists of:

1 FOB Turbilatex Reagent 1- 1x68 mL,;
. FOB Turbilatex Reagent 2 - 1x17 mL;
. FOB Turbilatex Calibrator 0- 1x0,5 mL;
. FOB Turbilatex Calibrator 1- 1x0,5 mL;
. FOB Turbilatex Calibrator 2 - 1x0,5 mL;
. FOB Turbilatex Calibrator 3- 1x0,5 mL;
. FOB Turbilatex Calibrator 4 - 1x0,5 mL;
. FOB Turbilatex Calibrator 5- 1x0,5 mL;
. FOB Turbilatex Control 1- 9x0,5 mL;
10. FOB Turbilatex Control 2 -9x0,5 mL;
11. Instruction for use- 1pc.;
12. Value sheet- 1pc.;
13. Bags-3 pcs
14. Universal Turbilatex Sample Collection Vial for in vitro diagnosis - if
necessary, in versions:
I. Universal Turbilatex Sample Collection Vial- no more 1000 pcs., consists of:
1) Universal Turbilatex Sample Collection Val- no more 1000 pcs.
2) Leaflet- 1pc.

OCo~NOoOUThwN

Il. Universal Turbilatex Sample Collection Vial- no more 1000 pcs., consists of:
1) Universal Turbilatex Sample Collection Vial- no more 1000 pcs.;
2) Caps- no more 1000 pcs.;
3) Leaflet - 1pc.
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MHCTpYKUMSA NO MPUMEHEHUIO Habopa Aans in vitro onpeaeneHus
remorsiobvHa CcKpbITO KpoBn B Kane (FOB) KONMMYECTBEHHbLIM
NaTeKCHbIM MMMYHOTYponaumeTpuyeckum metogom (FOB Turbilatex),
B BapuaHTax UCMOSTHEHUSI.

HavmeHoBaHMe MeAULIMHCKOrO U3LeNUA 1N BapuaHTbl MCMOMHEHNSA
«Habop 415 in vitro ONpPefeneHns remorsiobuHa CKPbITON KPOBU B Kase
(FOB)  KOMWMYECTBEHHbIM  JIATEKCHbIM  MMMYHOTYPOUANMETPUYHECKM
mMeTogom (FOB Turbilatex), B BapmaHTax UCMOHEHUS:

I. Habop ansa in vitro onpeaeneHms remornobmHa cKpbITold Kposu B Kane (FOB)
KONMYECTBEHHbIM  NIATEKCHBIM ~ UMMYHOTYpouamMmetpuyeckum  Metogom  (FOB
Turbilatex), BapyaHT UCNOHEHMS |, B COCTaBe:

1 PeareHT 1(FOB Turbilatex Reagent 1) - 1x68 mn;

2. PeareHt 2 (FOB Turbilatex Reagent 2) - 1x17 mn;

3. Kannbpatop remornobuHa YposeHs 0 (FOB Turbilatex Calibrator 0) - 1x0,5 mr;
4. Kanmbpatop remornobrHa ¥poeeHb 1 (FOB Turbilatex Calibrator 1) - 1x0,5 m;
5. Kannbpatop remorno6uHa YposeHb 2 (FOB Turbilatex Calibrator 2) - 1x0,5 mn;
6. Kanméparop remornobuHa YposeHs 3 (FOB Turbilatex Calibrator 3) - 1x0,5 mr;
7. Kannbpatop remorno6rHa YposeHb 4 (FOB Turbilatex Calibrator 4) - 1x0,5 mn;
8. Kanmbpatop remornobuHa ¥ poseHb 5 (FOB Turbilatex Calibrator 5) - 1x0,5 mn;
9. KoHTponb remornobuHa YposeHs 1 (FOB Turbilatex Control 1) - 9x0,5 mn;

10. KoHTposb remorniobuHa YposeHs 2 (FOB Turbilatex Control 2) - 9x0,5 mn;

11. IHCTpYKUMA No NpUMEHeHNo - 1 wT.;

12. MacnopT 3HaYeHWiA - 1T,

13. MakeT ana XpaHeHus - 3 LLT.

14. Mpobupka ans céopa obpasuos Kana (Universal Turbilatex Sample Collection
Vial) gns guarHocTukm in vitro - npy HE0BXOAMMOCTW, B BapuaHTaxX UCMOHEHVS:
I. Mpo6upka (Universal Turbilatex Sample Collection Vial) - He 6onee 1000 wr., B
COCTaBe:

1) Mpo6upka (Universal Turbilatex Sample Collection Vial) - He 6onee 1000 L.
2) Bknagpiw - 1w,

Il. Mpo6upka ueHTpudyrnpyemas (Universal Turbilatex Sample Collection Vial) -
He 6osiee 1000 L., B COCTaBe:

1) Mpo6upka ueHTpudyrupyemas (Universal Turbilatex Sample Collection Vial)-
He 60nee 1000 wrT.;




2) Kpbiwku (Caps) - He 60nee 1000 wir.;
3) Bknagpiw - 1um.

n. FOB Turbilatex, version Il, consists of: 11 Habop ana in vitro onpegeneHns remornobmHa CKpbIToii Kposu B kane (FOB)
1 FOB Turbilatex Reagent | - 1x68 mL; KO/IMYECTBEHHBIM  NIATEKCHLIM ~ UMMYHOTYpOuanMeTpuyeckum  Metogom  (FOB
2. FOB Turbilatex Reagent 2-1x17 mL; Turbilatex), BapuaHT ncrnonHeHus Il, B cocrase:

3. Instruction for use - 1pc. 1 PeareHT 1(FOB Turbilatex Reagent 1)- 1x68 mn;
4. Universal Turbilatex Sample Collection Vial for in vitro diagnosis - ifnecessary. 2. PeareHT 2 (FOB Turbilatex Reagent 2) - 1x17 mn;

in versions: 3. VIHCTPYKUMA MO NPUMEHEHWIO - 1 LT,

I. Universal Turbilatex Sample Collection Vial- no more 1000 pcs., consists of: 4.Mpo6upka ana céopa obpasuos kana (Universal Turbilatex Sample Collection

1) Universal Turbilatex Sample Collection Vial- no more 1000 pcs. Vial) 4ns guarHoCTMKK in vitro - npyu HeO6X0AMMOCTH, B BapuaHTax UCMOMHEHWS:

2) Leaflet- 1pc. I. Mpo6upka (Universal Turbilatex Sample Collection Vial) - He 6onee 1000 wr., B

cocTaBe:

Il. Universal Turbilatex Sample Collection Vial- no more 1000 pcs., consists of: 1) Mpo6upka (Universal Turbilatex Sample Collection Vial) - He 6onee 1000 wir.;

1) Universal Turbilatex Sample Collection Vial- no more 1000 pcs.; 2) Bknagpiw - 1.

2) Caps- no more 1000 pcs.; 11 Mpobupka ueHTpudyrmupyemas (Universal Turbilatex Sample Collection Vial) -

3) Leaflet - 1pc. He 6osiee 1000 LT., B COCTaBe:

1) Mpo6upka ueHTpudyrupyemas (Universal Turbilatex Sample Collection Vial) -
He 60nee 1000 LuT.;

2) Kpbliwwku (Caps) - He 6onee 1000 wu.;

3) Bxnagpiw - 1.

I1l. FOB Turbilatex, version Ill, consists of: 111 Habop 4na in vitro onpeaeneHns remornobrHa cKpbIToin kpou B Kane (FOB)
1 FOB Turbilatex Reagent 1- 1x20 mL; KONMYECTBEHHbIM  NIATEKCHBIM ~ UMMYHOTYpOuaumeTpuyeckum  Metogom  (FOB
2. FOB Turbilatex Reagent 2- 1x5 mL; Turbilatex, BapuaHT ucnosnHeHus 111, B cocTase:
3. FOB Turbilatex Calibrator 0- 1x0,5 mL; 1.PeareHT 1(FOB Turbilatex Reagent 1)- 1x20 mn;
4. FOB Turbilatex Calibrator 1- 1x0,5 mL; 2.PeareHT 2 (FOB Turbilatex Reagent 2) - 1x5 mn;
5. FOB Turbilatex Calibrator 2- 1x0,5 mL; 3.Kanubpatop remornobuHa YposeHb 0 (FOB Turbilatex Calibrator 0) - 1x0,5 mn;
6. FOB Turbilatex Calibrator 3- 1x0,5 mL; 4.Kanmbparop remornobuHa YposeHb 1(FOB Turbilatex Calibrator 1)- 1x0,5 mr;
1. FOB Turbilatex Calibrator 4 - 1x0,5 mL; 5.Kanmbpartop remornobuHa YposeHs 2 (FOB Turbilatex Calibrator 2) - 1x0,5 mn;
8. FOB Turbilatex Calibrator 5- 1x0,5 mL; 6.Kannbparop remornobuHa YposeHb 3 (FOB Turbilatex Calibrator 3) - 1x0,5 mn;
9. FOB Turbilatex Control 1~ 2x0,5 mL; 7.Kanmbpatop remornobuHa YposeHb 4 (FOB Turbilatex Calibrator 4) - 1x0,5 mr;
10. FOB Turbilatex Control 2 -2x0,5 mL; 8.Kanmbpatop remornobmHa YpoeeHsb 5 (FOB Turbilatex Calibrator 5) - 1x0,5 mn;
11. Instruction for use - 1pc.; 9.KoHTposb remoriobuHa YposeHb 1 (FOB Turbilatex Control 1)-2x0,5 mn;
12. Value sheet - 1pc. 10.KoHTposb remornobuHa YposeHb 2 (FOB Turbilatex Control 2) - 2x0,5 mn;
13. Universal Turbilatex Sample Collection Vial for in vitro diagnosis - if 11 MHCTPYKUMS 1O NPUMEHEHWIO - | LLIT.;

necessary, in versions: / 12.MacnopT 3HaueHuid - 1.

I. Universal Turbilatex Sample Collection Vial- no more 1000 pcs., consists of:
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1) Universal Turbilatex Sample Collection Vial- no more 1000 pcs.
2) Leaflet- | pc.

1. Universal Turbilatex Sample Collection Vial- no more 1000 pcs., consists of:
1) Universal Turbilatex Sample Collection Vial- no more 1000 pcs.;
2) Caps- no more 1000 pcs.;
3) Leaflet - 1pc.

IV. FOB Turbilatex, version 1V, consists of;

1 FOB Turbilatex Reagent 1- 1x20 mL;

2. FOB Turbilatex Reagent 2-1x5 mL;

3. Instruction for use - 1pc.

4. Universal Turbilatex Sample Collection Vial for in vitro diagnosis - if
necessary, in versions:

I. Universal Turbilatex Sample Collection Vial- no more 1000 pcs., consists of:

1) Universal Turbilatex Sample Collection Vial- no more 1000 pcs.

2) Leaflet- 1pc.

Il. Universal Turbilatex Sample Collection Vial- no more 1000 pcs., consists of:
1) Universal Turbilatex Sample Collection Vial- no more 1000 pcs.;

2) Caps- no more 1000 pcs.;

3) Leaflet - 1pc.

Medical product purpose

FOB Turbilatex is intended for the quantitative determination of hemoglobin
in human fecal samples in biochemical analyzers by the latex
immunoturbidimetric method in clinical diagnostic laboratories and research
practice.
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13. Mpobupka gna cbopa obpa3uos kana (Universal Turbilatex Sample Collection
Vial) 4ns guarHoCTUKK in vitro - npy Heo6X0AMMOCTY, B BapraHTaxX UCMOMHEHNS:
I. Mpo6upka (Universal Turbilatex Sample Collection Vial) - He 6onee 1000 wir., B
COCTaBe:

1) Mpo6upka (Universal Turbilatex Sample Collection Vial) - He 6onee 1000 wi.;
2) Bxnagpiw - 1.

1. Mpo6upka ueHTpudyrmupyemas (Universal Turbilatex Sample Collection Vial)-
He 6osiee 1000 LIT., B COCTaBe:

1) Mpo6upka ueHTpudyrupyemas (Universal Turbilatex Sample Collection Vial) -
He 6oniee 1000 T,

2) Kpblwwky (Caps) - He 60n1ee 1000 wiT.;

3) Bknagpi - 1.

IV. Habop ans in vitro onpegeneHns reMornobuHa CKpbIToii KpoBu B Kane (FOB)
KONMYECTBEHHbIM  /IAaTEKCHBIM  UMMYHOTYpPOUAMMETPUYECKUM  MeTogoM  (FOB
Turbilatex), BapmaHT ncnonHeHms 1V, B coctase:

1. PeareHT 1(FOB Turbilatex Reagent 1) - 1x20 mn;

2. PeareHT 2 (FOB Turbilatex Reagent 2) - 1x5 mn;

3. VIHCTpyKuus Mo npyvMeHeHuto - 1 um.

4. Mpo6upka ans cbopa obpasLos kKana (Universal Turbilatex Sample Collection
Vial) ans anarHoCTuKK in vitro - Mpy Heo6XoAMMOCTY, B BapuaHTaxX UCMOHEHUS:

I. Mpo6upka (Universal Turbilatex Sample Collection Vial) - He 6onee 1000 wit., B
CcoCTaBe:

1) Mpobupka (Universal Turbilatex Sample Collection Vial) - He 6onee 1000 wi.;
2) Bknagpiw - 1um.

Il. Mpo6upka ueHTpudyrnpyemas (Universal Turbilatex Sample Collection Vial)-
He 6osiee 1000 LWIT., B COCTaBe:

1) Mpobupka LeHTpudyrnpyemas (Universal Turbilatex Sample Collection Vial)-
He 6oniee 1000 W,

2) Kpbliwkw (Caps) - He 60nee 1000 wi.;

3) Bknagpiw - 1 .

Ha3HaueHne MegULIMHCKOro usaenms

Hab6op ans in vitro onpegeneHns remornio6uHa CKpbIToil Kposu B Kane (FOB)
KONIMYECTBEHHbIM IATEKCHLIM UMMYHOTYpOugMmeTpuyeckum metogom (FOB
Turbilatex) npegHasHaveH 419 KONMYECTBEHHOIO OnpegeneHns remoriobuHa
B obpasuax Kasia 4enoBeka Ha OMOXMMWYECKMX aHa/M3atopax flaTeKCHbIM



Scope
Clinical in vitro laboratory diagnostics, research practice.

Biochemical analysers used

FOB Turbilatex fob turbilatex is intended for use on automatic photometers
(biochemical analyzers) registered and approved for circulation in the territory
of the Russian Federation, providing immunoturbidimetric analysis based on
measuring the intensity of light with a wavelength of 505 nm - recommended,
secondary -800 nm, passed through a cuvette containing a colloidal solution
(suspension formed by particles). The FOB Turbilatex kit is intended for use
on the biochemical analyzers presented in the table.

Name of the medical device Biochemical Analyzer

JEOL BioMajesty

Furuno CA
FOB Turbilatex Dirui CS
iMagic-S7
DDS-240

URIT-8280

Functional use
FOB Turbilatex is an auxiliary tool to make a diagnosis of lost gastrointestinal
blood (gastrointestinal bleeding), diagnosis of precancer intestinal losses and
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VMMYHOTYPOMAVMETPUYECKUM  METOAOM B KNMHUKO-AUArHOCTUYECKNX
nabopaTopusx W Hay4HO-WCCNEe0BaTeNbCKOW NPaKTHKe.

O6nactb NpUMeEHEHNA
KnuHnyeckas  nabopaTopHas
nccnefoBaTeNbckas NpakTuKa.

AnarHoCTnka L vitro. Hay4HO-

Ncnonb3yemble 6UOXMMUYECKME aHANN3ATOPbI

Hab6op ans in vitro onpeaeneHns reMorno6vHa CKpbITON KPoBM B Kane
(FOB)  KO/MMYEeCTBEHHbIM  NTATEKCHbIM  MUMMYHOTYPOUANMETPUYECKUM
metogom (FOB Turbilatex), B BapuvaHTax WCMNOMHEHMS MpefHa3HayeH ans
MCMOoMb30BaHWA  Ha  aBTOMATUYeckMx  (hoTomeTpax  (BUOXMMUYECKUX
aHanM3aropax), 3aperucTpuMpoBaHHbIX W AONYLLIEHHbIX K 06palieHnt0 Ha
TeppuTopumn P®, obecneymnBaroLLmnx BbIMO/IHEHNE
NMMYHOTYPOUAMMETPMYECKOrO  aHa/in3a, OCHOBAHHOIMO HAa W3MepeHum
WHTEHCMBHOCTM CBeTa C AAMHOMW BOMAHbI 505HM (450 - 596 HM)-
pPEKOMeHJ0BaHHas, BTopu4yHas -800 HM , MpOLWIefLIero Yepe3 KIOBETY,
COAEPXallyto  KOMMOUAHbIA  pacTBOpP  (CYCMeH3Wto,  06pa3oBaHHYHO
yactuuamn). Habop FOB Turbilatex npefHasHavyeH gns UCNONb30BaHUA Ha
OMOXMMUNYECKMX aHam3aTopax, NpeLCcTaB/IeHHbIX B Tabiumue.

Buoxmnmmyecknii
HanmeHoBaHue MU
aHanusatop
JEOL BioMajesty
Habop and in vitro onpegeneHns remornobunHa Furuno CA
CKpbITOi KposW B Kasie (FOB) KonnmuecTBeHHbIM Dirui €S
NaTEKCHbIM UMMYHOTYPOUANMETPUYECKNM L"’L'lf"cg'chg
metogom (FOB Turbilatex), B BapnmaHTax URIT.8280

NCMosIHeHNA

PYHKUMOHANIbHOE Ha3HayeHue

Hab6op gns in vitro onpegeneHns remornobmnHa CKpbIToil Kposu B Kane (FOB)
KONIMYECTBEHHbLIM IATEKCHLIM UMMYHOTYpOugumeTpuyeckum metogom (FOB
Turbilatex) sBnfeTcs BcromoraTe/ibHbIM CPeACTBOM A/1A  onpefeneHuns



of early-stage colorectal cancer by detecting the loss of intact or nearly intact
haemoglobin from the intestine.

Medical Product Potential consumers Information

FOB Turbilatex is intended to be used only for in vitro diagnostics in clinical
diagnostic laboratories and research practice. The product should be used only
by instructed and trained personnel (specially qualified specialists; clinical
laboratory diagnostics doctor, medical laboratory technician (paramedic-
laboratory assistant), clinician, researcher).

General description and medical product structure

FOB Turbilatex is produced in various options. Complete set of FOB
Turbilatex includes the following components:

Reagents (Reagent 1and Reagent 2);

FOB Turbilatex Calibrator (calibrator 0 to 5) - liquid calibrator containing
protein (human hemoglobin) at different concentrations, concentration is
indicated on the instruction for use of the product, value sheet and on the label
of each vial,

FOB Turbilatex Control 1and 2 - liquid control materials containing protein
(human hemoglobin) at different concentrations. Concentration is indicated on
the label of each vial and value sheet.

Universal Turbilatex Sample Collection Vial for in vitro diagnostics

FOB Turbilatex components and concentrations:

Reagent 1 Buffer <300 mM, pH 84
Polyester <100 r/n
Sodium Azide <0,1%

Reagent 2 Buffer <100 mM, pH 8
Protein <1%
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MoTePM KPOBM 13 KWULLIEYHMKA (KeNy[04YHO-KMLLEYHOE KPOBOTEUEHME),
[VArHOCTVKN MPeApaKoBbIX MOPAXKEHWI KULIEYHUKA U paHHel AMarHOCTUKM
KO/TIOPEKTaNbHOr0 paka nocpeACcTBOM OMpPeAeneHns noTepyu UHTAKTHOrO UK
MOYTY WHTAKTHOIO reMorno6rHa YenoBeKa 13 KULIEYHUKA.

WHdopmaLms o noTeHUmMasibHbIX NOTPEOUTENAX MeSULUHCKOIO U3aeNns
Habop FOB Turbilatex npegHasHayeH Ana nNpUMEHeEHUA TONbKO [AJ1A
AMarHoCTUKM in Vitro B KNIMHUKO-AWArHOCTUYECKMX NnabopaTopusax U Hay4Ho-
nccnefoBaTelbCKO MpakTuKe. M3genne AO/MKHO MUCNONb30BATbCA TOMbKO
KBaNMMULMPOBaHHLIM NEePCOHaIOM (CneunanbHo 06yYeHHble crneumanucTb:
Bpay  KAMHWYECKOW  NabopaTOpPHON  AMArHOCTUKW,  MeLULUMHCKWIA
nabopaTopHbIA TeXHUK (enbaluep-nabopaHT), Bpay-KAVMHULMUCT, Hay4HbIN
paboTHUK).

O6Luee onvcaHve 1 cocTaB MeAULVHCKOIO U3aenvs

Ha6bop FOB Turbilatex BbIMycKaeTcs B pas3HbIX BapuvaHTax WCMOMAHEHWS.
MonHas komnaekTauna Habopa FOB Turbilatex BkntoyaeT B cebs cnefytolme
KOMTMOHEHTb!:

PeareHTbl (PeareHT 1u PeareHT 2);

Kannbpatop remornobuvHa pasHbIX YPOBHEA - XXWAKWIA KanubpaTop,
cogepxawiuii 6enok (reMornobuH 4YenoBeka) B pasINYHbIX KOHLEHTPaUmsX,
KOHLEHTpaUmMs yKazaHa B MHCTPYKLUN NO MPUMEHEHNIO, NAcMopTe 3HaYEHNIA
N Ha 3TUKETKE (D1aKoHa;

KOHTpO/b remornobuHa YpoBeHb 1 1 YPOBEHb 2 - XWUAKNE KOHTPO/bHbIE
martepuanbl, cogepxawime 6enok (remorsiobvH 4enoBeka) B PasINUHbIX
KOHLeHTpaumsax. KoHUeHTpaumsa yKasaHa Ha 3TUKeTKe (b1akoHa 1 B macrnopTe
3HaYeHMWiA.

Mpobupka gna cbopa obpasyos kana (Universal Turbilatex Sample Collection
Vial) ansa gnarHocTukm in vitro.

KomnoHeHTbl Habopa FOB Turbilatex n nx KoHUeHTpauun:

PeareHT 1 Bythep <300 MM, pH 8,4
Monwvacpmp <100 r/n
A3ng Hatpus <0,1%

PeareHT 2 Bytep <100 MM, pH 8



FOB Turbilatex
Calibrator 0-5

FOB Turbilatex
Controls

Latex particles
suspension
coated by
antibodies (of
animal origin)
Sodium Azide
Buffer

Salt

Protein
Detergents
Sodium Azide
Buffer

Salt

Protein
Detergents
Sodium Azide

Universal Turbilatex Buffer
Sample  Collection sgjt

Vial

Detergents
pH

<1%

<0,1%

<300 mM, pH 81
<300 mM

<5%

<0,1%

<0,1%

<300 mM, pH 81
<300 mM

<1%

<0,1%

<0,1%

<300 mM
<300 mM
<0,1%
81

Haemoglobin Concentration in calibrations

Calibrator

FOB Turbilatex Calibrator O
FOB Turbilatex Calibrator 1
FOB Turbilatex Calibrator 2
FOB Turbilatex Calibrator 3
FOB Turbilatex Calibrator 4
FOB Turbilatex Calibrator 5

Target analyte description and evaluations of detection
There is normally no blood in the feces. Its appearance may indicate a
pathological process in organism, including a malignant neoplasm in the

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Concentration
0 ng/mL

50 ng /mL

100 ng /mL
250 ng /mL
500 ng /mL
1000 ng /mL

benok
CycneHsus
NaTeKCHbIX YacTuL,
MOKPbITLIX
aHTUTENamMm
(>xmBOTHOIO
MPOUCXOXAEHWNSA)
A3ng HaTpua
Kanvbparops! Bydep
remMorsiobuHa Conn
YposeHb 0 - YpoBeHb Benok
5 [JeTepreHThl
A3ung Hatpus
KoHTpom Bydpep
remMoriiobuHa Comm
benok
[JeTepreHTol
A3ng HaTpua
Mpobvpka oA cbopa Bydep
06pasLoB Karia Corm
(Universal ~ Turbilatex [eTepreHT
Sample Collection Vial) pH
LA QVarHocTukv - in
vitro

<1%
<1%

<0,1%

<300 MM, pH 81
<300 mM

<5%

<0,1%

<0,1%

<300 MM, pH 81
<300 mM

<1%

<0,1%

<0,1%

<300 MM

<300 MM

<0,1%

81

KOHLEHTpaLus remorsiobrHa B Kannépartopax:

Kann6patop

Kanmbpatop remorniobmHa YpoBeHs 0
Kanmbpatop remorno6rHa YpoBeHb 1
Kanvnbpatop remorno6vHa Y poseHb 2
Kanmbpatop remorniobvHa YpoBeHb 3
Kanmbpartop remorniobrHa YpoBeHs 4
Kanunbpatop remornobuHa YposeHb 5

KoHueHTpayusa
0 Hr/Mn

50 Hr/mn

100 Hr/mn

250 Hr/mn

500 Hr/mn

1000 Hr/mn

OnwuncaHne Lenesoro aHasinTta " CoOCToAHNA, Npn KOTOPbIX NMPoBOANTCA

onpeaeneHve

KpoBb B Kasile B HOpMe OTCYTCTBYeT. EE nosiB/ieHMe MOXET yKasblBaTb Ha
NaToNI0OrMyecKnii NPoLecc B OpraHnU3Me, B TOM YMC/IE Ha 3/10KaYeCTBEHHOE



digestive system. In the early stages, pathology often develops without
obvious symptoms, and it can be difficult to notice occult blood without tests.
Faecal analysis of occult blood allows to detect the smallest blood impurities,
thus, diagnose diseases in the early stages, that is extremely important if cancer
is suspected (in particular, colorectal cancer — CRC). CRC affects both men
and women of all racial and ethnic groups, most often occurs in people aged
50 and older. Men CRC is the most cancer spread type after prostate and lung
cancer, women CRC - after breast and lung cancer. Screening with faecal
occult blood tests is based on the concept that important target colonic
neoplasm, such as early-stage cancer and large adenomatous polyps.
Colorectal cancer is also associated with local acute inflammatory reaction
being visualized, in some cases, by white cell neutrophil scanning.

In some studies it has been found 5.1 micrograms/g of faecal hemoglobin are
equal or exceed cut-off value allowing the identification of gastrointestinal
bleeding in adults, for its diagnosis extra diagnostic invasive procedures are
required.

When gastrointestinal blood is lost, the stool will contain a combination of
intact or nearly intact haemoglobin, intact heme and heme-derived porphyrins
in amounts that depend on the site and amount of bleeding and the transit time
through the gut. Haemoglobin is the iron-containing oxygen-transport protein
in the red blood cells of all vertebrates that may be leaked into gastrointestinal
tract and then discharged with the faeces in gastrointestinal bleeding diseases.
FOB Turbilatex tests detect intact or nearly intact human haemoglobin, being
a very specific technique for detecting loss of blood from the lower intestine.
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HOBOOOpa3oBaHMe B OpraHax nuuiesapeHus. Ha paHHMX 3Tanax nmaronorus
4yacTo pas3BmBaeTcsi 6e3 SABHbIX CUMMNTOMOB, W 3aMeTUTb CKPbITOE
KpoBOTeYeHMe 6e3 aHann30B ObIBaeT CMOXHO. AHann3 Kana Ha CKpbITYHo
KpOBb MO3BONAET OOHAapPYXUTb Mefbyailine MNpuUMecM KpPOBU U TaKuMm
obpa3oM AmarHocTMpoBaTb 3ab0/eBaHMS B PaHHUX CTafgusxX, YTO KpaiiHe
B&XXHO MpW MOLO3PEHMM Ha OHKOMOrM4yeckoe 3abosneBaHue (B 4aCTHOCTM,
KonopekTanbHoro paka— KPP). KPP nopaxkaeT Kak My>XUWH, TaK W XEHLUWH
BCEX PacoBbIX W 3THWUYECKMX FPYMN, Yalle BCEro BCTpeyaeTcs y Nofel B
Bo3pacTe 50 net u crapwe. KPP y My>X4uH - Hanbonee pacrnpoCTpaHeHHbIN
BMJ, paka nocse paka npocTatbl U NIETKMX, Y XEHLMH - Noc/e paka MOJIOYHOM
Xenesbl W paka flerknx. CKPUHWHI C NMOMOLLLIO aHanm3a Kana Ha CKpbITYHO
KPOBb OCHOBaH Ha KOHLENUWMW, 4YTO BaXHble HOBOOOPa30BaHWSA TOJCTOW
KULWKW, TakMe Kak paK Ha paHHeil cTagum u 60/bline afeHOMaTO3Hble
MoNuMbl, ABNAKOTCA MUWeHAMKU. KonopekTanbHbI pak Takke CBA3aH C
MECTHO OCTpPOW  BOCMANWTENbHOW  peakUuuen, BU3yaTU3MPYeMOin B
HEKOTOPbIX CNyYasx NPy CKaHMPOBAHUWN HENTPOQUIIOB NIENKOLMUTOB.

B HekoTOpbIX MCCNefoBaHUAX ObIIO  YCTaHOBMEHO, 4TO 51  MKr/T
remorno6vHa YenoBeka B Kane paBHbl WX NPEBbILIAOT NOPOroBble 3HAYEHMS,
No3BOJIAKOLLME BbIABNATH B3POC/bIX MALMEHTOB C XXenyAoUYHO-KULLEYHbIMU
KpOBOTEYEHMAMU, ans ANarHoCTUKM KOTOPbIX noTpebyroTca
AOMONTHUTENbHbIE ANAarHOCTUYECKE UHBA3UBHbIE MPOLEAYPbI.

Mpwn >Xenyao4yHO-KMLLIEYHONM NoTepe KpoBu obpasel, Kana 6yaeT codep)KaTb
KOMOGWHAaLMIO NHTAKTHOrO WM NOYTU UHTAKTHOTO remoriiobuHa, MHTaKTHOro
rema n NOpPQOUPUHOB, NONYYEHHbIX U3 rema, B KOJIMYeCTBax, KOTOpble 3aBUCAT
OT MeCTa, KO/IMYecTBa KPOBOTEYEHMS U BPEMEHU MPOXOXAEHUS uyepes
KUWeYyHnK. emornobuH  npeactaBnsieT  co6GOM  XKenesocoAepKallnii
TPaHCNOPTHbIA GENOK 3PUTPOLMUTOB BCEX MO3BOHOYHBIX, KOTOPbIA MOXET
NMPOHMKaTb B >KENYAOYHO-KULLEYHbIA TpakT W 3aTeM BbIAENATbCA C
(hekannaMmM  NpU  XKEeNyaoYHO-KMLEYHbIX KpoBOTeYeHusix. Habop FOB
Turbilatex N03BOMSET BbIABATL  WHTAKTHbIA  WMAM  MOYTWM  MHTAKTHbIN
reMorfIobuH YenoBeka, ABNSASACh OYEeHb CNeLUPUYECKM METOLOM BbISBENNS
NOTEPV KPOBU M3 HMKHUX OTAEN0B KULLEYHUKA.



Indications and contraindications

FOB Turbilatex is used as an auxiliary tool to make a diagnosis of lost
gastrointestinal blood (gastrointestinal bleeding), diagnosis of precancer
intestinal losses and of early-stage colorectal cancer. For diagnostic purposes,
the results should always be associated with the patient's medical background,
anamnesis, lab results and other available data. The test result is not a
diagnosis and should be interpreted only by a doctor.

There are no contraindications to medical kit usage.

Assay Sample Type
FOB Turbilatex is assayed in human stool sample.

Specimen collection and stability

1 Collect enough quantity of faeces in clean and dry containers (no
preservatives or transport media).

2. Fecal samples should not be collected during menstrual period, bleeding
haemorrhoids, blood in urine or they have strained during bowel movement.
3. If not immediately tested, freeze the stored samples at 2-8°C for 3 days or
at -20°C maximum 6 months.

4. Before testing frozen samples are totally thawed, and brought to room
temperature (15-30°C). Homogenise stool samples as thoroughly as possible
prior to preparation.

5. Do not use stool specimens beyond the expiry allowed. Avoid storage and
usage of contaminated samples. Repeated samples freezing is not allowed.

Equipment and materials required for FOB Turbilatex using
Materials and instruments that could be required:
» Equipment (biochemical analyzer);
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MNMoka3aHus U NPOTMBOMNOKAa3aHMS

Habop FOB Turbilatex wucnonb3yerca B KayeCcTBe BCMNOMOraTe/lbHOrO
WHCTPYMEHTA AN ONpeAeneHns noTepu KPOBU M3 KULLEYHMKA (KenyaouHo-
KULLIEYHOE  KPOBOTEYEHWE), [AMArHOCTUKM  MpeapaKkoBbIX  MOPaXKeHWi
KUWeEYHNKa W paHHEn  AMarHOCTMKW  KONOPeKTaslbHOro  paka. B
ANarHOCTUYECKMX Liensx pesy/bTaTbl BCerga AOMKHbI ObiTb acCOLMMPOBaHbI
C uctopueii 60M1e3HN NauUMeHTa, aHaMHe30M, pe3ynbTaTaMu N1abopaTopPHbIX
nccnefoBaHNin v ApYrumMmmn UMELWUMNCS faHHbIMU. Pe3ynbTaTt TecTUpoBaHus
He AIBNAETCS AMarHO30M M AO/MKEH UHTEPNPETUPOBATLCA TOMbKO BPa4oM.
MpoTuBONOKa3aHMA K  WCMNONb30BAHUIO  MEAWLMHCKOro  u3genus
OTCYTCTBYIOT.

Twun aHanM3npyemoro obpasua
Habop FOB Turbilatex npegHasHayeH Ans NpPoOBeAeHUs aHanm3a B 06pasle
Kana Yenoseka.

C6op u cTabubHOCTb 06pa3LoB

1 Cobepute OCTATOYHOE KOMMYECTBO 06pasLa Kana B YNCTbIe N Cyxue
KOHTeliHepb! (663 KOHCEPBAHTOB M TPAHCMNOPTHOI Cpeapl).

2. He cnepyet cobupatb 06pasubl Kana BO BPeMs MeEHCTpyauuu, npu
KpOBOTOYALLEM FeMOppoe, KPOBM B MOYEe WM NPU HaNpPsXXeHHOM fedekalnn.
3. Ecnm TecTupoBaHve He MaHWpyeTcsa NPOBOAMTL cpasy, XpaHuTe obpasubl
npy Temnepatype +2-+8 °C B TeyeHue 3 fHei, uam npu temneparype -20

He 60nee 6 mMecALEeB.

4. lMepen npoBeAeHMEM aHanM3a 3aMOPOXeHHble 00pa3ubl kana cnegyeT
MOMIHOCTbIO Pa3MOPO3UTL W LOBECTW L0 KOMHATHOW Temnepatypbl (+15-+30
°C). Mepes  u3MepeHWem o6pasubl HeobX0o4MMO  TulaTesIbHO
rOMOreHn3npoBarb.

5. He ncnonb3yiite 06pasiibl MO UCTEYEHUN AONYCTUMOIO CPOKa XpaHeHUs.
3arpasHeHHble 06pasuybl XPaHEHUIO W WUCMO/Ib30BAHUIO He MNOAJIexar.
MoBTOpPHOE 3aMopaxuBaHue 06pasL0B He LOMyCKaeTcs.

Ob6opygoBaHMe N MaTepuasibl, HeobXxoaumble A1 UCM0/b30BaHUSA B
KOMOUHaLUMN C MEAULIMHCKUM U3aennem
[ns paboTbl ¢ Habopom FOB Turbilatex Heobxoaumbl cnegytoume n3genus:



e Lab centrifugation;

e \ortex;

e Automated micropipettes with removable tips;

e Disposable gloves;

e Freezer +2-+8 °C ;

e Container for disposal of used materials;

* Universal Turbilatex Sample Collection Vial

e Specimen collection container;

» «Eppendorf» Plastic micro-vials, capacity up to 2,0 ml (if necessary).
All medical kits used forjoint usage should have valid registration certificates
for legal circulation on the Russian Federation territory. There are no
restrictions on the joint FOB Turbilatex usage with the above-mentioned
products.

Others of Universal Turbilatex Sample Collection Vial besides recommended
by FOB Turbilatex manufacturer is not allowed.

Analysis
Frequency o fvial use
The product is intended for single use.

Components preparingfor use

All components of FOB Turbilatex kit (Reagent 1, Reagent 2, calibrators and
control materials, vials) are ready for use, no preliminary preparation is
required.

Samples preparationfor use

Use the special Sample Collection Vial from FOB Turbilatex list to collect the
sample. Perform sample preparation following the procedure below.
Universal Turbilatex Sample Collection Vial use for stool samples
(option I):
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» O6opyaoBaHune (BMOXUMUYECKUNIA aHaNN3aTop);

» JlabopaTopHasi LeHTpuUgyra,;

» BuxpeBoli cmecutens (BopTekce);

* ABTOMaTMYeCKMe MUKPOMUMNETKN CO CMEHHbIMU HAKOHEYHUKAMW;

e OfHopa3oBble MeANLMHCKME ANArHOCTUYECKME NepPYaTKM;

o XonogunbHaa Kamepa, NoAfepXxusaroLLas Temneparypy +2-+8 °C;

» EMKOCTb 4N8 YTUAN3aLMM UCMOMb30BaHHbIX MaTepUasnos;

e [pobupkn gns c6opa obpasyos Turbilatex ;

» KoHTeiHep ans cbopa o6pasya;

e MuKpoONpo6UpKM NNAaCTUKOBbIE TUMA «INMEHAOP(», BMECTUMOCTbHHO
no 2,0 mn (Npu Heo6Xxo04MMOCTH).
Bce ucnonib3yemble /19 COBMECTHOrO NPUMEHEHWUA MeAULMHCKUE WU3Lenuns
[OO/MKHbl  UMeTb  AeiCTBYIOLME PEruCTpaLMOHHbIEe YLOCTOBEPEHUS A1
3aKOHHOr0 06palLeHns Ha Tepputopun Poccuiickoin ®eaepaunmn. Kakue-nn6o
OrpaHMYeHns Mo COBMeCTHOMY MCMo/ib3oBaHUO Habopa FOB Turbilatex c
yKa3aHHbIMU BblLLE N3AE/TMAMA He BbISB/EHbI.

Wcnonb3oBaHve npobupok ana  cbopa 06pasyoB, OT/UYHBLIX  OT
PEKOMEHJ0BaHHbIX  npou3sBoamTeneM Habopa FOB  Turbilatex, He
AONyCKaeTcA.

lNpoBegeHVe aHa/IM3a
KpaTHOCTb UCNOMIb30BaHUA MeAULNHCKOI0 U3aenus
W3genve npegHasHavyeHo 414 04HOKPATHOIO MCMNO/b30BaHNS.

ﬂO,ﬂ.rOTOBKa KOMMNOHEHT OB Ha6opa K ncnonb3oBaHuto

Bce KomnoHeHTbl Habopa FOB Turbilatex (PeareHT 1, PeareHT 2,
KannbpaTtopbl M KOHTPOJibHble  MaTepuanbl, MNPOOUPKM) TOTOBbI K
NCMoNb30BaHMIO, NpeABapuTeibHas NOAroToBKa He TpebyeTcs.

|_|O,CI,I'0TOBKa 06pa3u,0|3 K NCNoJ1b30BaHUIO

Wcnonb3yiite cneunanbHble MPoOOGMPKM, HaxoAsuivecs B cocTaBe — Habopa
FOB Turbilatex gna c6opa obpasya. MpobonofroToBKy MNpoBoAuUTe, Cnefys
npoueaype, ONMCaHHOW HIXe.

Vcnonb3oBaHue npobupok pgna coopa obpasuos kana (Universal
Turbilatex Sample Collection Vial) (BapnaHT vcrnonHeHus 1):
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Cap 2. _
Stool sample+diluent. Filter
Diluted stool zone.

Cap 1 Stool sample
collection zone.

Universal  Turbilatex
Collection Vial

1 Put the sample collection vial with
cap lup and take out it

Cap 1with the stick to take the sample.

~  Stool sample

2. Introduce the stick into 4 different zones
of the sample
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Sample

Kpbiwka 2:

Ob6pasel, kana + QUHOEHT. dunbTp
30Ha pa3baBneHms
obpasua

Kpbiuka 1 3oHa
cbopa o6pa3ua Kana.

Mpobupka ans cbopa 06pa3LoB Kasa.

1 MNoeepHNTE NPOBMPKY KPbILLKOK 1BBEpPX
W CHUMNTE KpPbIKy 1

Kpblwka 1c¢ 30HA0M Ansa coopa obpasua.

— O6pasel Kana

2. MNMomecTuTe 30H[ B 4 pa3Hble 30HbI 06pasLia.



3. Close cap 1

4. Shake the sample
collection vial with

I diluent+sample in order
to get good sample
dispersion. Use a
vortex (1 minute).

5. Open cap 2 and add enough volume to
follow with the analytical procedure to assay
the sample, and then close cap 2,

ru 1 f

Collect enough quantity of feces (1-2 g or mL for liquid sample) in clean and
dry container (no preservatives or transport media). Homogenize stool
samples as thoroughly as possible prior to preparation.

Take out the cap 1of Universal Turbilatex Sample Collection Vial and use the
stick to pick up enough sample quantity for procedure. Introduce the stick only
one time into 4 different zones of the stool sample and add it to the sample
dilution vial. If the sample is liquid (type 7, Bristol stool form scale) add 20
|iL of sample into the sample collection vial by a micropipette.

Close the vial (cap 1) with the diluent and stool sample. Shake the vial with
the cap | down to assure good sample dispersion, using a vortex (1 minute).
Let diluted sample to sit for some minutes. The sample collection vial with
diluted sample can be stored for 7 days in the temperature 2-8°C.

After given time expires, open the cap 2 and add enough volume to follow
with analytical procedure to assay the sample, and then close cap 2.The
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X

3. 3aKpoliTe KpbilwKy 1

4. BcTpsaxHuTe Npobripky
C ANMOEHTOM+06Pa3LI0oM
47191 NOMyYeHns XOpoLLeli
avcnepcnn obpasta.
Wcnonb3yiiTe BUXpeBOi
cvecuTesb (1 MUHYTa).

5. OTKpoliTe KpbILLKY 2 1 fo6aBbTe
HeobxoAnMbIi 06beM 06pasLa A4/19 aHaIn3a,
3aKPOMTE KPbILLKY 2.

CobepuTe obpasel Kana (1-2 r uam mn B cny4ae XXUAKOro cTyna) B YUACTbIA 1
CyXOii KOHTelHep (6e3 KOHCEepBaHTOB W TpaHCMopTHOM cpedbl). [epen
n3mepeHnemM obpasubl He0OXOAUMO TLATENbHO FOMOreHU3MPOoBaTh.
CHMMMTE KpbIwKy 1c npobupkn Universal Turbilatex Sample Collection Vial
N UCNONb3YIATE 30HA, YTOObI 0TOBPATb AOCTATOYHOE KOMMYECTBO 06pasua ans
aHam3a. MNomecTuTe 30H[, OAHOKPATHO B 4 pa3Hble 30Hbl 06pa3ua Kana u
BBEAUTE ero B npobupky. Ecnn obpasew >xugkuii (Tvn 7, BpucTonbckas
LUKana opmbl Kana), AobaBbTe 20 MK 06pa3La Kana B Mpo6MpKy € MOMOLLIbHO
MUKPOMUMETKM.

3akporite nNpobupky (Kpbiwka 1) C AWIKOEHTOM W 00pasuoM  Kasa.
BcTpsxHUTE Mpo6YpKY, [JepXa KpbIWwKo 1 BHWM3, 4TOObI 06ecneynTb
XopoLlee [AucrneprupoBaHve o06pasua, MCnosb3yss BUXPEBOM CMecUTesb
(BopTekc), B TeueHMe 1 MuHYTbl. OcTaBbTe pa3BefeHHbI 06pasel, Ha
HECKOMIbKO MUWHYT B npobupke. [lpobupkKy ana cbopa 06pasuoB C



required volume of a biological sample in a secondary test tube consists of the
dead volume of the sample in an «Eppendorf» Plastic micro-vials, the target
volume of the sample directly dosed into the reaction cuvette and the extra
volume of the sample. Thus, the volume of the sample sufficient to perform
the analysis is determined by the analyzer used and the type of micro-sample
used.

Universal Turbilatex Sample Collection Vial use for stool samples (option

n:
N Cap X Stool sample

collection zone.

. Universal Turbilatex Sample Collection Vial.

2. Pull out the shaped stick by turning
the screw-cap (white) counter
clockwise.
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pa3BefeHHbIM 00pa3LoM Kasla MOXHO XpaHWUTb B TedeHWe 7 AHel npu
Temnepartype 2-8°C.

Mo ucTeyeHUN OTBEAEHHOrO BPEMEHW, OTKPOATE KpPbIWKy 2 1 gobasbTe
HeobXoAMMbIA 06beM 06pasLa, AOCTATOYHBIN /19 BbINO/HEHUA aHaM3a, B
MMKPONPOBUPKY MNNIacTUKOBYKD Tuna «3nneHaopd», a 3aTeM 3akpoiiTe
KPbILLKY.

HeobxoauMbli 06beM 6GroM0OrMyeckoro obpasua B BTOPUYHON Mpo6UpKe
CKnagblBaeTcA M3 MepTBOro obbema ob6pa3ua B Mwukponpobupke
NNacTUKOBOM  Tuna  «3nneHgopd»,  ueneBoro  obbema  06pasua,
HernocpeACTBEHHO [03MPYEMOro B PeaKUMOHHYIO KHOBETY WM 3KCTpa-o6bema
obpasua. TakMm 06pa3oM, AOCTaTOUHbIA A/19 BbINOHEHUS aHaM3a 00beM

obpasua  onpefensieTca  UCMOAb3yeMbIM  aHa/M3aTopoM U TUMOM
NCNOMb3YEMON MUKPOMPOOUPKM.
Mcnonb3oBaHue npobupok ana céopa obpasuoB Kana (Universal
Turbilatex Sample Collection Vial) (BapmnaHT ucnonHenus Il):
Kpbitwka 1 3oHa
cbopa obpasua kasa.
*[Mpo6bupka gna cbopa 06pasLoB Kasa.
2. BbIHbTE 30H[, NOBEPHYB Ge/bIi
KO/INa4yoK NpPOTMB YacoBOW CTPESKN.
'c?
13



3. Introduce the stick into 4 different zones
of the sample

4. Shake the sample dilution vial with
diluent+sample in order to get good sample
dispersion. Use a vortex (I minute).
Centrifuge.

5. Remove both the cap and the blue separator
by turning them to the opposite side.

6. Load vials in the analyser.
Close with the additional cap

Collect enough quantity of faeces (1-2 g or mL for liquid sample) in clean and
dry container (no preservatives or transport media). Homogenize stool
samples as thoroughly as possible prior to preparation.

Pull out the shaped stick by turning the white screw-cap counter-clockwise.
Do not remove the blue plastic. Replace the stick into 4 different zones of stool
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3. NMomecTuTe 30HA4 B 4 pa3Hble 30HbI
obpasLa Kana.

4. BCTpAXHUTE NPOBUPKY, YTOObI
obecneunTb XopoLuee
AvcnepruposaHme o6pasuia.
Wcnonb3yiiTe BMxpeBoi cmecuTens (1

MUHyTa). LleHTpudyrupyiite.

5. CHAMUTE 6enyto KPbILWKY 1 CUHWIA
pa3gennTenb, NOBEPHYB MX B
NPOTUBOMOMOXHYO CTOPOHY.

[e]
| 6. BcTaBbTe NPOOMPKN B
| aHannsaTop. 3akporite
[OMOSTHUTENbHOM KPbILLKON.

CobepuTte ob6pasey, kana (1-2 r uwam mn B cyyae XXMAKOro CTyna) B YMCTbIA K
CyXOW KOHTeiHep (6e3 KOHCepBaHTOB W TpaHCMOPTHOW cpegbl). Mepeg,
n3mepeHieM 0bpasLbl HEOOXOAMMO TLIATEIbHO FOMOreHN3MPOBaTb.

BbIHbTe 30HA, MOBEPHYB 6efblii KOMMAYOK MPOTMB 4acoBOM CTpenku. He
CHMMaiTe CMHWIA pasgenuTenb. [omecTuTe 30HA B 4 pasHble 30HbI 06pasLa
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sample and repeatedly rotate the stick in to make the sample as homogeneous
as possible. Make sure all grooves are filled with faecal material.

Before placing the stick into the tube, remove the stool excess by rotating the
stick on the internal wall of the stool container.

Fully insert the stick with faecal material into the tube containing the
extraction solution through the separator (blue). While turning the screw cap
clockwise until completely closed, keep the separator (blue) by the fingers to
avoid its opening. The Universal Turbilatex Sample Collection Vial with
diluted sample can be stored for 7 days in the refrigerator (2- 8°C).

Samples from fridge must be kept at room temperature before using.

Shake each vial by vortex for 30-60 seconds to properly homogenate the
content. Make sure if the grooves of the devices are visually empty of any
stool material, otherwise repeat the vortexing for other 30-60 seconds. Proceed
to next step regardless if there is some residual stool sample in the grooves.
Vortex time is 120 seconds maximumly.

Centrifuge the vial for 10 minutes at 1000-3000 g or allow it to stand upright
for at least 15 minutes to remove the possible residuals of faecal material,
which might damage the aspirating and dispensing systems of the automated
clinical chemistry instruments. After centrifugation, remove the vial from the
centrifuge.

After the completion of the previous steps, remove the white screw cap and
the blue separator by rotating the separator clockwise.

The faecal extract (supernatant) is now ready to be tested. Insert the opened
vial directly into the the sample rotor of the clinical chemistry analyser or
transfer the supernatantto «Eppendorf» Plastic micro-vial..

Close the collection device by the provided additional screw cap and store or
discard.

Sample performing for haemoglobin level measuring with the FOB Turbilatex
kit can be only using special Turbilatex test tubes manufactured by CERTEST
BIOTEC S.L., Spain.

Vials produced by other manufacturers are not suitable to use with the FOB
Turbilatex Kkit.
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Ka/la 1N HECKO/IbKO pa3 noBpallainTe, 4Tobbl caenaTb 06pasel, Kak MOXHO
60/1ee OAHOPOAHbIM. Y6eaumTech, UTO BCe 60PO34KM 30HAA 3arN0/IHEHbI KasloM.
Ypanute W3UWKMA  Kana nepes  NoMelleHVeM 30HAa B NPOOGMpPKY,
noBOpaYnBasi 30H[ MO BHYTPEHHEN CTeHKe KOHTeliHepa 41a obpasua.
MONHOCTBIO BCTaBbTe 30H[, C 06pa3LoM Kasia B MPOBUPKY C IKCTPaKUMOHHBLIM
pacTBOPOM Yepe3 CUHWIA pasfennTesb. [10THO 3aKpoiTe KPbILLKY, NOBEPHYB
MO 4acoBOW CTpesike, NPUAEPXMBaAA CUHWIA pa3fenvTeslb Nasiblamu, YToObI
npegoTBpaTnTe  OTKPbITME.  TMpobupky Universal Turbilatex Sample
Collection Vial ¢ pasBefeHHbIM 06pa3sLOM Kasla MOXHO XpaHUTb B TeueHue 7
[Hel npw Temnepatype 2-8°C.

Mepen wvcnonb3oBaHVeM  06pasupl,  XpaHMBLUMECS
HeobX0AMMO BblaepXXaTb B KOMHATHOM TemnepaType.
BCTpaxHMTE Kaxkayro MPo6bUpPKY C MOMOLLbIO BUXPEBOIO CMECUTENA (BOPTEKC)
B TeueHne 30-60 cekyHA, ANA TLWATENbHON FOMOreHM3aumm CoLePXXMMOrO.
Y6eautecb, 4TO B 0Opo3dKax 30HAA OCTaTKM Kana BU3yaslbHO He
ONpesenATCcs, B MPOTUBHOM C/lydae MOBTOPUTE BCTPSAXMBaHVE eLle B
TeyeHure 30-60 cekyHf, MNepexoauTe K cefytowemMy Liary, Aaxke ecnm nocne
NMOBTOPHOM Mpoueaypbl BCTPAXMBaHUS B 60p034Kax 30HA4A OCT/IMCb OCTaTKU
Kana. MakcmasibHoe BpeMsa BCTpsxvBaHUA 120 cekyHA.

LleHTpudyrnpyiite npobupky B TedeHue 10 mmHyT npu 1000-3000 g wm
OCTaBbTe B BEPTUKa/IbHOM MOJIOXXEHUM B TeYeHUE He MeHee 15 MUHYT, YToObl
YyOaITb BO3MOXHbIE OCTATKN KaslOBbIX YacTuL, KOTOpble MOFYT MOBpPeauUTb
acnupaumoHHble W Jo3vpytlolme  YCTPOWMCTBA  aBTOMAaTUYECKMX
OMOXMMMYECKNX aHa/IM3aTopoB. [locne  LeHTPUgyrnpoBaHust U3BIEKUTE
NPOBUPKY M3 LEHTPUGYTI.

Mocne BbIMOHEHNA MpeblgyWwnX LWaroB CHUMUTE C NPOGUPKM  Genyto
3aBMHYUMBAIOLLYIOCA  KPbIWKY W CUHWIA  pas3fenuTtesib,  MOBOpavMBast
pasfenuTesb Mo 4YacoBOW CTPesKe.

Tenepb 3KCTPaKT Kasl0BOro obpasua (CynepHaTaHT) rotoB K TECTUPOBaHMIO.
YCTaHOBUTE OTKPbLITYO NPOGMPKY HenocpeAcTBEHHO B POTOp 06pasLoB
OVOXMMMYECKOr0  aHa/m3aTopa WM MepeHecuTe  CyrepHaTaHT ' B
MMKPOMPOOMPKY NJaCTUKOBYHO TUMNA «3nneHaopd

Ana  xpaHeHVs WM YyTUAM3aUUW  3aKpourTe NpPoGUPKY npuniaraemoin
[JONONHNTENBHON 3aBUHUMBAIOLLIEIACS KPbILLIKOWA.

B X0/104AW/TbHUKE,



Analytical method description and test principle

Antobodies against human haemoglobin covalently bound to latex particles in
Reagent 2 and interact with sample haemoglobin. As a result, antigen-antibody
immune complexes and cloudy solution are formed. If no antigen
(haemoglobin) presents in the sample the mixture will keep its appearance as
a smooth suspension. Suspension turbidity intensity is directly proportional to
haemoglobin concentration in the sample. Such intensity of turbidity is
measured by analyzer.

Sample haemoglobin concentration is determined by a calibration curve done
by haemoglobin calibrators of various levels. FOB Turbilatex Calibrator O is
used till the zero point.

Quality control is implemented control materials - FOB Turbilatex Control 1
and FOB Turbilatex Control 2, assigned for the analyte being determined.

Measurement Procedure

Determination method: particle enhancement immunoturbidimetric test.
Haemoglobin concentration determination is a photometric measurement of
the antigen-antibody reaction between human haemoglobin antibodies bound
to latex particles and haemoglobin in sample.

Basic settings for the biochemical automatic analyzer CA -800 by Furuno
Electric Co., Ltd.:
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MoarotoBky npo6bl, 419 NPOBEdEHUS W3MEPEHUS YPOBHA TremMorsiobnHa
Habopom FOB Turbilatex npoBoanTe TOMbKO C  MCMNOMb30BaHUEM
cneumasnibHbIX Npobupok Turbilatex® npounssogctBa CERTEST BHOTEC
S.L., WcnaHusa. TMpobupku apyrux nNpousBoaUTenied HenpurogHbl s
1Cro/ib30BaHNA COBMECTHO ¢ Habopom FOB Turbilatex.

OnncaHme aHa/ M TUYECKOro METO4Aa U MNMPUHLMIMNa TeCTa

AHTUTENIA NPOTVMB TreMOr/IobrvHa 4YesioBeKa, KOB&/IEHTHO CBA3aHHblE C
YyacTuuaMmn natekca, NpPUCYTCTBYOWMe B PeareHTe 2, B3aMMOLENCTBYOT C
remMornio6vHoM B 06pasue, B pesy/bTare 4yero (opMUPYHOTCA WUMMYHHble
KOMI/IEKCbI aHTUIeH-aHTUTESO 1 06pa3yeTcs MyTHbI pacTBop. Eciv aHTUreH
(remornobunH) oOTCyTCTBYeT B 006pasue, pacTBOp OyaeT WMeTb BUf
OLHOPOAHOM  CyCMeH3uu. NHTEHCMBHOCTb MYTHOCTU pacTBopa
perncTpupyeTcs npubopoM M MNpPAMO NPOMOPLMOHa/IbHA  KOHLEHTpaumum
remorsio6vHa B onpesensieMoM obpasLie.

KoHueHTpaumsa remorsiobrHa B 0bpasLie onpeaensieTcs rno KaimbpoBoYHOMY
rpagmky, NOCTPOEHHOMY NPV UCMO/Ib30BaHUM KasiMbpaTopoB reMorsiobuHa
pasNIMyHbIX YPOBHeW. [Ns HyneBOM TOYKM WCMOMb3YeTCA KambpaTop
remornobuHa YposeHb O (FOB Turbilatex Calibrator 0).
BHyTprnabopaTopHbIi KOHTPO/1b KayecTBa  OCYLLECTBSIETCA C
NCMOMb30BaHNEM KOHTPOJIbHBIX MAaTepuasioB - KOHTPO/Ib  FemMorsiobnHa
YpoBeHb 1(FOB Turbilatex Control 1) n KOHTPO/b FeMOrI06MHa YpoBeHb 2
(FOB Turbilatex Control 2), aTTecToBaHHbIX 4151 ONpeaesiemMoro aHamTa.

OnucaHwve NpoLEeaypb! NPOBEAEHNA M3MEPEHMS

MeTof onpefeneHns: WUMMYHOTYPOUAMMETPUYECKUI TeCT C YCUNIEHVEM
yacTu,

OnpepeneHve KOHUEHTpaUMM reMorniobmnHa - (POTOMETPUYECKOE M3MEPEHME
peakumMn aHTUreH-aHTUTEN0 MeXAy aHTUTeNlaMn K remMor/iobnHy 4esioBeka,
CBSI3aHHbIMM C YacTUL@AMM flaTeKca, U remMorsiobMHOM, NPUCYTCTBYHOLWMM B
obpasLe.
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Wavelength 510 nm
Temperature 37 °C
Measurement End point
Sample/calibrator volume 6 mkL
Reagent 1volume 60 mkL
Reagent 2 volume 15 mkL
Absorbance of blank 35-37 Cycle
Incubation

Absorbance 6466 Cycle

Result is automatically calculated by analyzer in ng/mL .

Note: During FOB Turbilatex using on other biochemical analyzers, request
adaptations from an authorized representative of the manufacturer in the
Russian Federation.

Calibration

For photometric systems calibration use only the following materials:

FOB Turbilatex Calibrator 0-5 (options | and IlI).

For calibration the assigned haemoglobin values for each level are used that
indicated in FOB Turbilatex instructions and values sheet and on the label of
each vial.

Haemoglobin concentrations in samples are obtained from a calibration curve
done with six calibrators of different levels, including a zero-concentration
calibrator.

Calibration stability is 1 month. Calibrate the system at least once a month is
extremely recommended by manufacturer.

Recalibrate the photometric systems in case of below:

- when the controls are out of the assigned range for the specified lot of control
material used;

-new lot of reagent is used;

-other cases provided by lab internal rules.

Calibrator traceability
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OCHOBHbIe HaCTpOViKu1 A/1s1 aHa/M3aTopa GMOXMMNYECKOTO aBTOMAaTUYECKOIO
CA-800 npoussogctsa Furuno Electric Co., Ltd., («®PypyHo dnekTpuk Ko.,

[/ MHa BO/MHbI 510 Hm
Temnepatypa 37 °C
3mepeHre KoHeuHas Touka
O6bem obpasua/kanuépaTopa 6 MKn

O6bem PeareHTa 1 60 MK

O6bem PeareHTa 2 15 MKn
W3veperue Or1 6aHKa Linkn 35-37
WHky6aups

3mepeHwe Orl Linkn 64-66

Pe3ynbTaT aBTOMaTM4eCKn paccunuTbiBaeTCA aHa/IM3aTopoM B HI/M/.
MpuvedaHme: npu umcnonb3oBaHUM Habopa FOB Turbilatex Ha gpyrunx
ONOXUMNYECKNX aHa/msaropax 3anpaiumBaiite aganTtaumm y
YMO/THOMOYEHHOT O NMpeacTasuTesis NPon3BoanTensa B PO.

KannépoBka
Ona kanmbpoBkn (HOTOMETPUYECKUX CUCTEM WCMOMb3YNTe KasbpaTopbl
remorsiobnHa YposeHb 0-5 (FOB Turbilatex Calibrator 0-5) 3 Hab6opa
(BapyaHTtbl ucnonHenna | u 1ll). [OnAa  Ka/MOPOBKN  UCTO/b3YHOTCA
COOTBETCTBYIOLLIME KTMOPOBOYHbIE 3HAYEHUS1 19 KaXKAOro  YPOBHS
Kanmbparopa, YyKasaHHble B WHCTPYKLMM MO NpuMeHeHuo Habopa FOB
Turbilatex, nacnopTe 3Ha4YeHUN N Ha 3TUKETKE Kaxkaoro dnakoHa
Kasmbpartopa.
KoHueHTpaummn remornobuHa B o6pasuax MosyyaloT M3 Ka/lMbpOBOYHOIO
rpamka, KOTOPbIi CTPOUTCA C WCMO/Ib30BaHWEM LIECTU KambpaTopos
pa3HbIX YPOBHEN, BK/IOHasA KanmbpaTop C Hy/1eBOM KOHLEHTpaLuyen.
CTabunnbHOCTb Ka/iMbpoBkM - 1 mecsd. [NpomsBogutesnieM HacTOSATEbHO
peKkomMeHAyeTCs NPOBOAUTL Ka/IMOPOBKY He pexxe O4HOro pasa B MecsL,.
B cnydasix, ykasaHHbIX HWKe, TpebyeTcs BbINO/HEHVE MOBTOPHOM
KauIMOPOBKM (DOTOMETPUHECKUNX CUCTEM:

*BbIXO[, 3HAYEeHW KOHTPO/A KadyecTBa 3a npefesbl YCTaHOB/EHHbIX
OmanasoHOoB /151 UCMO/1b3YEMOro /10Ta KOHTPOJ/IbHOro Marepuara;

*Mpn UCMNOJb30BaHMM HOBOTO /10Ta peareHTa;
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The calibrator is traced to cyanomethemoglobin, that is used as an
international standard for immunodiagnostic assays through an internal
standard derived from this international standard and stabilized accordingly.

Quality Control

Quality control is to verify the analyte determination results in each analytical
series, done directly in the lab and allowing to identify random and systematic
errors of analytical stage. It is recommended to assay FOB Turbilatex Control
land FOB Turbilatex Control 2 measurements in each samples batch.
Flaemoglobin concentration in controls is in the range of low and high values.
The assigned haemoglobin values indicated on vial label and in relevant values
sheet refer only to the specified lot of control materials.

Results of control materials analysis are intended to use for definition of the
acceptability of analytical series results, which can be used for the diagnosis
and disease or treatment planning prediction after. The results reliability issue
for most tests can be solved via the regular use of control materials and
appropriate statistical methods. Each lab should have corrective actions in case
of control range deviations.

Calculations
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*B Mpounx crydasiX, MNPeAyCMOTPEHHbIX BHYTPEHHUMUW MpPaBUIaMU

naboparopun.

MpocneXknBaemMocThb KallbpaTopa

Kanmbpatop npocnexwvBaeTcd A0  UMaHMETreMorsiobnHa,  KOTopbli
1CMOJ/1b3yeTCs B KauecTse MeXXayHapoAHOro CTaHAapTa  Ans
VMMYHOOWNArHOCTUYECKMX  aHa/M30B, 4Yepe3  BHYTPEHHWIA  CTaHaapT,

I'IOJ'Iy‘-IGHHHVI M3 3TOro MexxgyHapoaHoro CraHgapTta u CTa6I/IJ'II/I3I/IpOBaHHbII7I
COOTBETCTBYHOLLIM o6pa30|v|.

KoHTpo/sib KavecTBa

Moa BHyTPWUIAbopPaTOPHbLIM KOHTPOJSIEM KayecTBa MNOHUMAaOT MPOBEPKY
pe3ynbTaTtoB OnpeaesieHnss aHamMTa B KadKAO aHa/IMTUYECKOW cepun,
OCYLLECTB/IIEMYHD HEMOCPEACTBEHHO B Jlabopatopyi 1 MO3BOJIAOLLYHO
BbISIB/IATb C/lydaiiHble U CUCTEMATUYECKME MOrPELUHOCTU aHa/IMTUYECKOrO
sTana. [na BHyTpPWUIabOpaTOPHOIrO KOHTPO/S KadecTBa C Kavkgow cepuei
06pasLoB pekoMeHAayeTCs MPOBOAUTL U3MEPEHUsT KOHTPOSS remorsiobmuHa
YposeHb 1 (FOB Turbilatex Control 1) n KOHTpOASA reMornobrHa YpoBeHb 2
(FOB Turbilatex Control 2). KoHueHTpauuss remorniobrHa B KOHTPO/bHbIX
Marepuasiax HaxoguTcd B 006/1aCTM  HU3KUX U BbICOKMX 3HAYEHWIA.
MpUCBOEHHbIE 3HAYEHUS] TEMOII0OMHA, YKa3aHHble Ha 3TUKETKE hrlakoHa r
npeacTaBfeHHble B COOTBETCTBYIOLLLEM MacropTe 3Ha4yeHwi, OTHOCATCS
TO/IbKO K YKa3aHHOMY JIOTY KOHTPOJIbHOro mMarepuasia.

PesynibTaTbl aHa/M3a KOHTPOJIbHbIX  MaTepuasioB  UCMOMb3YHTCA  O/1s
YCTaHOB/IEHUS MPUEM/IEMOCTU pPe3y/ibTaTOB aHa/IMTUYECKOM cepun, nocne
yero 3TM pesy/sbTatbl MOFyT OblTb WCMOMb30BaHbl A1 ANArHOCTUKU 1
MPOrHO3MpOoBaHNS 3abofeBaHNS WX M/laHMPOBaHUS fieveHns. Bonpoc o
Ha[EXXHOCTN pe3y/bTatoB /15 60/bLUMHCTBA TECTOB MOXXET OblTb peLleH
MocpeacTBOM PErynsipHOro  UCMo/b30BaHWUS KOHTPO/IbHbLIX Marepuasnios u
COOTBETCTBYHLLMX CTATUCTUYECKMX METOAO0B. Kaxkaas naboparopusi 4o/mHkHa

MPOBOAUTb  KOPPEKTMPYHOLLME LOENCTBMA B C/liydae OTK/IOHEHWA  OT

KOHTPO/IbHOIO AvianasoHa.

PacueTbl

KoHueHTpauusi  remorsiobHa B Obpasuax  paccumtbiBaeTca 10

KaIMOPOBOYHOM  KpPUBOWA c MCMNOb30BaHEM COOTBETCTBYHOLLIEN
8



Haemoglobin concentration in samples is calculated by a calibration curve
using an appropriate mathematical model that is recommended in adaptations
to a specific biochemical analyzer.

Limitations

1 FOB Turbilatex must be used in human stool samples only.

2. FOB Turbilatex is intended for professional in vitro diagnostic use only.

3. This test may be less sensitive for detecting upper gastrointestinal
bleeding.

4. Technical errors and violations during the analysis procedure, as well as
the possible presence of various substances in the stool samples, can affect the
analysis (see the corresponding document section), this may lead to erroneous
results.

5. Do not mix reagents,calibrators and control materials of CERTEST
BIOTEC S.L., Spain manufactured that have different lots, and analogue
components of another supplier.

6. Do not use sample collection vials that are not recommended by
manufacturer.

7. During a medical device using follow the instructions strictly. Failure to
follow the manufacturer's recommendations and product handling may lead to
erroneous results and its misinterpretation.

Analytical charateristics
Results obtained in definite labs can be differ from below analytical
characteristics.

Measuring range (Linearity)

Haemoglobin measuring range is 10-1000 ng hHb/mL.

If haemoglobin concentration in sample exceeds upper values of measuring
range, diluent and extracted sample should be diluted by new diluent from
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MaTemMaTnyeckoli Mogesiv, PEKOMEHA0BaHHOW B aganTaumsix K KOHKPETHOMY
BUOXUMNYECKOMY aHa/TN3aTopy.

OrpaHunyeHua meToda 1 UCMOb30BaHUSA U3AeNns

1 Habop FOB Turbilatex npegHasHayeH oA NPOBEAEHVA aHayM3a TO/IbKO
B 06pasLax Kasa yeroBeka.

2. Habop FOB Turbilatex npegHa3sHa4eH TonbKO AN npodeccnoHasibHOro
NnpUMeHeHVs.

3. TecT MOXeT OblTb MeHee 4yBCTBUTENIbHbIM [/19  BbISAB/IEHNSA
KPOBOTEYEHNS U3 BEPXHUX OTAEMOB XKEYAOYHO-KNLLIEYHOro TpakTa.

4. TeXHNYecKMe OWMBKN N HapyLLUeHWS Mpu BbINOSHEHUM MpOLEeaypbl
aHa/M3a, a Takke BO3MOXHOEe MNPUCYTCTBME B obpasuax Kasia pas/NyHbIX
BELLECTB, B/IUSIHAE KOTOPbIX Ha aHa/M3 He M3BECTHO (CM. COOTETCTBYHOLLUNA

pasgen [OOKyMeHTa), MOXEeT T[pPUBECTM K  MOJSIYYEHMIO  OLUMOGOYHBLIX
pes3yneTaros.
5. He ponyckaetca CMeluMBaHME  peareHToB, Ka/mbpatopoB W

KOHTPO/bHLIX  MartepuasioB npowvizsoactea CERTEST BHKOTEC S.L.,
VicnaHus, u3 pasHbIX /I0TOB, a Takke C aHa/IorMyYHbLIMN NMPoAyKTamu Apyroro
npovssoguUTens.

6. He pgonyckaetcsa uMcnosib30BaHME MPOOUMPOK Asisi cbopa 06pasuoB, He
peKoMeHA0BaHHbIX MPON3BoaUTENIEM U3AENUA.

7. Tlpn MCNonb3oBaHUM MEeAULIMHCKOro u3aennst HeobXoguMo CTPOro
cnefoBatb VMHCTPYKUMM MO MpUMEHEHUD. HecobniogeHne pekoMeHaauumii
MPOV3BOAUTE/S MO UCTIOMb30BaHMIO 1 0OPALLEHWIO N3OS MOXKET NPUBECTU
K NO/TYHEHMIO OLLUMBOYHbIX Pe3y/ibTaToB Y HEBEPHOM MX MHTeprpeTaumn.

AHanuUTN4YecKme xapakKTepucTtukn
Pe3yanaTb|, rnostydyeHHble B KOHKPETHbIX na6opaTop|/|;|x, MOTYT OT/INHATLCA
OT NpmBeEAEHHbLIX aHAUTNTUHECKNX XapPaKTEeEPUCTUK.

[Anana3oH namepeHns (JIMHENHOCTb)

Jnana3oH namepeHusa remorsioonHa 10-1000 Hr/wmn.

Ecnv  KoHUeHTpauus remorsiobvHa B 00pasue MpeBOCXOOUT  BEPXHIOH
rpaHuLy [AuanasoHa, Oyep € 3KCTparvpoBaHHbIM 06pasuoMm  criefyet
pas3BecT HOBbIM Oydiepom m3 Apyroii npobupku Turbilatex® npoussoacTBa



another Sample collection vial manufactured by CERTEST BIOTEC S.L.,
Spain, in the ratio of 1: 3 and multiply the result by dilution.

Prozone effect

Prozone effect has not been observed to a concentration of human
haemoglobin till 10 pg of hHb/mL. Studies using higher concentrations have
not been carried out.

Sensitivity (Limit ofdetection)
Limit of detection (LOD): 8 ng hHb/mL.
Limit of quantification (LOQ): 10 ng hHb/mL.

Clinical sensitivity and specificity

Haemoglobin in feces measuring results were evaluated by comparing of an
immunoturbidimetric assay using FOB Turbilatex kit manufactured by
CERTEST BIOTEC S.L., Spain, and an immunological method using
available competitive kits for detection of haemoglobin (faecal occult blood)
in human stool samples.

The results obtained:

CERTEST BIOTEC S.L., VcnaHunsa, B cooTHOWweHMX 1:3 1 MNOJSTyYEHHbIN
pe3ynbTar YMHOXUTb Ha pa3sefeHve.

3hheKT NMPO30HbLI

AhpekT MpO30HbI He HabMogaeTca MNpY  KOHUEHTpauusix remorsiobmnHa
yesioBeka Ao 10 MKr/mn. ViccnepoBaHUA € UCMOIb30BaHMEM 60nee BbICOKUX
KOHLIEHTpaLUMiA He NPOBOAUIUCD.

UyscTBUTENbHOCTb (Mpeaen onpegeneHus)
Mpepen obHapy>keHus (LoD): 8 Hr/m.
Mpepen konnyectBeHHoro onpegernenus (LoQ): 10 Hr/mn.

KnnHuyeckasa vyBCTBUTE/IbHOCTb M CrneumMgMUHOCTb

OUuEeHKyY pe3y/ibTatoB U3MEPEHUS remMorniobnHa B Kasie MpoBOAWIM MyTeM
CpaBHEHNS UMMYHOTYPOMANMETPNYECKOIO TecTa C UCMOJIb30BaHNEM Habopa
FOB Turbilatex npowussogctBa CERTEST BIOTEC S.L., WcnaHua, u
VIMMYHOJI0MMYECKOro MeToAa C UCMO/b30BaHMEM AOCTYMHbIX KOHKYPEHTHbIX
HabopoB /1A onpefeneHns remornobunHa B Kare.

FOB Turbilatex / FOB Turbilatex / Total
Competitor 1 Competitor 2

True positive results 2 48 70

False positive results 0 6 6

False negative results 1 2 3

True negative results 3 a4 7

Amount of samples 56 100 156

researched

Sensitivity, % 95,7 (781-°99,9) 96,0 (86,3-99,5) 95,9 (88,5-99,1)

Specificity, %
PPV, %
NPV, %

LR+

LR-

Comments:

100 (89,4-100,0)
100 (84,6-100,0)
97,1 (84,7-99,9)
63,75 (4,062-1000)
0,063 (0,013-0,299)

88,0 (75,7-95.5)
889 (77,4-95,8)
95,7(85,2-99,5)

8,00(3,769-16.98)
0,045(0,012-0,177)

92,8 (84.9-97,3)
92,1 (83,6-97,0)
96,3 (89,4-99,2)
13,27 (6,129-28,71)
0,044 (0,015-0,134)

= Sensitivity - probability of test result to be positive in case of disease.

= Specificity - probability of test result to be negative in case of disease

absence.
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FOB Turbilatex / FOB Turbilatex / CymmapHo
KOHKypeHTHb Il KOHKypeHTHb I
Habop 1 Habop 2
VICTMHHO nonoxuTesbHbE 2 48 70
pe3ysbTarbl
JloXkHO ronoxuTernsHee 0 6 6
pe3ynbTarbl
JloXxHO oTprLaTESTbHbIE 1 2 3
pe3ynbTatbl
VICTUHHO oTpuLaTe/ibHbIe 3 14 7
pesyseTarbl
O6LLEe KOMMHECTBO 56 100 156

vicerieiloBaHHbIX 0OpasLOB
UyBCTBUTESBHOCT, %

CrneumdmyHoCTb, %
PPV, %

NPV, %

LR+

LR-

MNpumeyaHve:

95,7 (78,1-99.9)
100 (89,4-100,0)
100 (84,6-100.0)
97,1 (84,7-99,9)
63,75(4,062-1000)
0.063 (0,013-0,299)

96,0 (86.3-99,5)
88,0 (75.7-95,5)
88.9 (77,4-95,8)
95,7 (85,2-99,5)
8,00 (3,769-16,98)
0,045 (0,012-0,177)

95,9 (88.5-99,1)
92,8 (84,9-97,3)*
92,1 (83.6-97.0)
96.3 (89,4-99.2)
13.27(6,129-28,71)
0,044 (0,015-0,134)
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* PPV - predictive value of positive result (probability of disease presence in

case of positive test).
NPV - predictive value of negative result (no disease probability in case of

negative test).
* LR+ - Positive likelihood ratio - ratio of positive test result probability in

case of disease presence.
= LR- - Negative likelihood ratio - ratio of negative test result probability in

case of disease and negative test result probability in case of disease absence.
The results reflected high sensitivity and specificity of human hemoglobin

determination using the FOB Turbilatex by CERTEST BIOTEC S.L. Kkit,
Spain.

Measurement accuracy

Haemoglobin BS200E Biolis 24i ChemWellT
concentration.  Average  CO, CV, Awerage CO, CV, Awverage CO, CV,
ng/mL valie ng/mL % value ng/mL % value ng/mL %
50 50,3 17,7 15 50,8 59 2 501 6,2 12
250 2455 89 4 251,2 84 3 2754 20,6 7
500 505,2 182 4 150 15,0 3 5211 40.8 8
n-series accuracy:
Haemoglobin BS200E Biolis 24i ChemWellT
concentration. Average CO, CV,% Average CO, CV,% Average CO, CV,
ng/mL value, ng/ml value, ng/ml value, ng/m %
ng/ml ng/mi ng/mi
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e YyBCTBUTE/IBHOCTb - BEPOATHOCTb TOro, YTO pe3ynbraT Tecta Oyaer
MOMOXUTESIbHBIM NPU HaNTMUMK 3ab0n1eBaHnA.

* CneununyHOCTb - BEPOATHOCTbL TOro, 4TO pe3y/bTaT Tecta Oyaer
oTpuuaTesibHbIM NPY OTCYTCTBUM 3a00/1eBaHA.

e PPV - npenckasartesibHas LUEHHOCTb MOJIOXKUTENbHOIO pe3y/bTara
(BEpOATHOCTL TOFO, 4YTO 3aboneBaHVe NPUCYTCTBYET, Korga  TecT
MOSIOXKNTESbHBIN).

NPV - npeackasaresibHasd LUEHHOCTb OTpuuaTeNnlbHOro pesynbraTta
(BEPOATHOCTL TOrO, 4TO  3abosieBaHVME  OTCYTCTBYET, Korga TecCT

oTpuyLaTesbHbIN).
e LR+ - OTHOLLEHVEe NpaBAonoao6us NMooXKUTENbHONO peldysibTaTa Tecta

(Positive  likelihood ratio) - oOTHOWeHWEe MeXay  BepOATHOCTbIO
MOMIOXXNTENBHOIO pe3ysbTara TecTa Npy Hasimumm 3abonesaHns).

e LR- —OTHOLWEHME npaBaonofobus oTpuuaTesibHOro pesybTara Tecta
(Negative likelihood ratio) - OTHOLIEHWE BEPOATHOCTU OTpULIATENBHOIO
pesynbrarta Tecta Mpyu  Hamuuu  3ab0neBaHnss U BEPOSATHOCTU
oTpuuAaTesNibHOro pesysbTara Tecta rnpu OTCYTCTBUY 3a60/1eBaHNs).

Pe3yﬂbTaTbI NMoKasa/In BbICOKYHO 4YyBCTBUTEJ/IbHOCTb U CI'IeLI,I/ICbI/I‘-IHOCTb

onpeneneHnss remorsiobMHa 4esioBeKa C UCMOb30BaHMEM Habopa FOB
Turbilatex CERTEST BIOTEC S.L., cnaHwus.

TOYHOCTb N3MEPEHNIA

KoHueHTpaLma BS200E Biolis 24i ChemWellT
remornoouHa,  Cpepree  CO, CV,% CpegHee CO, CV, % CpeqHee  CO, CV,
HE/Mn 3HaueHre  Hr/mvin 3HaueHvie  Hr/mn 3HaueHve H/MN %
50 50,3 7.7 15 50.8 59 12 501 6,2 12
250 2455 89 4 251,2 84 3 2754 20,6 7
500 505,2 182 4 150 150 3 521,1 40,8 B

BHyTprcepuiiHas TOUHOCTb:
BS200E Biolis 24i ChemWellT
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50 515 7.9 15 498 11 2 53,6 56 10

250 251,8 47 2 251,8 14 1 258,2 16 4

500 505,5 195 4 4954 32 1 5233 233 4
Interferences

Substances are time to time in human stool samples do not affect the
measurement. No interferences were founded against other substances tested:
BSA,, Ascorbic acid, Hemin (concentration equal or lower to 0.25 mg/mL).

Cross reactivity

No cross reactivity was founded against other faecal markers occasionally
present in faeces, such as human calprotectin, bovine and pig haemoglobin,
human lactoferrin, bovine and human transferrin.

The cross reactions with bovine, pig haemoglobins and bovine transferrin are
not present at concentrations below 0.2 pg/mL, 0.9 pg/mL and 250 pg/mL
respectively. Take note that these concentrations are higher that the
concentrations that could be found on the human faecal samples.

Expected values (reference interval) and results interpretation

In some studies it has been found haemoglobin (faecal occult blood) in human

stool samples level >5.1 mcg/g used as cut-off, allowing to identify adults with

gastrointestinal bleeding, who requires extra diagnostic invasive procedures

for diagnosis. This value is equivalent to 50ng hHb/ml diluent from vial of
OB Turbilatex.
Positive result detecting abnormal
presence of human haemaoglobin in
stool samples
Recommended
hemoglobin in feces

Haemoglobin in  human stool
samples level is higher or equal to
threshold value by clinical lab.
Diagnostics - 5 mkg /g;

Screening - 20 mkg/g.

levels of
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KoHueHtpaups  CpegHee  CO, CV,% CpegpHee CO, CV, Cpegnee CO, CV,
remMor/iobvHa.  3HaueHve,-  Hr/Mn 3HayeHVe, HI/MN %  3HadeHwe, HI/Mn %
Hr/Mn Hr/Mn Hr/Mn Hr/Mn
50 515 79 15 49,8 " 53,6 56 10
250 2518 47 2518 14 258,2 11,6
500 505,5 195 4954 32 5233 233
VHTepdepeHLmn

BewectBa, nHorga npucyTcTBYOLLME B 06pasLax Kavla YesioBeka, He B/INAIT
Ha v3mepeHue. VHTepdepeHuMn ¢ 6blUbUM CbIBOPOTOYHbLIM &/1b0YMMHOM,
ackKop6VHOBOW KMUCNOTOW He BbisB/IEHbl. TEMUH He BUSIET Ha pesynbrar
M3MepPEHNS B KOHLUEeHTpauun ao 0,25 mr/mn.

[NepeKpecTHasa pPeakKTUBHOCTb

MepekpecTHasi peakTMBHOCTbL C Mapkepawmu, uHorga npucyTCTBYIOLWLMMW B
Ka/ie, TaKUMUN KaK KaslbMpOTEKTUH YesioBeKka, Oblunii 1 CBUHOW reMorfiobuvH,
UesioBEHECKUIA  NMaKTohePpPUH, ObluMii N YenoBeYecKuii  TpaHctheppyH
OTCYTCTBYET.

MepekpecTHble peakumMm C Obl4bUM, CBUHBLIM TEMOI/IOOMHOM U BblYbUM
TpaHCHEPPMHOM OTCYTCTBYIOT MPU KOHUeHTpauusx Hwke 0,2 mkr/mn, 0,9
MKI/MN 1 250 MKr/ms COOTBETCTBEHHO. YKadaHHble KOHLEHTpauyn Bbille
3Ha4YeHWA, KOTopble MOTYT ObITb O6HapPY>KEHbI B 06pasLax Kasa YesioBeKa.

Oxmnpaemble 3Ha4veHUs1 (peepeHTHbI UHTEpPBasl) U MHTepnpeTaums
pes3ynbLTaToB

B HeKOTOpbIX MCCNefoBaHUAX YCTAHOB/IEHO, YTO YPOBEHb reMorsiobvHa B
kane >5,1 MKr/r ncnonb3yetcs B Kadectse cut-off, no3sonsowmx BbISBAATL
B3POC/bIX MALUMEHTOB C >KEeyA0YHO-KULLEYHLIMA KPOBOTEUEHUSIMU, /151
ONarHoCTUKN KOTOpbIX MOTPebyloTCA A0MOMHUTENbHbIE AnarHOCTUYecKue
MHBa3MBHble npoueaypbl. Ana Habopa FOB Turbilatex asTo 3Ha4yeHue
3KBMBaV1IEHTHO 50HI hHb/MN guntosHTa U3 NPOBUPKA.
MonoXuTesbHbI pe3ynbTar, YpPOBeHb reMor/iobnHa B kae
onpenensoLwnia aHoMasibHoe Bbllle WM  paBeH MOpPOroBoMy
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Received results interpretation by FOB Turbilatex:

below 50 ng/ml  Normal values, no gastrointestinal bleeding.
Slight bleeding in the gastrointestinal tract.
Monitoring and patient follow-upis recommended.
Severe bleeding in gastrointestinal tract.

50-200 ng/ml
above 200 ng/ml

FOB Turbilatex cut-offvalue: 50-200 ng hHb/mL (XIOO dilution factor, 5-20
jig hHb/g in stool samples).

Positive results determine the presence of human Haemoglobin (hHb) in stool
samples.Positive result should be accompanied by additional diagnostic
invasive procedures to determine precise cause and blood in the stool source.

If symptoms or the situation persists, haemoglobin detection should be
conducted by invasive methods. Negative results do not exclude bleeding, as
some polyps and colorectal cancers may bleed intermittently, or they do not
bleed during certain disease stages. Moreover, blood may be unevenly
distributed in stool samples.

Pre-packing and Packing

Reagent 1 and Reagent 2 are packaged in plastic vials (Reagent 1; 68 or 20
mL; Reagent 2: 17 or 5 mL), closed by plastic screw caps. FOB Turbilatex
Calibrator 0-5 are packaged in six plastic vials of 0.5 mL each, closed by
plastic screw caps. FOB Turbilatex Control 1and FOB Turbilatex Control 2
are packaged in plastic vials (2 or 9 vials for each level) of 0.5 mL each, closed
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npucyTcTBMEe Ye/I0BEYECKOro
remorsiobyHa B obpasuax Kasa

3HAYEHMIO, YCTaHOB/IEHHOMY
K/IMHNYeCKO nabopatopueii.

JnarHoctnka - 5 mkr /r;
CKPUHUHT - 20 MKr/T.

PekomMeHayemble
remors106mHa B Kase

YPOBHM

VIHTepnpeTaums pe3ybTaToB, NOIyYEHHbIX C MCMNo/b30BaHeM Habopa FOB
Turbilatex:

HopmasibHble 3HaYeHUs, XXeslya0UHO-KMLLeYHoe
KPOBOTEYEHME OTCYTCTBYET.

JNlerkoe KpoBOTEUEHME B YKEY10HHO-KULLEYHOM

TpakTe. PekoMeHayeTcst MOHUTOPUHT U

nocnegytolliee HabMoaeHNe 3a NaLVEHTOM.

CunnbHOE KpOBOTEYEHME B XXEYA0YHO-KULLIEYHOM
TpakTe.

Hwxke 50 Hr/mn

50-200 Hr/mn
Bblilme 200
Hr/mn

Moporoeoe 3HauveHne remornobuHa B kavie (cut-off) mpu mcnonb3oBaHUK
Habopa FOB Turbilatex: 50-200 Hr/mn (koathdhmupeHT passegeHnsa - 100,
KOHLUEHTpauusi remorsiobnHa B Kanie 5-20 MKr/r).

MonoxntesnbHble pe3ynbTaTbl ONPeaen AT HamM4vMe reMoriobrHa venoBeka
B O6pasuax kana. [onoxmtesnbHbl pe3ynbTar A0/HKEH CONpOBOXAATHCA
[ONOSTHNTENBHBIMA  ANArHOCTUYECKUMWN  MHBA3VBHbLIMY NpouesypaMn  4/1s
onpeaeneHns TOYHOM MPUYMHBI U UCTOYHNKA KPOBU B KaUie.

Ecnn cuMnTOMbI MM cUTyauusi COXPaHSOTCA, OrnpeaesieHne reMorsiobmnHa
cnefyeT NPOBOAUTH WMHBAa3MBHbIMM MeTogamu. OTpuuaTesbHble pesy/ibTarbl
HE MCKIIYaT KpPOBOTEYEHUSl, TaK KakK HeKoTopble Momvnbl WU
KOMOPEKTa/IbHLI ~ paK MOFyT MNEpUoOAVNYECKM  KPOBOTOUUTL WM He
KPOBOTOUUTL Ha orpefeneHHbIX ctaamsx 3abonesaHus. Kpome Toro, KpoBb
MOXXET 6bITb HEpPaBHOMEPHO pacnpeaesneHa B obpasuax Kana.

YnakoBKa U thacoBka

PeareHT 1 n PeareHT 2 pacacoBaHbl B M/1acTUKOBble (oakoHbl (PeareHT 10
68 mam 20 mn; PeareHt 20 17 nam 5 wi), 3aKpbiTble MN1aCTMKOBLIMA
BUHTOBbIMWN KpbilwKamn. Kannépatopbl FOB YpoBeHb O0-5 pacthacoBaHbl B
WecTb MNMaCTUKOBbIX MUKPOMPO6UpoK Mo 0,5 mn Kakaasa, 3akpbITbIX
MJ1acTUKOBbIMUA BUHTOBbIMU Kpbiwkamn. KoHTposis FOB YpoBeHb 1 wu
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by plastic screw caps. The test tubes are packed in bags, if necessary, the bags
are packed in a cardboard box (optional).

Tests number per kit is determined by reagents consumption per measurement
that is directly related to biochemical analyzer used and its technical features.
Bottles configuration is compatible with the reagent rotor o f some biochemical
analyzers series, including BioMajesty, Furuno CA, Dirui CS, URIT,
OLYMPUS AU, Beckman Coulter AU, Siemens Advia, Biolyzer 300/600,
Sapphire 800, this allows them to be put into the rotor without transfusion into
other vials or through special adapters, provided with the analyzer. Reagent
bottles have a barcode (optional) containing reagent information, lot number
and expiry date. The barcode is read by device (analyzer) automatically.

Each production item is completed with instructions for use done by the
manufacturer for the Russian market in accordance with valid standards. It
contains all the necessary information for the correct measurement and results
interpretation.

FOB Turbilatex (options I, I1l) is completed with values sheet, that includes
the concentration of analyte in calibrators, range of control materials for
quality control during FOB Turbilatex using.

FOB Turbilatex components are packed in a cardboard box to protect from
mechanical and climatic factors during transportation/storage and it
guarantees the convenience during loading and unloading operations.
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KoHTposib FOB YpoBeHb 2 pacthacoBaHbl B M1aCTUKOBbIE MUKPOMPOOUPKU
(Mo 2 wm 9 MUKPONPOBUMPOK 47151 KadkAoro ypoBHSA) no 0,5 mn kavkgas,
3aKpbITble M1acTMKOBbIMMN BVHTOBbIMU KpbILLIKaMW. Mpobupku
YMaKOBbIBAOTCA B MaKeTbl, NPY HEOOXOAMMOCTM MakKeTbl YNaKOBbLIBAKOTCS B
KapTOHHYI0 KOPOOKY (OMNUUOHa/TbHO).

KonnuectBo TectoB ¢ Habopa onpefensieTca pacxo4oM peareHToB Ha OfHO
M3MepeHVe, 4YTO HarpsMyl CBS3aHO C UCMO/1b3YEMbIM OMOXMMUYECKUM
aHaM3aTopoOM U ero TEXHUYECKUMN OCOBEHHOCTAMM.

KoHturypauysi ¢lakoHOB COBMECTMMa C peareHTHbIM POTOpOM  psida
OMOXMMNYECKNX aHa/IM3aTopoB, B TOM umcne cepun BioMajesty, Furuno CA,
Dirui CS, URIT, OLYMPUS AU, Beckman Coulter AU, Siemens Advia,
Biolyzer 300/600, Candwmp 800, uTO o06ecreumBaeT BO3MOXHOCTb WX
HEenocpeaCcTBEHHOM YCTaHOBKM B POTOP 6e3 NepesiMBaHns B Apyrue gu/lakoHbl
wm MocpeacTBOM MCMO/Mb30BaHUSA  CNeUUasibHbIX  MEepPeXOAHVKOB
(apanTepoB), MocTaBNsAeMbIX BMECTE C aHa/IM3aTopoM. diakoHbl peareHToB
CHaOXXeHbl LWTPMXKoAoM (ONuUMOHa/IbHO), coaepXKalnm UHopMauuto o
peareHTe, HOMepe J/iloTa U CpPoOKe rogHoctTun. LUTpmxkog cumTbiBaeTcA
npuéopom (aHaNM3aTopoM) aBTOMATNHECKN.

Kaxgas egvHvMua  NpoayKuMy KOMMJIEKTYETCA  UHCTPYKUMEeW Mo

NpUMeHeHVIO, KOoTopas paspaboTaHa npousBoguTesnem ansd Poccuiickoro
pblHKa B COOTBETCTBUM C AENCTBYHOLLMMM CTaHAapTamu, COLEPXUT BCHO
HEoOOXOAMMY0  MHOPMaUMIO 4719 MNPaBWIbHOIO BbIMOSIHEHUSA TecTa U
VHTeprpeTaunv pesy/ibTartos.

M3pgenns (BapnaHtbl ucnonHeHnsa 1, 1) KOMNAEKTYTCs  MnacnopTom
3HaYeHW, B KOTOPOM COAEPXKUTCA UHADOPMAaLMA O KOHLEHTpaummM aHanmta B
Kanimbparopax, [AONyCTUMbIX npedenax  KOHTPOJbHbIX — Marepuasios,
MNCNOJ/Ib3yEMbIX /11 MPOBEAEHVSI BHY TPUIAabopaToOpHOro KOHTPO/IS Ka4vecTsa,
npu pabote ¢ Habopom FOB Turbilatex.

KomnoHeHTbl Habopa FOB Turbilatex ynakoBaHbl B KapTOHHYH KOPOOKY,
KOTOpasi o6ecrneunBaeT 3almMTy OT BO3AENCTBUS  MEXaHUYeCKUX U
KNMMaTnyeckmx (QakTopoB BO  BpeMS  TPaHCMNOPTUPOBKU/XpaHeHnsa- W«
rapaHTMpyeT yao6CcTBO Npv MPOBEeAEHNN NOrPY304HO-Pa3rpy304HbIX pPaboT.
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Storage and Stability

FOB Turbilatex should be stored in the transport or individual packaging of
manufacturer in unopened vials indoors, in a refrigerator (industrial,
laboratory), in a place protected from light. Permited temperature of FOB
Turbilatex storage and Universal Turbilatex Sample Collection Vial is below.
Freezing of product and its components of Kit and accessories is not allowed.
Contaminated FOB Turbilatex components are not for storage and usage. In
case of storage conditions product can be stored and used during the expiration
date indicated on the label. Products stored in violation of specified storage
conditions are not subject to use. Stop to use it after expiry indicated on the
product label.

Storage temperature: Reagent 1, Reagent 2, calibrators, controls - from +2 to
+8 °C; vials for collecting stool samples - from +2 to +30 °C.

To get reliable results, strict compliance with instructions is necessary.

General precautions

1 For in vitro diagnostic use only.

2. Do not use the product if pack is damaged.

3. Do not use open vials or damaged pack.

4. FOB Turbilatex contains biological material. Follow universal safety
regulations and Good Lab Practice during product applying as potential
infectious specimens.

5. All the specimen should be considered potentially hazardous. Should be
handled in the same manner as an infectious agent.

6. Sample contains preservatives such as sodium azide (<0.1%c). Don't
swallow! Avoid any contact with skin or mucous membrane.

7. Follow Good Laboratory Practices, wear protective clothing, use
disposal gloves, googles and mask to avoid such components as vials, test
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CTabnNbHOCTb W YC/I0BUS XpaHeHWs

Ha6bop FOB Turbilatex pomkeH XpaHUTbLCA B TPaHCMOPTHOM  wm
VHOMBUAY&/IbHOW YNakoBKe MNPeanpuaTUA-Npon3BoguTenss B HEBCKPbITbIX
olakoHax B 3aKpbITOM MOMELLEHUN, B XOMOAWIbHMKE (MPOMbILLIIEHHOM,
nabopatopHoM), B 3alUWEHHOM OT cBeTa Mecte. JlonyCTUMbIN
TemnepaTypHbIn pexxnm XpaHeHus Habopa FOB Turbilatex 1 npobupok gisi
cbopa o6pasuoB kKana (Universal Turbilatex Sample Collection Vial)
npeacras/ieH Hwke. 3amopadkmBaHue W3Lenvsi, KOMMOHEHTOB Habopa He
[OMNyCKaeTcA.  3arpsA3HeHHble  KOMMOHEHTbl Habopa FOB  Turbilatex
XpaHeHMI0 M UCMOMb30BaHMIO He nognexar. Mpu cobnogeHnn ycnoBuii
XpaHeHVs1 n3gesive MoXXeT XPaHUTbLCA WM UCMO/b30BaTbCs B TeYeHVe Cpoka
roAHOCTU, YKasaHHOro Ha aTnkeTke. M3penus, XpaHsawmecs npy HapyLueHum
YKa3aHHbIX YC/IOBUM XpaHeHWs, MPMMEHEHMI0 He nog/iexar. Mo ncreyeHuu
CpoKa roAHOCTU Cepun U3LEeNUs, YKasaHHOro Ha 3TUKETKe u3genvisi, ee
MPVUMEHEHME A0/MKHO ObITb MPEKPALLEHO.

TemnepatypHbIl peXXUM XpaHeHusi: PeareHT 1, PeareHT 2, kanmbparopbl,
KOHTpOnn - oT +2 no +8°C; npobupku s cbopa 06pasLoB Kana - oT +2 A0
+30°C.

Ana nonyyeHnss HageXHbIX pe3y/ibTatoB He06XoAMMO CTporoe cobsogeHmne
VIHCTPYKLUMW MO NPUMEHEHUIO Habopa.

O6LUue Mepbl NPeaOCTOPOXKHOCTA

1 W3penve npegHasHaAYeHo TOMbKO A/1A AUarHoCTUKM in Vitro.

2. He ncnonb3yiite NpoAyKUMIO C MOBPEXAEHHOM YNaKOBKOA.

3. He ncnonb3yiiTe OTKPbITblE MPOGUPKA UK NPOBUPKIM C NMOBPEXKAEHHO
YMNaKoBKOW.

4. B coctaBe Habopa MpUCYTCTBYET OMOMOTMYECKUI  MaTepual.
Obpawaiitecb C MPOAYKTOM, KakK C MOTEHUN/IbHO UHGEKLMNOHHBbIMA
ob6pasuamMu, B COOTBETCTBUM C YHUBEPCA/IbHBIMM MepamMn NPeaoCTOPOXKHOCTHU
M Hagnexallen KNMHNUYECKOM NnabopaTtopHO NMPaKTUKOA.

5. Bce aHa/m3vpyemble o6pasubl cregyeTr cuutatb MNOTEHUUaIbHO
ornacHbIMM, 1 obpallaTbCs C HAMU CreayeT TaK e, Kak ¢ MHEKUMOHHbIM
areHToMm.
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tubes, caps, probes and test tubes and vials contents. Do not eat, drink or
smoke in the working area.

8. Store and transport the product only in accordance with relevant
document section conditions. Stop using the product if these terms are
violated.

9. Stop using product after expiry indicated on the label.

10. The diagnosis of analysis results can only be made by a doctor and only
by complete information, including other patient tests and clinical condition
results. For diagnostic purposes, the results should be always associated with
the patient's medical background, anamnesis, laboratory results and other
available data.

1. For disposal of unused reagents, reagents with expired shelf life,
as well as used reagents, including test tubes containing samples of the
analyzed material, reaction mixtures, vials with reagents, tools and objects
contaminated with biological material (store and transport) in accordance
with the requirements of SanPiN 2.1.3684 -21.

12. Biological material, including tools and objects contaminated with the

material, belong to the hazard class of medical waste B.

Information about medicinal product presence in a medical device
The product is not a medicinal product and it does not contain substances used
in the pharmaceutical industry in its compound.
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6. B coctaBe Habopa B KayecTBe KOHCepBaHTa UCMOo/b3yeTcs asug, HaTpus
(<0,1%). He rnotainte! W3b6eraiite nonagaHMs Ha KOXY W CU3UCTble
060n104KN!

7. Cobniogaiite npaBwia Hagexallein nabopaTtopHor NMpakTuKu. Pabota
C MEeAMUVHCKAM U3JeNneM [Oo/DKHa MpoBOAUTBCA C  UCMO/Ib30BaHUEM
3aWnMTHOM  ogexabl  (0AHOpasoBble  MNepyatky, MeAULMHCKWIA  Xanar,
3alUTHbIE OYKM, Macka) BO WU30eXKaHWe KOHTaKTa 4YesioBeka C TakKumun
KOMMOHEHTaMN MEANLIMHCKOIO M38enns, Kak di/lakoHbI, MPOBUPKU, KPbILLKU,
30HAb! U CcOOEPXKMMOE MPOOMPOK M hNakoHOB. He ewbTe, He neiite v He
KypuTe B pabouyeli 30He.

8 XpaHuTe ©n TpaHCropTUpynTe wu3geMe TOMbKO C  CO6/04EHVEM
YC/I0BUIA, OMUCaHHbLIX B COOTBETCTBYIOLLEM pasferie AaHHOro AOKyMeHTa.
MpekpaTnTe NCnonb3oBaHne N34enns NPY HapYLLUEHUN YKa3aHHbIX YC0BUIA.

O. MNpeKpatnTb WCMosib3oBaHMe W3OeNUA MO OKOHYaHMI0 €ero cpoka
rOAHOCTU, YKa3aHHOIO Ha 3TUKETKeE.

10. AmarHo3 Ha OCHOBaHWM pPe3ysibTaToB aHa/M3a MOXXET CTaBUTbCA
TO/IbKO BpavyoM W TO/IbKO C Yy4YeTOoM MOSIHOW WHopMauny, BK/IHOYas
pesynbTarbl ApYrUX aHa/M30B W KIMHWYECKOe COCTosHMEe naupeHTta. B
OVNarHOCTUYECKUX Lensx pesysibTarbl BCerga A0/HKHbI O6biTb acCoLMMPOBaHBbI
C vcTopuein 60Me3HN naumeHTa, aHaMHe30M, pesysibTaTtamuy flabopaTopHbIX
vcenegoBaHuin U 4pyruMm UMEeLWUMMC AaHHbIMA.

1. Ona yTvmamsauym  HEeMcnosb30BaHHbIX peareHToB, peareHToB C
VCTEKLWIMM CPOKOM FOAHOCTU, a Takke WCMO/1b30BaHHbIX peareHToB, B TOM
uucsie NpPoOGUPOK, cofepXXawyx o06pasupl aHaM3Mpyemoro Marepuana,
peakUMOHHbIE CMecK, (OIaKoHbI C peareHTamm, MHCTPYMEHTbI U NPEeAMETbI,
3arpsi3HeHHbIE BMONOTMYECKM MaTepuasioM (XpaHnTb U TPaHCMOPTUPOBAaTh)
B COOTBETCTBUM C TpeboBaHusiMm CaHllMnH 2.1.3684-21.
12.Bmnonornyeckmini - Matepuan, BKIKOYAA UHCTPYMEHTbl U MNpeameThl,
3arpsi3HEHHbIE MaTepuasiom, OTHOCATCA K K/acCy OnacHOCTU MeAVLHCKMX
OTX040B
VHhopMauma o Hanuumn B MeVLUMHCKOM U3AeNN JIeKapCTBEHHOIO
npenapara
V3penvie He SABNSIETCA SIEKAPCTBEHHbIM CPEACTBOM W HE COAEPXXUT B CBOEM
cocTaBe BeLLEeCTB, UCMO/b3yeMblX B (hapMaLeBTUUECKOW OTpac/v.
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Environmental protection requirements and medical device disposal
procedure

1. Product components do not contain toxic and explosive substances to pose
environmental threat and medical personnel health.

2. After test completing remove the used vials of reagents, calibrators, controls
and samples from the analyzer.

3. FOB Turbilatex components contain biological material. Product Disposal
as well as tools and objects contaminated by biological material, should be in
protective clothing (gloves, medical gown).

4. Disposal and destruction ofthe FOB T urbilatex Kit (used, unused, unusable,
including with damaged packaging, due to expiration date and/or non-
compliance with the regulated regime of storage, transportation and use)
should be carried out in accordance with the requirements of SanPiN 2.1.3684-
21 for the disposal of medical waste of class "B.

5. Biological material including tools and objects contaminated by material,
belong to medical waste B hazard class.

6. To dispose of the kit components, use suitable containers to avoid
environmental pollution.

Installation, adjustment, calibration and other actions necessary for
putting a medical device into operation
Not applicable.

Requirement for premises to install (assembling) medical device is
supposed to be
Not applicable.

Requirement for persons to be qualified and trained to install
(assembling) medical device is supposed to be

Not applicable.
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TpeboBaHUs OXpaHbl OKpYXKatoLle cpedbl M NOPSAAOK YTUM3aummn
MegULMHCKOro nsgenuvsi

1 KOMMOHEeHTbI U3OeNnA He CoAepXKaT TOKCUYHLIX U B3PbIBOOMACHbIX
BELLECTB, MNPEACTaBNAWMX YIPo3y OKpyXKalolled cpedbl M 300pPOBbHO
MeULIMHCKOro nepcoHasia.

2. MNocne 3aBeplleHnss TecTa YAaMTE WCMO/b30BaHHble (ONaKoHbl C
peareHTamu, Kanuépartopamm, KOHTPOMIAMU 1 obpasuamn 13 aHanmsaropa.

3. KomnoHeHTbl Habopa FOB Turbilatex copepxar 6monornyeckuin
Marepvan. YTunamsauus usgenus, a Takke WHCTPYMEHTOB W MpenmeTos,
3arpsA3HEHHbIX  BUOIOTMYECKM  MaTepuasiom, [LO/DKHA NpoBOAUTLCA €
MCMO/Ib30BaHVEM 3aLLMTHOM oaexxapbl (NepyaTtky, MeAMLMHCKNI Xanar).

4. YTunnsauuyo n yHmdtoxkeHme Habopa FOB Turbilatex (Mcnons3oBaHHOrO,
HENCrNoNbL30BaHHOro, npuweawero B HENPUrogHocTb, B TOM 4ucne C

NOBPEXXAEHHOW YMNaKOBKOW, B CBA3M C UCTEYEHMEM Cpoka rogHoCTU wwm

Hecob6oAeHVEM pernameHTMpoBaHHOIo pexvma XpaHeHus,

TPaHCNopTMPOBaHNA W MPUMEHEHUST) MPOBOAUTL B  COOTBETCTBUM C

TpeboBaHusMn CaHlMuH 2.1.3684-21 K yTunmusaumm MeanumMHCKUX 0TXO0A0B

Knacca «b.

5. Buonornyeckuini martepvan, BKIOYAs WHCTPYMEHTbl W MpeaMeTbl,

3arpsi3HEHHbIe MaTepuasioM, OTHOCATCA K KacCy OnacHOCTU MeLULMHCKMX

otxoaos b.

6. Ona yTuamsauym  KOMIMOHEHTOB Habopa WCMonb30BaTb MNOAXOAsLIME
KOHTelHepbl BO U36eXaHve 3arpsa3HeHVst OKpy>KatoLLeil cpeapl.

YcTaHOBKa, MOHTaX, HacTpoOMKa, KanmbpoBKa W WHble AOeAcTBUS,
HeobxoauMbIe 4151 BBOAA MEANLIMHCKOIO U3AeNns B sKCnyaTaumio
He npuvmeHumo.

TpeboBaHMe K MOMELLEHUAM, B KOTOPbIX MpearnosiaraeTcsa ycraHoBKa
(MOHT&XK) MEAMLMHCKOIo N3aenns
He npumeHunmo.

TpeboBaHVe K NOArOTOBKE WM KBaNIM(PUKALINK JINL, OCYLLECTBAIOLLNX
yCTaHOBKY (MOHTa>XK) MeAULIMHCKOro 13aenms
He npumeHmmo.
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Requirements for checking of medical device correct installation and its
readiness for safe operation
Not applicable. Product is not subject to installation and maintenance.

Information about sterile medical device condition

FOB Turbilatex is a non-sterile medical device. FOB Turbilatex usage is in
non-sterile in vitro conditions in analyzer. All precautions are aimed to prevent
product components from human body and environment entering, as they
include biological material that is considered potentially dangerous.
Precautions for product handling are described in the relevant section of this
document.

Components sterilization and disinfection - not applicable.

Information of human and animal origin materials

CERTEST BIOTEC S.L. duly registered in accordance with Spanish law,
specializing in the research, development and production of "in vitro™ products
for clinical diagnostics. The company confirms that all reagents and/or
components of the FOB Turbilatex do not contain animal or human cells,
tissues and/or their derivatives.

Manufacturer informs compound of this kit contains components of biological
origin. Protein (human hemoglobin) in calibrators and controls was obtained
from healthy, properly tested donors and does not bring any danger. Animal
origin materials (antibodies) used in production were accompanied by an
official veterinary certificate of animal health state.

Animal origin components are from healthy animals under veterinarian
supervision, they are not susceptible to infectious, contagious and parasitic
diseases. Nevertheless, product should be handled the same way as a
potentially dangerous vector of infectious diseases, using personal protection,
as well as thoroughly washing hands after product usage.
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TpeboBaHUs O NPOBEPKM  MPaBW/IbHOCTU YCTAHOBKWU  (MOHTaXa)
MEAMLMHCKOIO W3Je/Msi U ero rOTOBHOCTM K 6e3onacHoi paboTe
aKcrnyatauum
Fie npumeHumo. N3genvie He NOANEXUT YCTAHOBKE, MOHTaDKY, TEXHUUECKOMY
06CNY>KMBaHUIO.

VHhopmMaLmsa o CTeEpUIbHOM COCTOSSHUM MeQULIMHCKOIo 13aenmsi

Habop FOB Turbilatex sBnsieTcs HecTepuibHbIM MEAULMHCKUM UN30EMNEM.
Pabota ¢ Habopom FOB Turbilatex ocylwiectBnseTca B HeCTepusbHbIX
ycroBusiX in Vitro Ha 6opTy aHasm3atopa. Bce Mepbl MPeaoCTOPOXKHOCTU
HanpaB/ieHbl Ha MNpegoTBpalleHNe MornagaHUs KOMIMOHEHTOB M3Aennsa B
OpraHu3m 4esioBeka 1 OKPY>KaloLLLyto cpefy, MOCKO/IbKY OHU U3rOTOBJ/IEHbI C
MCMO/b30BaHMEM GUOMOrMYEcKOro mMarepuana, KoTopblii paccmarpuBaeTcs,
KaK MOTeHUMa/IbHO oOrMacHbIi. Mepbl NpegocTOpPOXXHOCTK Mo paboTe C
M30ENMEM N3/I0XKEHbI B COOTBETCTBYHOLLEM pasaene 4aHHOro AOKYMEHTA.
Crepunuzaumst 1 ge3nHpeKLMst KOMNOHEHTOB Habopa —He NMPUMEHUMO.

CeefileHNs 0 Marepuaniax YesioBeYECKOro 1 XXMBOTHOIO MPOUCXOXKAEHUSA
CERTEST BOTEC S.L., KOMMaHws, [LOJDKHbBIM obpazom
3aperncTpypoBaHHas B COOTBETCTBMM C 3aKoHOAATesNibcTBOM VicnaHun,
CreLaM3npyoLLasicad Ha WCCNeAoBaHUSX, pa3paboTKe U MNPOM3BOACTBE
MPOAYKTOB «in Vitro» ANsi KIMHUYECKON ANArHOCTUKM, MOATBEPXAAET, UTO
BCE peareHTbl W/WiM KOMMOHEHTbI Habopa FOB Turbilatex He copepxxat
YXMBOTHbIX WM Yesl0BEeYECKMX KITETOK, TKaHel W/win nx Npon3soaHbIX.

MponssognTesb coobLLaeT, YTO B COCTaBe cogepykarca Habopa KOMIMOHEHTbI
OUOMIOTMYECKOTO  MNPOMCXOXKAEHUsS.  Benok  (remornobuH  4YesoBeka),
MPUCYTCTBYIOLUIA B COCTaBE Ka/IMbpPaTopoB M KOHTPOsEi, Obil MosiyveH oT
3[0pP0BbIX, MPOBEPEHHbLIX AO/MKHLIM 06Pa30M [AOHOPOB M HE HECET KaKoii-
60 onacHocTU. MaTtepuarnbl >XMBOTHOFO MPOMCXOXKAEHUS (aHTUTeNa),
ncnosib3yemble Npy MPOU3BOACTBE Habopa, COMPOBOXAA/IUCH ohULIMaIbHBIM
BETEPUHAPHbLIM  CBUAETE/NIbCTBOM O COCTOSHMM  340POBbSI  YKMBOTHbIX.
KOMMOHEHTbI YXMBOTHOIO MNPOUCXOXAEHUSA OblIM MO/TyYEHbl OT 300POBbIX
YXVBOTHbIX MOA, HabntogeHeM BeTepuHapa, KOTopbie He Obi/I MOABEPIKEHDI
MHQEKLMOHHBIM, 3apa3HbiM U MNapa3uTUYeckmMm 3abosieBaHnsIM. TemM  He
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Information about nature, type, intensity and distribution of medical
device radiation
Not applicable.

Medical device Marking
Symbols list of FOB Turbilatex on the label below.

Symbol  Symbol description Symbol  Symbol description

Medical product for in A Caution! Refer to the
VD vitro diagnostics instructions

Consult instructions for

use Use by
VAL -

K Keep away from sunlight  |r e f | Catalogue number
Keep dry LOT Lot number
Temperature limitation 1Cont 1 Compound

I/I” Manufacturer Barcode
Biological risk QR-code
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MeHee, C 13aenreM HeobxoayMO 06paLLaThC Tak Xe, Kak U C MoTeHUManbHO
onacHbIM MEPEHOCUNKOM MHMEKLIMOHHLIX 3a60/1eBaHNi, UCNOb3ys cpeacTea
VHAVBMOYa/IbHOW 3allnThl, a Takke TwaTe/lbHO MbiTb PYKM Moc/ie paboTbl C
v3genmem.

MHopmauma o npupoge, Tune, WHTEHCUBHOCTU W pacnpegeneHnn
N3nyvyeHnsa MeauUnHCKOro nigenvs
He npumeHumo.

MapKnpoBKa MeaNLMHCKOro M3aenus
MNepeyeHb CMMBOJIOB, MCMOJ/b3YEMbIX Ha 3TUKETKe Habopa FOB Turbilatex,
npeacrasfieH B Tabnuue.

Cumon  OnucaHue cMmBona CumBon OnucaHue cumBoOia
OcTopoXxHOo!
MeauuyHcKkoe — vsgenve A Ob6partutech K
VD LS AMarHOCTUKM in vitro VHCTPYKLUUN rno
MPUMEHEHNIO
O6paTtuTtech K
MHCTRY KU ro Mcnonb3oBatb 00
C® NMPUMEHEHWNIO
He gonyckarb
o/-.. BO3AEVCTBIST CO/THEYHOIO Howmep no kartasiory
X cBeTa REF (KaTanioxHblIii Homep)

Kog naptvv (Home
Bepeub OT Braru LOT A_nap ( P
niota)
Mpenen Temneparypsbl
. (XpaHeHus1 7
Cont CocraB u3genus
I TpPaHCNOPTUPOBKN)
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Logo CE mark

CE

Prohibition of re-use

V

Label also includes "For professional use".

Quantity in the package ( D

Transportation

Product transportation should be realized by all types of covered transport in
accordance with the current rules of transportation. Transportation can be in
the temperature condition: FOB Turbilatex : from +2 to +8 °C; Universal
Turbilatex Sample Collection Vial: from +2 to +30 °C.

Transportation is possible only in compliance with storage conditions. Product
and accessories freezing is not allowed. Products transported in temperature
violation are not subject to use.

Products in transport packaging are resistant to the mechanical factors effects
that occur during transportation.

Guarantee

Manufacturer confirms it has not had any indication to date that this product
caused or contributed to adverse events, undesirable phenomena or corrective
actions related to safety.

Product has not warranty service.

Manufacturer guarantees the quality, effectiveness and safety, unacceptable
risk absence of harm to life, human health and the environment during FOB
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i i i i lNpowu3soanTesnb LLITpUXKOA
Bronormnyeckunii puck I I I QR-kop
Jlorotmnn C=€ CE mapka

3anper Ha NoBTOpPHOE
npuveHeHmne

V

da 3TMKeTKy MeAMUVHCKOro u3Oenns Takke HaHOCUTCA Haanuch «/s
npodecCMOHaNIbHOIO MPUMEHEHUST>.

YcnoBuA TpaHCNOPTUPOBKU

TpaHCnopTUPOBKa M3AeMA  AO/DKHA  OCYLLECTBAATLCA BCEMM  BUOAMM
KPbITOrO TpaHcrnopTa B COOTBETCTBUM C [AEACTBYHOLMMMK  MpaBuiamm
MepeBO30K.  YC/IOBMSA  TPaHCMOPTUPOBaHWUS  OCYLLECTBASAOTCA  Mpw
[ONyCTUMOM TemrnepaTypHOM pexuve: Habop FOB Turbilatex: oT +2 go
+8°C; npobupku g/ cbéopa obpasuos kata (Universal Turbilatex Sample
Collection Vial): ot +2 no +30°C.

TpaHcnopTUPOBKa BO3MOXKHA TOSIbKO C COGMIOAEHVEM YC/IOBUIA XPaHEHUS.
3amopaykuBaHVe N3genms He gonyckaetcs. V13genms, TpaHCNopTUpPOBaHHbIE C
HapyLUeHVEM TEMMEepPaTypPHOro pexxvva, NMNPUMEHEHWIO He Mog/iexxar.
Vispensi B TpaHCMOPTHOW  YMaKOBKE  YCTOWMYMBbLI K  BO3AENCTBUIO
MEXaHNYECKNX (DaKTOPOB, BO3HMKAIOLLMX MPW TPaHCMOPTMPOBKE.

KosinyectBo B ynakoBKe

FapaHTUiiHbIE 06s13aTeNbCTBA

Mpou3BoauTeNb NOATBEPKAAET, UTO [0 HACTOSILLEFO BPEMEHW OH HE UMEN
KakKUX-Mbo YyKazaHWii Ha TO, 4TO JAaHHbli NPOAYKT Bbi3bIBA/T WM
Croco6CTBOBa/T HEGMAroNPUATHLIM COGLITUSIM, HEXesaTe/lbHbIM SBEHVSIM
WM KOPPEKTUPYIOLLIMM AEHCTBUSIM, CBSA3aHHBLIM C 6E30MacHOCTbLHO.

V3genvie He NOANEXUT rapaHTUHOMY 06C/TYXKMBAHWIO.
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Turbilatex using for its intended purpose under the conditions provided by
instruction.

Manufacturer's warranty obligations apply from the date of manufacture and
for medical device expiry, subject to proper transportation, storage and
operation.

If it is necessary to get advisory support or in case of products quality
questions, contact the authorized representative of the manufacturer in Russian
Federation territory.

List of the Russian Federation national
confirming the quality of medical device

standards for products

Standard Name

I1SO P 51352

-2013 In vitro diagnostic medical devices. Test methods

1SO P 51088 Medical devices forin vitro diagnostics. Reagents, reagent kits, test systerms,
2013 control materials, nutrient media. Requirements for products and supporting

documentation

EN 1SO 2364{ In vitro diagnostic medical devices - Evaluation of stability of in vitro diagnostic

-2015 reagents

%)15181131 In vitro diagnostic medical devices - Information supplied by the manufacturer
B (labelling) - Part 1; Terms, definitions and general requirements

ISO 181132 In vitro diagnostic medical devices — Information supplied by the manufacturer
-2015 (labelling) - Part 2: In vitro diagnostic reagents for professional use.

'28’235229’ 1 Medical devices — Symbols to be used with information to be supplied by the
- manufacturer — Part 1. General requirements

1232114971 Medical devices. Application of risk management to medical devices.
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MponzBognTenb rapaHTUpyeT KaudecTBO, 3PMEKTMBHOCTL U 6e30MacHOCTb
MEANLVHCKOrO U13aenusi, OTCYTCTBME HeAOoMNyCTUMOro pucka MNpUYMHEHUS
Bpeda >KW3HW, 3/[I0pOBbI0 YesioBeKa U OKpy>Xalouwleid cpege npu
ncnonb3oBaHMM Habopa FOB Turbilatex no Ha3Ha4yeHWO B YCMOBUSIX,
npeayCcMOTPEHHbIX MHCTPYKLUMEN MO NPUMEHEHMIO.

MapaHTUiiHbIE 06s3aTeNibCTBa MNPOM3BOAUTENSA PaCMpPOCTPaHSITCA C Aarthl
M3roTOB/IEHNS 1 Ha Mepuof, Cpoka rogHOCTM MeAMUMHCKOro v3genus, npu
YCNOBUW Hag/ieXXallero TpaHCMoOpTUPOBaHWS, XpPaHEHWST 1 3KCITyaTauyn.
Mpn HeobxoAMOCTM MOJTYHEHUSI KOHCYNbTATUBHOWM MOAAEPXKKUM Wn B
C/ly4ae BO3HWKHOBEHMSI BOMPOCOB MO KayecTBy MPOAYKLMM obpaliaTbCa K

YMNO/IHOMOYEHHOMY  MNpPeacTaBuTeNi0  MNPOU3BOAUTENIA  Ha  Tepputopumn
Poccuiickoin depgepaumn.
MepeyeHb  HauMOHasIbHbIX CTaHAapToB P®  Ha  npoayKuuio,
FoOCT HavveHoBaHve
TZOO(;-CIS— P 51352 MeayiumHCKVE VBOenns st ANarHOCTUKM MH BUTPO. MeTogpb! CTbITaHWi
FOCT P 51088 MeayLmHCKVe 13aenmis i AMarHOCTUKN MH BATPO. PeareHTbl, Habopb|
2013 peareHToB, TECT-CUCTEMbI, KOHTPO/IbHbIE MaTepuasibl, NUTaTe/bHbIE CPeabL.
) TpeboBaHVA K M30eMAM 1 NOAAEPHUBAIOLLIEN [OKYMEHTALWN
rz(:)é,go?zglfso Boenna MeayupHCKVe A AMarHOCTUKK in vitro. OueHKa CTabuibHOCTU
peareHToB /19 ANarHOCTVIKU in Vitro
FOCT P CO MemmupHekve  wv3gervis oA OuarHocTUKM - in o vitro.  ViHdopviaLys,
18113-1-2015 npegocTae/iieMas  U3rotosutesieM  (MapkmpoBeka). Yacte 1 TepMuHbI,
onpeaeneHsa 1 obLLye TpeboBaHMA
FOCT P CO MemaupHekve  vizgerva s AMarHocTVKM  in vitro.  IHchopviaLws,

18113-2-2015 npeaocTae/isemasl usrotosutenieM (MapkvpoBka). Yactb 2. PeareHTbl s

[OVarHOCTUKM in Vitro A8 npodeccoHaibHOroO MpUVeHeHNS

FOCT PIUNCO
15223-1-2020

Boenva  memyupHckve. CYMBOSbL,  MPUMEHSEMbEE MPY MapKPOBaHN

MEONLINHCKVIX MBOEMNIA, Ha STUKETKaX M B COMPOBOAUTE/BHOM AOKYMEHTALAN.
Yactb 1 OcHOBHble TpeboBaHVA
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ISO 17511 In vitro diagnostic medical devices. Measurement of quantities in biological samples.

2011 Metrological traceability of values assigned to calibrators and control materials.

SanPiN Sanitary and epidemiological requirements for the maintenance of urban and rural

26‘1n3'684 settlements territories, for water objects, drinking water and drinking water supply
Pt 1 to the population, atmospheric air, soils, residential premises, operation of industrial
A2 public premises, organization and conduct of sanitary and anti-epidemic (preventive)

measures
References

1 Towler BP, Irwig L, Glasziou P, Weller D, Kewenter J. Screening for
colorectal cancer using the faecal occult blood test, Hemoccult. Cochrane
Database Syst Rev. 2000;(2)CD001216.

2. Ransohoff DF and Lang CA. Screening for colorectal cancer with the
Fecal Occult Blood Test: a background paper. Ann Intern Med. 1997; 126:
811-822.

3. Ransohoff DF and Lang CA. Suggested technique for Faecal Occult
Blood testing and interpretation in colorectal cancer screening. Ann Intern
Med. 1997; 126: 808-810.

Manufacturer

CERTEST BIOTEC S.L.

Pol. Industrial Rio Gallego 11, Calle J, Nel,
50840, San Mateo de Gallego, Zaragoza (SPAIN)
Tel.:+34 976 520354

e-mail : certest@certest.es
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roct CO VBoeniin MegmupHekve. MpUVEHEHVIE MEHEDKIVIEHTA PUCKA K MEIVILMHCKAM

14971-2021 VIBOE/VIAM.
FOCT VICO VBvepeHv/ie BeMMMH B GUOMOrMYecKVX  obpasliax.  MeTpororyyeckas
17511-2011 MPOCTIEXVIBAEMOCTb 3HAYEHIA, MPUMCAHHBIX KayIBpaTopam 1 KOHTPO/TBHBIM
mvarepviasiam.
CaHVTapHO-3NMVAEMVONIOTYECKVE TPEOOBaHUA K COAEPMaHVIIO TeppUTOpUiA
CanrH-2021 rOPOACKMX M CeNbCKUX MOCEMNEHWN, K BOAHbIM OObEKTaM, MUTLEBO BOOE U
13684 NUTLEBOMY BOLOCHAGKEHMIO HacereHUsl, atMOoChepHOMY BO3yXy, MO4BaM,
" HWIbIM MOMELLIEHVAM, 3KCTUTyaTalyin NMPOM3BOACTBEHHbBIX, OOLLIECTBEHHbIX
MOMELLIEHNIIA, opraHn3aLmmn " NpoBeeHNIO CaHUTapHO-
MPOTVBOSNUAEMNYECKMX (NMPOINIAKTUYECKMX) MEPONPUSTTUi
Nntepatypa

1 Towler BP, Irwig L, Glasziou P, Weller D, Kewenter J. Screening for
colorectal cancer using the faecal occult blood test, Hemoccult. Cochrane
Database Syst Rev. 2000;(2)CD001216.

2. Ransohoff DF and Lang CA. Screening for colorectal cancer with the
Fecal Occult Blood Test: a background paper. Ann Intern Med. 1997; 126:
811-822.

3. Ransohoff DF and Lang CA. Suggested technique for Faecal Occult
Blood testing and interpretation in colorectal cancer screening. Ann Intern
Med. 1997; 126: 808-810.

MpounssoguTesb

CEPTECT BMUOTEK C.J1., NcnaHus,

CERTEST BIOTEC S.L., Pol. Industrial Rio Gallego Il, Calle J, Nel,
50840, San Mateo de Gallego, Zaragoza (SPAIN)

Ten.: +34 976 520354

dneKTpoHHas nodra: certest@certest.es
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Authorized representative in the Russian Federation territory

la , Gruzovaya street, Pushchino, Moscow region, Russia, 142290,

“DIAKON” JSC

Tel.: 007-495-980 63 38
Fax; 007-495-980 66 79
e-mail: sale@diakonlab.ru
website; www.diakonlab.ru

Edition 01.
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Approval date: ***

YNonHOMOYEHHbI NpeacTaBUTeNb Ha TeppuTopun P®

142290, MockoBcKasi 061acTb, I. MywmHo yn. py3osas, 4. la

AO «OVNAKOH>»

Ten. +7 (495) 980-63-38, +7 (495) 980-63-39, thakc +7 (495) 980-66-79
AnekTpoHHaAa noyta: sale@diakonlab.ru

Caiit: www.diakonlab.ru

Bepcna 01 [JaTa yTeepKaeHus: ***
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../MONIO POR EXHIBICION.m Yo,

SEGURA, Notario del Illustre Colegio
residencia en Zaragoza, DOY FE:
presentes fotocopias extendidas

folios de papel timbrado,

para documentos notariales, de la
y los anteriores
correlative, reproducen exacta e

de agosto de 2023.- Anotado en el
Seccion 2*, con el numero MB3.—.
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PAPEU E>CLUSIvn P«3A OOCUMENTOS NOrAIfIAUS

HF6592776

2022
o\,

El presente folio es el agregado al documento en el que figura la fmna de
D. JUAN RAMON ALLUE SEGURA

APOSTILLE
(Convention de la Haye du 5 octobre 1961)

1,- Pais: Espana

Country / Pays:
El presente documento publico
This public document/ Le present acte public
2. - ha sido firmado por D. JUAN RAMON ALLUE SEGURA

has been signed by
a été signd par

3. - quien actua en calidad de NOTARIO
acting in the capacity of
agissant en gualllé de

4. -y esta revestido de su sello /timbre
bears the seal / stamp of
est revetu du sceau / timbre de

CERTIFICADO
Certified/Attests
5.- en Zaragoza 6.- el dia Veintiocho De Agosto De 2023
At/a the /le
7, - por el. Decano del llustre Coleaio Notarial de Aragon
By/par
8, - bajo el Numero 5019/23
Ne /sous n®
9.- Sello /timbre 10.- Firma
Seal/stamp: Signature / Signature:

Sceau / timbre:

(D. JOSE MANUEL MARTINEZ SANCHEZ, con
ada del Decano.)

Esta Apostilla certifica unicamente la,aj3ertwcidad de la firma, la calidad en que el signhatario de! documento haya
actuado y. en su caso, la identida”™”Isello o timbre del que e! documento publico est6 revestido. Esta Apostilla
no certifica el contenido del documento para el cual se expidio.

This Apostille only certifies the authenticity of the signature and the capacity of the person who has signed the
public document, and, where appropriate, the identity of the seal or stamp which the public document bears. This
Apostille does not certify the content of the document for which it n-as issued.

Cette Apostille atteste uniquement la veracitd de la signature, la qualite en laquelle le signataire de I'acte a agi et.
le cas écbéanl, l'identite du sceau ou timbre dont cet acte public est revetu.Cette Apostille ne certifie pas le
contenu de I'acte pourlequel elle a é!é éT13e.
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MepeBOA, C UCMIAHCKOI0 M aHI/IMIACKOT0 SA3bIKOB Ha PYCCKMIA A3bIK

CMEUVATTIBHAA BYMATA /13 HOTAPUAJIbHBIX IOKYMEHTOB

1172022

/nognuck/

Mevarb: HOTAPUNYC

XYAH PAMOH A/NbKO3 CEIrYPA//

CAPATOCA

FepboBas mapka

OdhmumanbHbIi 3HaK HF6784593

YtBepykaeHo CEPTECT BUOTEK C.J1. (CERTEST BHOTEC, S.L.)
50840, CaH MaTteo ge lNanbero, Caparoca (/icnaHus),

yn. J, Ne 1, npombiwineHHas 3oHa Puo lansero i

MecTto nognucu Caparoca

FeHepanbHbI gupekTop HenbcoH MoHcaneec depHaHaec
Wramn komnaHuu

/nognucek/

Meuatb:

Ceprect buotek C.J1. (Certest Biotec S.L.)

50840, CaH Mateo ge lNanbero, Caparoca (VicnaHus),
yn. J, Ne 1, npomebillnieHHada 3o0Ha Pyo Nansero Il
HOC Ne B50946854 Ten.: (+34) 976 520 354

certest@certest.es

NHCTPYKUMS NO MPUMEHEHMIO

/ TeKcT ay6nmpyeTcs Ha pyCCKoM s3blke /
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CMEUVATIBHAA BYMATA )17 HOTAPUAJTbHBIX IOKYMEHTOB

epboBas mapka
2022 OdmumanbHbI 3HaK HF6784577

Meuvatb: HOTAPNYC
XYAH PAMOH ANBbKO3 CETFYPA//
CAPAITOCA

CBMAOETE/IbCTBOBAHWE MOANMMNHHOCTW noaAnmMcn. 4, XYAH PAMOH AJIbHO3
CETYPA, HOTapuMyCc HOTapuasibHOM nNanartbl AparoH, Beayuwimii gesatenbHocTb B Caparoca,
YOOCTOBEPAK : uto Hactosiwme hoToKONMU, pasMellleHHble Ha ABajuaty ceMy cTpaHuuax
rep6oBoii bymaru /i1 UCKNKYNTENIBHOIO UCMNO/b30BaHUA B HOTapUasibHbIX OOKYMEHTaxX, cepusi
HE Howmep 6784593, n npegplaywime agBaguath LECTb B 06paTHOM COOTBETCTBYHOLLEM MOPSAKE,
TOYHO M MNO/IHOCTLH BOCMPOM3BOAAT COOTBETCTBYHOLWUIA OPUTMHAJT JOKYMEHTA, NPEeabsBEHHbIN
MHE 3aVHTepecoBaHHOM CTOPOHOW, KOTopas MnoATBepausia MHe, UYTO cofepykaHue AOKyMeHTa
ABNAETCA 3aKOHHbLIM, TaK KaK OH HanucaH Ha A3blke, KOTOpbIM A He Brageto. -Caparoca, 22
aBrycrta 2023 roga.- B KHure yueTta OKyMeHTOB, pasgen 2-ii, nponssegeHa 3annck Homep 480.-

/nognuce/

OdmupmanbHas neyarb:

HOTAPVANIbHOE 3ACBUAETE/IbCTBOBAHWE
FEHEPAJIbHbIV COBET

HOTAPUATA NCMNAHUN

EBPOMENCKUW HOTAPUAT

0280421320

HakneeHa MapKa rocrnolw/inHbI:
MEYATb JIETUTUMAL W
N NETATTN3ALUNN
HOTAPUNAJNTBHAA MANATA

/noanuck/

Mevatb: HOTAPNYC
XYAH PAMOH ATbKO3 CEIrYPA//
CAPAITOCA

/noanuce/

OBavlbHasA neyartb:
HOTAPVMANbHAA MAJTATA

APATOH

OBavlbHas nevatb:
HOTAPVMANBbHAA MANATA

APATOH
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CTNEUHAJIGHASA BYMAF A JTIs1 HOTAPHAJIBHBIX IOKYMEHTOB

I'epbopas Mapka

OduunanbHLI 3HAK

2022

HF6592776

Janubifi NHCT NPUIAraeTCs K HOKYMEHTY, B KOTOPOM CTOMT NOANHCH
-HA XYAH PAMOH AJIbIOD CEI'YPA

AIIOCTHJIb

(T"aarckas KoHBeHIHA OT 5 okTAOPa 1961 roaa)

1. Tocynaperso: Hcnanus

Hacrosmuii opHUHAALHBIH JOKYMEHT

2. mommucau: 2-vom XYAHOM PAMOHOM A/1h 103 CEYPA

3. meiltcrBylomeii B kauecrse HOTAPHYCA

4. cKpenIeH Ne4aTHIO/MTAMIIOM

YaocroBepeHo

5.8 Caparoca

6. nara

Apazuatb BocbMOro asrycra 2023

7. KeMm npedcedamenem HomapuanbHoi naramet Apazou

8. 3anomepom 5019/23

9. IeuaTn/miTaMn:
OBassHAR NTE9ATH:
HOTAPHUAJNIBHA A ITAJIATA
APAI'OH

10. MMoanucs:

/noonuce/

(r-1 ®EPHAHZO XUMEHEC BHJIbAP,
TIOANMACAHO OT HMEHH NpeJce/IaTeNs )

Jannoiit Anoctuns YAOCTOBCPACT TONBKO NMOAIRHHOCTE NOANUCH A NOMKHOCTD JTHUA, NOANUCABIIETD AOKYMENT, 8 TAKHE

TNOANHHEOCTE DCYATH MITH LITaMNa, KOTOPLIMH CKPETUICH JIOKYMCHT.

OBajbnag me9aTh:

HOTAPHAIJIbHAS ITAJIATA APAI'CH
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Hannuit AMOCTHITE HE YOCTOBEPAST CONCPRAHHE JOKYMEHTA, A KOTOPOTO OH HAMAM.

Oduunaannas newars:

HOTAPUAABHOE 3ACBHUJIETEJIbLCTBOBAHHUE

TEHEPAJIbHBIN COBET
HOTAPHUATA VCITAHUU
EBPONEACKUN HOTAPUAT
0285477130

Hameeua MapkKa roCrcluIHHEL:
TIEYATD JIETUTUMALIAU

U JIETAJIM3ALIMHA
HOTAPUAJIBHAS TTAJIATA
A082312511




MepeBoA fAHHOTO TEKCTAa C UCMAHCKOI0 M aHT/IMIACKOTO A3bIKOB HAa PYCCKUM A3bIK caesaH MHOWN
nepeBoAYMKOM ABAOW NHONW HaTanbeii AHATONbEBHOIN,

Poccuiickaa depgepaynd
flopos MockBa
ABaguaTb NepBOro ceHTA6GPSA ABe ThicA4YN ABajuaTb TpeTbero roaa,
A, Aknmos 'neb bopucosuy, HoTapuyc ropofa MockBbl, CBUAETENLCTBYIO
NOA/MHHOCT b NOANMUCK NepeBoYMKa ABAOWMNHOM HaTauyby AHATO/IbEBHbI.
Mognuck caenaHa B MOEM NMPUCY TCTBUWN.

JInyHOCTb nognucaBLUEro OOKYMEHT YCTaHOB/IEHA.

3aperncTpuposaHo BpeecTpe: Ha 77/09-H/77-2023-
YnnaueH EAMMuLLLW{ne HoTapucTbHOro aeicTeus: 400 py6. 00 kon.

HoTapuyc
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