ORDIN DE PLATA NR.: 1336 TIP.DOC. 1
DATA EMITERII:10 mai 2022

PLATITI: 70-00 LEI: Saptezeci lei 00 bani
PLATITOR: (R) "BIOSISTEM CONTUL DE PLATI/CODUL IBAN
MLD" S.R.L. MD95ML000000002251429243

CODUL FISCAL :1010600028048 /

PRESTATORUL PLATITOR CODUL BANCII:

BC"Moldindconbank"S.A. suc."Invest" Chisinau :MOLDMD2X329:
BENEFICIAR (R) Serviciul M CONTUL DE PLATI/CODUL IBAN

edical al Ministerului Afacer MD25TRPCAA518410A00578AA

ilor Interne CODUL FISCAL :1006601000783 /
PRESTATORUL BENEFICIAR CODUL BANCIT:
Ministerul Finantelor - Trezoreria de Stat : TREZMD2X
DESTINATIA PLATII:/P102/70,00 Pentru gar: TIPUL TRANSFERULUI

antia pentru oferta la procedura de achi: NORMAL/URGENT :N:
zi?ie publica nr. ocds-b3wdpl-MD-1650455: :
294445 din 11.05.2022 :

CODUL TRANZACTIEI:101:
DATA PRIMIRII:10/05/2022 : SEMNATURILE
DATA EXECUTARII: : EMITENTULUI

CONDUCATOR:Web Poiata Vitalie :
MIIGYwYJKoZIhvcNAQcCoIIGVDCCBIACAQExCzAIJBgUrDgMCGgUAMASGCSgGSIb:

DQEHAaCCBGwwggRoMI IDUKADAGECAhNHAACibilrgFksQ0G4AAAAAKNUMAOGCSq:
SIb3DQEBCWUAMCIxIDAeBgNVBAMTFONFULQxLUNBLU1vbGRpbmRjb251iYW5rMB4

DTIxMDEyODExMzgwNVoXDTIOMDEyODEXNDgwNVowgZ 8xCzAJBgNVBAYTAkKIEMRA :
gYDVQQOIEwdNb2xkb3ZhMREwDwYDVQQHEWhDaGlzaW5hdTEWMBQGA1UEChMNQm1

(semnatura electronica)
CONTABIL-SEF:Web Nasedchin Alexandr :
MIIGZwYJK0oZIhvcNAQcCoIIGWDCCB1QCAQExCzAIJBgUrDgMCGgUAMASGCSgGSIb3:
DQEHAaCCBHAwWGGRSMI IDVKADAGECAhNHAAC] cahRKgbJeg8QAAAAAKNKMAOGCSAG
SIb3DQEBCWUAMCIxXIDAeBgNVBAMTFONFUlQxLUNBLUlvbGRpbmRjb25iYW5rMB4X
DTIxMDEyYODExMzkxOFoXDTIOMDEyODExXNDkxOFowgaMxCzAJBgNVBAYTAk1EMRAW :
YDVQQIEwdNb2xkb3ZhMREwWDwWYDVQQOHEwWhDaGlzaWS5hdTEWMBQGA1UEChMNQm1v

L.S. (semnatura electronica)
CONDUCATOR:

(semnatura manuala)
CONTABIL-SEF:

(semnatura manuala)
SEMNATURA PRESTATORUL L.S.

MOTIVUL REFUZULUL DghMWs@mﬂbyP&MthMkL'

____________________________ Date:2022.05-1016:33:0 EEST
Reason: MoldSign Signature
Location: Moldova




Anexa nr.7.2 la Instructiunea
aprobata prin ordinul IFPS
nr. 400 din 14 martie 2014

CC 04 AE

CERTIFICAT
privind lipsa sau existenta restantelor fata de bugetul public national
NE | A2208305 din | 06.05.2022

1. Destinatia / HasnaueHue

Pentru participarea la proceduri de achizitii publice

2. Date despre contribuabil / Mudopmaums o Hanoronnatensinke

Denumirea Codul fiscal / Numiirul de identificare
HanmeHopaHue DuckansHbiil koa / UaenTHdUKALIHOHHBIH HOMep
|BIOSISTEM MLD S.R.L. 1010600028048 §|
Adpresa sediului de bazi (strada, numirul) Codul - Denumirea localititii

AJlpec OCHOBHOTO MECTOPACTONOKEHHA (Y/IHLA, HOMED) Kox - HaumeHoBaHHE HACENEHHOTO MYHKTA

| Albisoara nr. 16 bl.1 of.7 |0150-SEC.RISCANI |

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat/
[TonTeepsKIeHNnE OTCYTCTBUA MIIH HANTMYKMS HEJOMMKH COMTACHO NaHHBIX MH(OpMaLMOHHON aBTOMATH3MPOBAHHOI
CHCTEMBI

La data emiterii prezentului certificat restanta fata de bugetul public national constituie/ Ha naty

BbIJIa4y JAHHOM CHPAaBKK HeIOMMKA Tepe/] HAlMOHATBEHBIM IYOIMYHBIM GIOZKETOM COCTARIIAET:
0,00 lei/neii.

4. Valabil pini la / Jleiicteurenen no 21.05.2022

5. Autentificarea Serviciului Fiscal de Stat/ [Toarse] rme-FQCy AapCTBEHHOIT HANOTOROH CITy KOkl

Sef DDF Riscani

a DGDF Petru GRICIUC
Functia/JlomkHoCTE Numele i prenumele/®avmans 1 s
L.S/M.I1 3
Claudia GOJAN?
Executor

Este extras din Sistemul Informational al SFS SIA ,Contul curent al contribuabilului”// 06.05.2022 ora 13:58:26
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)
NOTA (0,00)



CD BC “MOLDINDCONBANK” S.A.
< Filiala “Invest”

Republica Moldova, MD-2068 Pecny6mixa Monaosa, MD-2068
mun. Chisindu, bd. Moscovei, 14/1 Data 1.4 JAN, 2016 wyH. Kummny, 6y71. Mockoseii, 14/1
Tel. : (373-22) 43-44-81, 43-46-24 /, / ) 2 Ten. : (373-22) 43-44-81, 43-46-24
Fax : (373-22) 43-44-22 N Q3L — F9/45 Daxc : (373-22) 43-44-22
cod: MOLDMD2X329 xox MOLDMD2X329

Filiala ,Invest” BC ,,Moldindconbank” SA confirma existenta contului curent
in moneda nationala al “BIOSISTEM MLD” S.R.L. (¢/f1010600028048), cu
IBAN MD95ML000000002251429243.

Codul bancii MOLDMD2X329.

Director vj[{d[ Nina Turcan

Z QAOR. F7pe
et ST, A

Nina Balmus

Ex. Diana Brinza

Tel. 43-45-96



REPUBLICA Wiise sy MOLDOVA

CERTIFICAT
DE IWREGISTRARE

Societatea cu Riaspundere Limitati "BIOSISTEM MLD"
~—ESTE INREGISTRATA LA CAMERA INREGISTRART DE STAT

Numarul de identificare de stat - codul fiscal
1010600028048

12.08.2010

Data inregistrarii e N

12.08.2010

Data eliberarii

Svirepova Ludmila, registrator

" Functia, numele, prenumele persoanei
care a eliberat cerfificatul

MD 0101250

*

80007711 02>
101 4 e




LP. “AGENTIA SERVICII PUBLICE”

Departamentul inregistrare si licentiere a unitatilor de drept

EXTRAS

din Registrul de stat al persoanelor juridice

nr. 8506 din 28.04.2021

Denumirea completi: Societatea cu Rispundere Limitati «BIOSISTEM MLD».

Denumirea prescurtati: «BIOSISTEM MLD» S.R.L.
Forma juridica de organizare: Societate cu Rispundere Limitati.
Numirul de identificare de stat si codul fiscal: 1010600028048.
Data inregistrarii de stat: 12.08.2010.
Sediul: MD-2001, str. Albisoara, 16/1, ap.(of.) 7, mun. Chisindu, Republica Moldova.
Obiectul principal de activitate:
1 Activitatea farmaceutici;
2 Importul, fabricarea, comercializarea, asistenta tehnici si (sau) reparatia dispozitivelor
medicale si (sau) a opticii;
3 Acordarea asistentei medicale de ciitre institutiile medico-sanitare private;
4 Comertul cu ridicata al calculatoarelor, echipamentelor periferice si software-ului;
5 intre;inerea si repararea masinilor de birou si a tehnicii de calcul;
6 Consultatii in domeniul sistemelor de calcul.
Capitalul social: 5400 lei.
Administrator: POIATA VITALIE,
Asociati:
1. POIATA VITALIE 33,40 %
2. NASEDCHIN ALEXANDR 33,30 %
3. KOJEVNIKOV DMITRII 33,30 %.

Prezentul extras este eliberat in temeiul art. 34 al Legii nr. 220-XVI din 19 octombrie 2007 privind
inregistrarea de stat a persoanelor juridice si a intreprinzitorilor individuali si confirma datele din

Registrul de stat la data de: 28.04.2021.
Aliona

Specialist coordonator
tel. 022-207-840

Date cu caracter personal. Operator: LP. “Agentia Servicii Publice” 10 0000059



BIOSISTEM-MLD S.R.L.

c/f 1010600028048; adresa: or. Chisinau, str. Albisoara 16/1 of.7
tel.+373-22-808-517, +373-22-808719, fax: +373-22-808-519.
Web: www.biosistem-mld.com; e-mail: biosistem.mld@gmail.com

Lista fondatorilor Biosistem-mld SRL

Nr. Nume, Prenume IDNP

1. Vitalie Poiata 0983103892591
2. Alexandr Nasedchin 2002001070747
3. Dmitrii Kojevnikov  [0972305012362




BIOSISTEM-MLD S.R.L.

Cod Fiscal: 1010600028048; IBAN: MD95ML000000002251429243;

Banca: BC "Moldindconbank" S.A. fil. Invest; Codul bancii: MOLDMD2X329;
Adresa postala a bancii: mun. Chisinau, bd. Moscovei, 14/1;

Scrisoare de informare
Prin prezenta, SRL ,,Biosistem mld”, va informeaza ca conform “legii Nr. 160 din 22-07-2011

privind reglementarea prin autorizare a activitatii de intreprinzdator”, cu modificarile ulterior adoptate

de parlamentul RM, Importul, comercializarea, asistenta tehnica si reparatia dispozitivelor medicale nu

mai este activitate licentiata. Respectiv nu mai sunt eliberate licente pentru acest gen de activitate, iar
licentele cu termenul de valabilitate expirat nu mai sunt prelungite.

. [Vitalie Poiata

adresa: str. Albisoara 16/1 of.7, MD-2001 Chisinau, Republica Moldova
tel.+373-22-808517, +373-22-808719, fax +373-22-808519.
Web: www.biosistem-mld.com; e-mail: biosistem.mld@gmail.com



JaTta npepocTtaBsieHuna 29.03.2022 14:51:06

SITUATIILE FINANCIARE

pentru perioada 01.01.2021 -31.12.2021

Entitatea: BIOSISTEM MLD S.R.L.
Cod CUIIO: 40717392
Cod IDNO: 1010600028048

Sediul:

MD:

Raionul(municipiul): 106, DDF RISCANI

Cod CUATM: 0150, SEC.RISCANI

Strada: SECTORUL RISCANI STR.Albisoara nr.16 bl.1 of.7

Activitatea principala: G4646, Comert cu ridicata al produselor farmaceutice
Forma de proprietate: 16, Proprietate colectiva

Forma organizatorico-juridica: 530, Societati cu raspundere limitata

Date de contact:

Telefon: +37322808719

WEB:

E-mail: zmiil3@mail.ru

Numele si coordonatele al contabilului-sef: DI (dna) Tel.

Numarul mediu al salariatilor in perioada de gestiune: 3 persoane.

Persoanele responsabile de semnarea situatiilor financiare* Nasedchin Alexandr

BILANTUL
la
Nr. cpt. Indicatori Cod rd.
1 2 3
ACTIV

ACTIVE IMOBILIZATE
I. Imobilizari necorporale
1. Imobilizari necorporale in curs de executie 010
2. Imobilizari necorporale in exploatare, total 020
din care:

021
2.1. concesiuni, licente si marci
2.2. drepturi de autor si titluri de protectie 022
2.3. programe informatice 023
2.4. alte imobilizari necorporale 024
3. Fond comercial 030
4. Avansuri acordate pentru imobilizari necorporale 040
Total imobilizari necorporale 050
(rd.010 + rd.020 + rd.030 + rd.040)
Il. Imobilizari corporale
1. Imobilizari corporale in curs de executie 060
2. Terenuri 070
3. Mijloace fixe, total 080
din care:

081
3.1. cladiri
3.2. constructii speciale 082
3.3. masini, utilaje si instalatii tehnice 083

3.4. mijloace de transport 084

Anexe la SNC

“Prezentarea situatiilor financiare”
Aprobat de Ministerul Finantelor
al Republicii Moldova

Unitatea de masura: leu

Anexa 1
Sold la
inceputul perioadei de Sfirsitul perioadei de
gestiune gestiune
4 5
2793637 3559998
2791637 3533108



3.5. inventar si mobilier 085 26890
3.6. alte mijloace fixe 086 2000
4. Resurse minerale 090
5. Active biologice imobilizate 100
6. Investitii imobiliare 110
7. Avansuri acordate pentru imobilizari corporale 120 1162136
(10,060 1 101070 + 1. 80 # 4,090 + £ 100 4 110 + rd.120) 130 2793637 4722134
Ill. Investitii financiare pe termen lung
1. Investitii financiare pe termen lung in parti neafiliate 140
2. Investitii financiare pe termen lung in parti afiliate, total 150
din care:
151
2.1. actiuni si cote de participatie detinute in partile afiliate
2.2 imprumuturi acordate partilor afiliate 152
2.3 imprumuturi acordate aferente intereselor de participare 153
2.4 alte investitii financiare 154
Total investitii financiare pe termen lung 160
(rd.140 + rd.150)
IV. Creante pe termen lung si alte active imobilizate
1. Creante comerciale pe termen lung 170
2. Creante ale partilor afiliate pe termen lung 180
inclusiv: creante aferente intereselor de participare 181
3. Alte creante pe termen lung 190
4. Cheltuieli anticipate pe termen lung 200
5. Alte active imobilizate 210
Total creante pe termen lung si alte active imobilizate 220
(rd.170 + rd.180 + rd.190 + rd.200 + rd.210)
ACTIVE CIRCULANTE
1. Stocuri
1. Materiale si obiecte de mica valoare si scurta durata 240 51978 5346
2. Active biologice circulante 250
3. Productia in curs de executie 260
4. Produse si marfuri 270 7221203 9147976
5. Avansuri acordate pentru stocuri 280
I‘gfza:tg?‘;:gso + rd.260 + rd.270 + rd.280) 290 7273181 9153322
Il. Creante curente si alte active circulante
1. Creante comerciale curente 300 3912218 2182471
2. Creante ale partilor afiliate curente 310
inclusiv: creante aferente intereselor de participare 311
3. Creante ale bugetului 320 74631 208171
4. Creantele ale personalului 330
5. Alte creante curente 340
6. Cheltuieli anticipate curente 350 2
7. Alte active circulante 360 5756117 1608597
I11. Investitii financiare curente
1. Investitii financiare curente in parti neafiliate 380
2. Investitii financiare curente in parti afiliate, total 390
din care:
391
2.1. actiuni si cote de participatie detinute in partile afiliate
2.2. imprumuturi acordate partilor afiliate 392
2.3. imprumuturi acordate aferente intereselor de participare 393




2.4. alte investitii financiare in parti afiliate

394

Total investitii financiare curente

(rd.380 + rd.390) 400
IV. Numerar si documente banesti 410 3942779 9861933
TOTAL ACTIVE CIRCULANTE
(rd.290 + rd.370 + rd.400 + rd.410) 420 20958928 23014494
-(rrg?;la ﬁcr.;lszo) 430 23752565 27736628
PASIV
CAPITAL PROPRIU
1. Capital social si neinregistrat
1. Capital social 440 5400 5400
2. Capital nevarsat 450
3. Capital neinregistrat 460
4. Capital retras 470
5. Patrimoniul primit de la stat cu drept de proprietate 480
(440 + T0.450 ¢ 10,460 + 470 1 r.480) 490 5400 5400
Il. Prime de capital 500
Ill. Rezerve
1. Capital de rezerva 510
2. Rezerve statutare 520
3. Alte rezerve 530
Total rezerve 540
(rd.510 + rd.520 + rd.530)
IV. Profit (pierdere)
1. Corectii ale rezultatelor anilor precedenti 550
2. Profit nerepartizat (pierdere neacoperita) al anilor precedenti 560 20060126 16230339
3. Profit net (pierdere neta) al perioadei de gestiune 570 10403995
4. Profit utilizat al perioadei de gestiune 580
(ra.550 10,560 + 8.570 + r.580) 590 20060126 26634334
V. Rezerve din reevaluare 600
VI. Alte elemente de capital propriu 610
(4,490 5 161300 4 16,540 + 590 + rc. 600 + . 610) 620 20065526 26639734
DATORII PE TERMEN LUNG
1. Credite bancare pe termen lung 630
2. Imprumuturi pe termen lung 640
din care:
641
2.1. imprumuturi din emisiunea de obligatiuni
inclusiv: imprumuturi din emisiunea de obligatiuni convertibile 642
2.2. alte imprumuturi pe termen lung 643
3. Datorii comerciale pe termen lung 650
4. Datorii fata de partile afiliate pe termen lung 660
inclusiv: datorii aferente intereselor de participare 661
5. Avansuri primite pe termen lung 670
6. Venituri anticipate pe termen lung 680
7. Alte datorii pe termen lung 690
TOTAL DATORII PE TERMEN LUNG 700
(rd.630 + rd.640 + rd.650 + rd.660 + rd.670 + rd.680 + rd.690)
DATORII CURENTE
1. Credite bancare pe termen scurt 710
2. Imprumuturi pe termen scurt, total 720




din care:
721
2.1. imprumuturi din emisiunea de obligatiuni
inclusiv: imprumuturi din emisiunea de obligatiuni convertibile 722
2.2. alte imprumuturi pe termen scurt 723
3. Datorii comerciale curente 730 3252667 343711
E 4. Datorii fata de partile afiliate curente 740
inclusiv: datorii aferente intereselor de participare 741
5. Avansuri primite curente 750 188105 355528
6. Datorii fata de personal 760 50 350
7. Datorii privind asigurarile sociale si medicale 770
8. Datorii fata de buget 780 187676 150263
9. Datorii fatd de proprietari 790
10. Venituri anticipate curente 800
11. Alte datorii curente 810 58541 247042
TOTAL DATORII CURENTE
(rd.710 + rd.720 + rd.730 + rd.740 + rd.750 + rd.760 + rd.770 + 820 3687039 1096894
rd.780 + rd.790 + rd.800 + rd.810)
PROVIZIOANE
1. Provizioane pentru beneficiile angajatilor 830
2. Provizioane pentru garantii acordate cumparatorilor/clientilor 840
3. Provizioane pentru impozite 850
F 4. Alte provizioane 860
TOTAL PROVIZIOANE 870
(rd.830 + rd.840 + rd.850 + rd.860)
(10,620 7 1700 + 620 + rd.870) 80 23752565 27736628
SITUATIA DE PROFIT S| PIERDERE
de la pina la
Anexa 2
Perioada de gestiune
Indicatori Cod rd.
precedenta curenta
1 2 3 4
Venituri din vinzaéri, total 010 25963175 38680547
din care:
011 25044358 37724557
venituri din vinzarea produselor si marfurilor
venituri din prestarea serviciilor si executarea lucrarilor 012 918817 951393
venituri din contracte de constructie 013
venituri din contracte de leasing 014
venituri din contracte de microfinantare 015
alte venituri din vinzari 016 4597
Costul vinzarilor, total 020 15186814 24434231
din care:
021 15186814 24433364
valoarea contabila a produselor si marfurilor vindute
costul serviciilor prestate si lucrarilor executate tertilor 022
costuri aferente contractelor de constructie 023
costuri aferente contractelor de leasing 024
costuri aferente contractelor de microfinantare 025
alte costuri aferente vinzarilor 026 867
Profit brut (pierdere bruta) (rd.010 - rd.020) 030 10776361 14246316
Alte venituri din activitatea operationala 040 247603 5189
Cheltuieli de distribuire 050 19740 6076
Cheltuieli administrative 060 1259776 1788732
Alte cheltuieli din activitatea operationala 070 640169 1870642




Venituri financiare, total 090 519239 1517765
din care:
091
venituri din interese de participare
inclusiv: veniturile obtinute de la partile afiliate 092
venituri din dobinzi 093 25612 30619
inclusiv: veniturile obtinute de la partile afiliate 094
venituri din alte investitii financiare pe termen lung 095
inclusiv: veniturile obtinute de la partile afiliate 096
venituri aferente ajustarilor de valoare privind investitiile 097
financiare pe termen lung si curente
venituri din iesirea investitiilor financiare 098
venituri aferente diferentelor de curs valutar si de suma 099 493627 1487146
Cheltuieli financiare, total 100 597528 249562
din care:
101
cheltuieli privind dobinzile
inclusiv: cheltuielile aferente partilor afiliate 102
cheltuieli aferente ajustarilor de valoare privind investitiile 103
financiare pe termen lung si curente
cheltuieli aferente iesirii investitiilor financiare 104
cheltuieli aferente diferentelor de curs valutar si de suma 105 597528 249562
Rezultatul: profit (pierdere) financiar(a) (rd.090 - rd.100) 110 -78289 1268203
Venituri cu active imobilizate si exceptionale 120
Cheltuieli cu active imobilizate si exceptionale 130
Rezultatul din operatiuni cu active imobilizate si 140
exceptionale: profit (pierdere) (rd.120 - rd.130)
Rezultatul din alte activitati: profit (pierdere) (rd.110 + 150 78289 1268203
rd.140)
Profit (pierdere) pina la impozitare (rd.080 + rd.150) 160 9025990 11854258
Cheltuieli privind impozitul pe venit 170 1051159 1450263
Profit net (pierdere neta) al perioadei de gestiune (rd.160 - 180 7974831 10403995
rd.170)
SITUATIA MODIFICARILOR CAPITALULUI PROPRIU
de la pina la
Anexa 3
Nr Sold la inceputul Sold la sfirsitul
d/t; Indicatori Cod rd perioadei de Majorari Diminuari perioadei de
gestiune gestiune
1 2 3 4 5 6 7
Capital social si neinregistrat
1. Capital social 010
2. Capital nevarsat 020 ;
3. Capital neinregistrat 030
l.
4. Capital retras 040 ;
5. Patrimoniul primit de la stat cu drept de
) 050
proprietate
Total capital social si neinregistrat 060
(rd.010 + rd.020 + rd.030 + rd.040 + rd.050)
Il. | Prime de capital 070
Rezerve
1. Capital de rezerva 080
m 2. Rezerve statutare 090
3. Alte rezerve 100
Total rezerve 110
(rd.080 + rd.090 + rd.100)
Profit (pierdere)
1. Corectii ale rezultatelor anilor precedenti 120 X




2. Profit nerepartizat (pierdere neacoperita) al 130
anilor precedenti
V.
3. PI”.OfIt net (pierdere neta) al perioadei de 140 X
gestiune
4. Profit utilizat al perioadei de gestiune 150 X ; ; ;
Total profit (pierdere) 160
(rd.120 + rd.130 + rd.140 + rd.150)
V. | Rezerve din reevaluare 170
VI. | Alte elemente de capital propriu 180
Total capital propriu
(rd.060 + rd.070 + rd.110 + rd.160 + rd.170 + 190
rd.180)

SITUATIA FLUXURILOR DE NUMERAR

Anexa 4

de la pina la
Perioada de gestiune
Indicatori Cod rd
precedenta curenta
1 2 3 4
Fluxuri de numerar din activitatea operationala
Incaséri din vinzari 010
Plati pentru stocuri si servicii procurate 020
Pléti.cét[e angajati si organe de asigurare sociala si 030
medicala
Dobinzi platite 040
Plata impozitului pe venit 050
Alte incasari 060
Alte plati 070
Fluxul net de numerar din activitatea operationala 080
(rd.010 - rd.020 - rd.030 - rd.040 - rd.050 + rd.060 - rd.070)
Fluxuri de numerar din activitatea de investitii
Incasari din vinzarea activelor imobilizate 090
Plati aferente intrarilor de active imobilizate 100
Dobinzi incasate 110
Dividende incasate 120
inclusiv: dividende incasate din strainadtate 121
Alte incasari (plati) 130
Fluxul net de numerar din activitatea de investitii 140
(rd.090 - rd.100 + rd.110 + rd.120 * rd.130)
Fluxuri de numerar din activitatea financiara
incasari sub formé& de credite si imprumuturi 150
Plati aferente rambursarii creditelor si imprumuturilor 160
Dividende platite 170
inclusiv: dividende platite nerezidentilor 171
incasari din operatiuni de capital 180
Alte incasari (plati) 190
Fluxul net de numerar din activitatea financiara 200
(rd.150 - rd.160 - rd.170 + rd.180 = rd.190)
Fluxul net de numerar total 210
(% rd.080 + rd.140 * rd.200)
Diferente de curs valutar favorabile (nefavorabile) 220
Sold de numerar la inceputul perioadei de gestiune 230
Sold de numerar la sfirsitul perioadei de gestiune 240
(+rd.210 * rd.220 + rd.230)

Documente atasate - Nota explicativa (fisierul pdf)
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®uckanpubiii koa: 1010600028048, naumenoanue: BIOSISTEM MLD S.R.L.

IIpenocraBui otuér: RSF1 21
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Jara npenocrasnenus: 29.03.2022
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17:25:45

National Bureau of Statistics (NBS) received the electronic version of the report, sent by you. The
data provided is verified by NBS.
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13.02.2020

MANUFACTURER’S AUTHORIZATION

We [TURKLAB Tibbi Malzemeler San. Ve Tic. A.S.] who are established and
reputable Manufacturers of [RAPID DIAGNOSTIC TEST Brand Name: Rapidan
Tester] having factories at [ITOB 10017 Sokak No: 2 Tekeli - Menderes - lzmir
— Turkey] do hereby authorize [Biosistem-mld SRL] located in: [Albisoara
16/1 ap.7, Chisinau, MOLDOVA] of Supplier/ Agent/ Distributor to submit a bid
in tenders, sales, subsequently negotiate and sign the Contract with you against
the Invitation Bids for the goods manufactured by us with in territory of
country MOLDOVA.

We hereby extend our full guarantee and warranty as per the General Conditions
of Contract for the goods offered for supply by the above firm against this

Invitation for Bids. This Letter is valid for 1 Year from issue date.

Dr. Sahin Yaglidere

TURKLAB TIBBi MALZEMELER SAN. ve TiC. A.S.
Headquarters / Factory | : ITOB 10017 Sokak No: 2 Tekeli - Menderes - lzmir / TURKEY
Factory Il : ITOB 10031 Sokak No: 15 Tekeli - Menderes - 1zmir / TURKEY
TEL: +90 232 376 80 81 FAX: +90 232 376 80 40 www.turklab.com.tr



EC DECLARATION OF CONFORMITY

in vitro Diagnostic Medical Devices in accordance with Directive 98/79/EC

Mahufacturer: Tarklab Tibbi Mal. San. ve Tic. A.S.

Headquarters / Manufacturing Side: ITOB 10017 Sokak No: 2 Tekeli - Menderes / lzmir - Turkey
Product: Fecal Occult Blood (FOB) Test

Brand: Rapidan® Tester, Toyo®, Info®, Labmen®

Classification: Professional Use IVD, 98/79/EC

Conformity Assessment Route: Annex Il

We, herewith declare that the above mentioned products meet the provisions of the Council Directive
98/79/EC for In-Vitro Diagnostic Medical Devices. All supporting documentation is retained under the

premises of the manufacturer.

Standards Applied: EN ISO 13485:2016
EN ISO 14971:2012
EN ISO 15223:2016
EN ISO 18113-1:2011
EN ISO 18113-2:2011
EN ISO 23640:2015
EN 13612:2002

Revision No:

Place, Date of Issue: Izmir, 08.03.2019

Signature Dr. Sahin Yaglidere, Md

2 MENDERES / iZMiR
TEL: 0 232 376 8D 8 jAX: 0 232 376 80 40
MEMNDEREI V.D/B74 207 &20%

DOC03/02




CERTIFICATE

No J-2670/4/2020

This is to certify that:

TURKLAB Tibbi Mal. San. Tic. A.S.
ITOB 10017 Sokak No: 2,
Tekeli - Menderes izmir / Turkey

and

Location
listed in Annex to the certificate

is in conformance with

EN ISO 9001:2015

in the Following scope of activities:

design, development, manufacturing, final control
and distribution of in vitro medical devices:
rapid tests intended for self-testing and for professional use,
reagents and reagent products for blood grouping
(gel cards and red blood cells reagents) and ECG electrodes

The audit carried out by the Polish Centre of Testing and Certification has affored evidence of the above

This Certificate shall remain valid provided that above standard are respected by the Organization.

This certificate is valid:
from 22.12.2020 to 21.12.2023

Issued under the Contract No. 2897/JM/4/2020
Date of certification decision: 14.10.2020
Certificate bears a qualified signature.

Warsaw, 15.10.2020
An Nna Elektronicznie

podpisany przez Anna

M al'g (@) rzata Matgorzata Wyroba
Data: 2020.10.16

Wy rgge 08:47:33 +02'00'

zr of the Board

PARTNER OF
®
*

THE INTERNATIONAL CERTIFICATION NETWORK

SYSTEMOW
ZARZADZANIA

Polish Centre for Testing and Cerification 469 Putawska Street, 02-844 Warsaw, Poland, phone +48 22 46 45 200, e-mail: pcbc@pcbc.gov.pl



ANNEX TO THE CERTIFICATE
VALID ONLY IN CONNECTION WITH THE CERTIFICATE

No J - 2670/4/2020

This is to certify that the Following Location:

Factory 2: ITOB 10031 Sokak No: 15,
Tekeli - Menderes [zmir / Turkey

in the Following scope of activities:

design, development, manufacturing, final control
and distribution of in vitro medical devices:
reagents and reagent products for blood grouping
(gel cards and red blood cells reagents),
professional use IVD tests and ECG electrodes

meets the requirements of the standard listed on the certificate

Issued under the Contract No. 2897/JM/4/2020
Date of certification decision: 14.10.2020
Certificate bears a qualified signature.

Warsaw, 15.10.2020
Anna Elektronicznie

podpisany przez Anna

M al'g orzata Matgorzata Wyroba

Data: 2020.10.16
Wyro ba 08:48:40 +02'00

Memcer of the Board

PARTNER OF
>k 2

Page 1 of 1

Polish Centre for Testing and Cerification 469 Putawska Street, 02-844 Warsaw, Poland, phone +48 22 46 45 200, e-mail: pcbc@pcbc.gov.pl
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SERTIFIKA

No. M -56/4/2020
isbu sertifika ile;
TURKLAB Tibbi Mal. San. Tic. A.S.
ITOB 10017 Sokak No:2, Tekeli-Menderes
izmir, Tiirkiye
ve sertifika ekinde listelenmis
Lokasyon
Asagidaki faaliyetler kapsaminda
EN ISO 13485:2016
ile uyumludur:
invitro tibhi cihazlarin tasarimi, gelistirilmesi, Giretimi, son kontrolii ve
dagitimi: kendi kendine test ve profesyonel kullanim igin tasarlanmig hizh
testler, kan gruplamasi icin reaktifler ve reaktif uriinleri (jel kartlari ve kirmizi
kan hiicreleri reaktifleri) ve EKG elektrotlari

Polonya Test veISertiﬁkasyon Merkezi tarafindan yiritilen denetim, yukaridaki kanitlari
saglamistir. Bu Sertifika, Kurulus tarafindan yukaridaki standarda uyulmasi kaydiyla

gecerliligini koruyacaktir.

Bu seftifikanin gecerlilik tarihi: 22.12.2020’den 21.12.2023’e kadar

Sozlesme Cergevesindd Diizenleme No0.2897/IM/4/2020
Sertifika kararinin tarihi: 14.10.2020
Sertifika, yetkili imzayi tasimaktadir.
Varsova, 15.10.2020

Anna  <<Elektronik imza>>
Malgorzata
Wyroba

Yonetim Kurulu Uyesi

POLONYA TEST VE SERTiFil#\svom MERKEZI 02-844 Varsova, 469 Pulawska Street, Tel: +48 22 46 45 200, e-posta: pcbc@pche.gov.pl

isbu belge ingilizce aslindan Tiirkge'ye tarafimdan aslina uygun olarak terclime edilmistir.
| herebycertifythatthisdopument has beentranslatedfromits English intoTurkishtrulyandcorrectlyby me.03.12.2020
T
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CERTIFICATE

No M -56/4/2020
This is to certify that:

TURKLAB Tibbi Mal. San. Tic. A.S
ITOB 10017 Sokak No: 2,
Tekeli - Menderes izmir / Turkey

and .

4 Location |
; % % 7 %p listed in Annex to the certificate |

is in conformance with

EN ISO 13485:2016

in the Following scope of activities:
design, development, manufacturing, final control
and distribution of in vitro medical devices: |
" rapid testsjintended for self-testing and for professional use,
reagents and reagent products for blood grouping
(gel cardsiand red blood cellsreagents) and ECG electrodes

The audit carried jout by the Polish Centre of Testing and Certification has affored evidence of the above
This Certificate shall remain valid provided that above standard are respected by the Organizatjon.

This certificate is valid:
from 22.12.2020 to 21.12.2023

e

Issued under the Contrac No. 2897/JM/4/2020 TORBA,‘ | Bl
Date of certification deci§ion: 14.10.2020 S 18, MOTE“
Certificate bears a qualifigd signature. &fine ’:‘*/L?rw(
Warsaw, 15.10.2020 ‘ )
An na " Elektronicznie

podpisany przez Anna
ST N Pt e, Ma{ g orzata MatgorzataWyroba
<SCHO | oe | Data: 2020.10.16
O Wy]’Ob 09:00:16 +02'00"
Member of the Boar

PARTNER OF i
GRS &

CERTYFIKACIA

U sYsTEMOW
ZARZADZAMIA

AC 019 \
QMs |
|

Polish'Centre for Testing and Cerification 469 Putawska Street, 02-844 Warsaw, Poland, phone +48 22 46 45 200, e-mail: pchc@pcbe.gov.pl
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SADECE SERTIFiKA iLE BAGLANTILI OLARAK GECERLIDIR.
; No. M -56/4/2020

isbu sertifika@, asagida yer alan faaliyetler kapsamindaLokasyonun tasdiki icin hazirlanmistir:

Fabrika 2:ITOB 10031 Sokak No: 15,
Tekeli-Menderesizmir, Tiirkiye

invitro tibbi cihazlarin tasarimi, gelistirilmesi, tiretimi, son kontrolii ve
dagitimi: kan gruplamasi igin reaktifler ve reaktif iiriinleri (jel kartlari ve kirmizi
kan hiicreleri reaktifleri), profesyonel kullanim IVD testleri ve EKG elektrotlari

Sertifikada listelenen standardin gereksinimlerini kargilar.

sozlesme Cercevesinda Diizenleme No.2897/IM/4/2020
Sertifika kararinin tarihi: 14.10.2020
Sertifika, yetkili imzayi tagimaktadir.
Varsova, 15.10.2020

Anna  <<Elektronik imza>>
Malgorzata
Wyroba

Yonetim Kurulu Uyesi

POLONYA TEST VE SERTIFIKASYON MERKEZi 02-844 Varsova, 469 Pulawska Street, Tel: +48 22 46 45 200, e-posta: pcbe@pche.gov.pl

isbu belge ingilizce aslindan Tiirkce’ye tarafimdan ashina uygun olarak terctime edilmistir.
| herebycertifythatthisdopument has beentranslatedfromits English intoTurkishtrulyandcorrectlyby me.03.12.2020

SWORN TRANSLATOR / YEMINLI TERCUMAN
ERKAN ALTUNER




' ANNEX TO THE CERTIFICATE

VAI%ID ONLY IN CONNECTION WITH THE CERTIFICATE
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| No M - 56/4/2020

This is to certify that the Following Location:

i

’}}5

|
|

Factory 2: ITOB 10031 Sokak No: 15,
Tekeli - Menderes [zmir / Turkey

in the Following scope of activities:

|

desigh, development, manufacturing, final control

d

reagents and reagent products for blood groupin

ptofessional use IVD tests and ECG electrodes

distribution of in vitro medical devices:
9
(gel cards and red blood cells reagents),
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meets the requirements of the standard listed on the certificate
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0. 2897/IM/4/2020
n: 14.10.2020
signature.

An na Elektronicznie
podpisahy przez Anna

Ma}g orzata Matgorzata Wyroba

. Data: 2020.10.16

Wyro ba 09:02:27 +02'00'
Member of the Board

Page 1 of 1
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CERTIFICATE

No M -56/4/2020
This is to certify that:

TURKLAB Tibbi Mal. San. Tic. A.S
ITOB 10017 Sokak No: 2,
Tekeli - Menderes izmir / Turkey

and

Location
listed in Annex to the certificate

is in conformance with

EN ISO 13485:2016

in the Following scope of activities:
design, development, manufacturing, final control
and distribution of in vitro medical devices:
rapid tests intended for self-testing and for professional use,
reagents and reagent products for blood grouping
(gel cards and red blood cellsreagents) and ECG electrodes

The audit carried out by the Polish Centre of Testing and Certification has affored evidence of the above
This Certificate shall remain valid provided that above standard are respected by the Organization.

This certificate is valid:
from 22.12.2020 to 21.12.2023

Issued under the Contract No. 2897/JM/4/2020

Date of certification decision: 14.10.2020

Certificate bears a qualified signature.

Warsaw, 15.10.2020

An na Elektronicznie

podpisany przez Anna
M a*g orzata Matgorzata Wyroba
Data: 2020.10.16

Wer ba 09:00:16 +02'00'
Member of the Board

PARTNER OF
®
*

THE INTERNATIONAL CERTIFICATION NETWORK

CERTYFIKACJA
SYSTEMOW

ZARZADZANIA

Polish Centre for Testing and Cerification 469 Putawska Street, 02-844 Warsaw, Poland, phone +48 22 46 45 200, e-mail: pcbc@pcbc.gov.pl



ANNEX TO THE CERTIFICATE
VALID ONLY IN CONNECTION WITH THE CERTIFICATE

No M -56/4/2020

This is to certify that the Following Location:

Factory 2: ITOB 10031 Sokak No: 15,
Tekeli - Menderes [zmir / Turkey

in the Following scope of activities:

design, development, manufacturing, final control
and distribution of in vitro medical devices:
reagents and reagent products for blood grouping
(gel cards and red blood cells reagents),
professional use IVD tests and ECG electrodes

meets the requirements of the standard listed on the certificate

Issued under the Contract No. 2897/JM/4/2020

Date of certification decision: 14.10.2020

Certificate bears a qualified signature.

Warsaw, 15.10.2020 Anna Elektronicznie
podpisany przez Anna

Mal’g orzata Matgorzata Wyroba
Data: 2020.10.16

Wyro ba 09:02:27 +02'00"

et &> %
v CERTYFIKACJA N7 0n ar AN .
0 . Member of the Board

SYSTEMOW
ZARZADZANIA

PARTNER OF
>k 2

Page 1 of 1

Polish Centre for Testing and Cerification 469 Putawska Street, 02-844 Warsaw, Poland, phone +48 22 46 45 200, e-mail: pcbc@pcbc.gov.pl



Rapldan® INSTRUCTION FOR USE
Fecal Occult Blood (FOB) Test

For hHB (human hemoglogin)
Detection in Feces

in vitro diagnostic test T .
Only for professional in vitro diagnostic use

Product Code: RTHHB02

BACKGROUND INFORMATION

The presence of fecal occult blood in the stool is associated with gastrointestinal disorders such as diverticulitis, polyps, and Crohn's disease, that may lead to colorectal cancer if not treated.
Early diagnosis by fecal occult blood screening and treatment of these problems has been shown to significantly reduce mortality from colorectal cancer. Detection of occult blood in feces is a
recommended examination method by many organization such as WHO (World Health Organization) for large intestine cancer diagnosis.

Immunochromatographic test methods have superior clinical specificity when compared to a chemical based test (e.g. guaiac) as well as do not required any dietary restrictions.

INTENDED USE

Fecal Occult (Hidden) Blood Test is a qualitative immunochromatographic test for detection of human hemoglobin (hHb) in human feces for professional use.

REAGENTS

Mouse monoclonal anti-hemoglobin antibody-A, goat anti-mouse (IgG) polyclonal antibody and monoclonal anti-hemoglobin antibody B conjugated with colloidal gold particles.

METHOD

Fecal Occult Blood Test uses solid-phase immunochromatographic technology for the qualitative detection of hHb in human feces. The test is a two-site immunometric assay in which a combinati-
on of monoclonal and polyclonal antibodies is used to selectively detect hHb in samples with a high degree of sensitivity. Mouse monoclonal anti-hemoglobin antibody A was immobilized on the
test area “T" and goat anti-mouse (IgG) polyclonal antibodies were immobilized on the control area “C” of the nitrocellulose membrane. Monoclonal anti-hemoglobin antibody B conjugated with
colloidal gold particles was dried on a conjugate pad.

Sample is introduced from sampling pad. If there is hHb in the sample, hHb binds to the mobile monaclonal anti-hemoglobin antibody B conjugated with colloidal gold particles. Together they move
to the test area “T". hHB molecules bind to the immobilized mouse monoclonal anti-hemoglobin antibody and as a result of this, hHb molecules that have already bound to mobile monoclonal
anti-hemoglobin antibody A (conjugated with colloidal gold particles) become immobilized in the test area “T" thus creating a visible colored signal due to the accumulation of colloidal gold particles
inthe test area “T" (a colored test line), indicating positive test result. If there is no hHb in the sample then sample moves to the test area “T” together with unbound (free) monoclonal anti-hemog-
lobin antibody B conjugated with colloidal gold particles. Immobilized mouse monoclonal anti-hemoglobin antibody A can not bind to mobilized monoclonal anti-hemoglobin antibody B conjugated
with colloidal gold particles, therefore no visible colored signal in test area “T” (no colored test line) can be obtained, indicating negative test result. Regardless of hHb content of the liquid sample
monoclonal anti-hemoglobin antibody B conjugated with colloidal gold particles mobile bind immobilized goat anti-mouse (IgG) polyclonal antibodies while liquid sample is passing through the
control area “C". Therefore accumulation of colloidal gold particles produces a visible colored signal in the control area “C” (a colored control line), indicating a valid test result. Colored line should be
visible in the control area “C" in every case; if no visible colored line in control area “C", test result should be indicated as invalid.

PRECAUTIONS AND LIMITATIONS

1. For professional and in vitro diagnostic use only.

2. Do not use test kit beyond expiry date. The test device is single use. Do not reuse.

3. The test device should remain in its original sealed pouch until usage. Do not use the test if the seal is broken or the pouch is damaged.

4. \Wear disposable gloves while performing the test.

5. Blood detection can not be realized if the very little amount of blood is not evenly spread across the feces. For this reason, it is recommended in the “Sample Collection and Preparation” section
that feces sampling should be done from different areas of the feces. In this way sampling possibility of blood in feces increases.

6. Repeating the test every six months is recommended, as there is no continuous bleeding in case of large intestine cancer. Accordingly, detection possibility of periodically bleeding tumor increases.
7. Below are illnesses that cause bleeding, where the test gives a positive result although the patient is not suffering from a large intestine cancer.

- Ruptures in the digestive system

- Oesophageal varices

- Medication that causes gastric irritation e.g. aspirin

- Gastric tumor or malignant tumor

- Meckels diverticulum

- Ulcerative colitis

- Polyps of large intestine

- Hemorrhoids

8. All patient samples should be handled as if they are capable of transmitting disease. Observe established precautions against microbiological hazards throughout all procedures and follow the
standard procedures for proper disposal of samples.

9. This test will indicate only the presence or absence of human hemoglobin (hHb) in the sample, and should not be used as the only basis for the diagnosis.

As with all diagnostic tests, it should be kept in mind that an identification diagnosis can't be based on a single test result. Diagnosis can only be reached by an expert after the evaluation of all clinical
and laboratory findings.

STORAGE

Test device should be kept away from direct sunlight, moisture, heat and radiation sources.Store at 4 - 30°C (39 - 86°F). Do not freeze.
The test in the original packaging retains stable until expiry date at storage conditions. The test device should be used in maximum one hour after the foil is opened.

Kit components : Test cassettes, sample collection tubes with dilution buffer, instructions for use.
Additional materials required but not provided : Collection cup and timer.
Additional materials recommended but not provided : Negative and positive control materials.

SAMPLE COLLECTION AND PREPARATION

- The test can be performed using feces samples. Feces samples can be stored at 2 - 8 °C until they are being tested in a period of 3 days after collection if not tested within 6 hours. Sample
prepared in the sample collection tube can be stored for 6 months at - 20°C if not tested within 1 hour after preparation.

- Sample should not be collected during or within three days of a menstrual period, or if the patient suffers from bleeding hemorrhoids or blood in the urine, false positive test results may be
obtained.

- Dietary restrictions are not necessary. Test is a convenient test method that employs anti-human hemoglobin antibodies that causes recognize only human hemoglobin with high sensitivity.



TEST PROCEDURE

1.0pen the sampling test tube by turning the lid (Figure 1).

2.Insert and twist the rod into the sample feces in at least 3 different parts of the sample (Figure 2).

3.Insert the rod with the collected sample into the test tube and close it firmly. Shake the sampling test tube well up and low direction for 2 minutes (Figure 3).
* Please make sure that dilution buffer with fecal sample in tube is homogeneous and it has low solid density .

4. Remove the test kit from its protective aluminum pouch and place the test on a flat surface. (Figure 4).

5. Open the cap on the tip of the sampling test tube (Figure 5).

6. Draw 2 drops of sample into sample well of the test cassette. (Figure 6)

7. The test can react even in 5 minutes. Results should be read within 10 minute as shown below. Do not interpret results beyond 20 minutes, results forming after 20 minutes should be

regarded as invalid .

NOTE: If the extracted sample does not migrate in the test because of the particles, centrifuge the extracted sample in the sample collection tube. Then collect 80 ul supernatant and dispense it

to the sample well of a new test device and follow the instruction from step 4.

~» N\ l‘ ‘/' /
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INTERPRETATION OF RESULTS

Negative : Only one colored band is visible in “C” area, indicating that hHb does not exist.

Positive : Two colored bands are visible in “C" and “T" areas, indicating that hHb exists.

Low concentration of hHb may cause a faint line in “T" area. Even such a faint line in “T" area should be regarded as “positive”.
Invalid : No colored band is visible or only one colored band is visible in “T" area; test should be repeated using a new test device.

o+ ol I+ ol e ol D

NEGATIVE POSITIVE INVALID INVALID

QUALITY CONTROL

Tests have built in procedural quality control features. \When the test is complete, the user will see a colored line in the “C” area of the test on negative samples and a colored line in the “T" and
“C" area on positive samples. The appearance of the control “C” line is considered as an internal procedural control. This line indicates that sufficient volume of sample was added as well as valid
test result. It is recommended that a negative control and a positive control be used to verify proper test performance as an external control. Users should follow appropriate federal, state and

local guidelines concerning the external quality controls.

PERFORMANCE EVALUATION
Cut off value : 50 ng hHb/ml

Sensitivity: 99 % Specificity : 99,9 %
+ Predictive Value: 99,9 % — Predictive Value : 96,7 % Test

Reference
+ Result —Result

+ Result 99 0
— Result 1 30

There is no hook effect (Measurement rage up to 100.000 ng/ml).

Cross Reactivity :There is no any cross reaction interactions with the hemoglobin as follows:
1000 mg/L Cattle Hb

1000 mg/L Sheep Hb
1000 mg/L Horse Hb
1000 mg/L Pig Hb
1000 mg/L Goat Hb
1000 mg/L Rabbit Hb
1000 mg/L Dog Hb

Internal Quality Control: Following substances were used for internal quality control: h Hemoglobin, h Albumin, h Haptoglobin, h Myoglobin, h Transferrin.

REFERENCES

1. Cohen AM et al. Cancer of Colon: Cancer. Principles and Practice of Oncology, Vincent T De Vita Jr. et al. 5th Edition 1997 p. 1144-1197.

2. Bond JH et al. Fecal Occult Blood Testing for Colorectal Cancer. Gastroenterology Clinics of North America. Vol. 26 Number 1 March 1997. p 971 979
3. Rose N. Cancer of the Gastrointestinal Tract: Principles and Practice of Oncology, Vincent T De Vita Jr. et al. 5th Edition 1997 p. 971-979.

4. Berkow R. et al. The Merck Manual of Diagnosis and Therapy 14th Edition 1996.

5. Burtis CA et al. Tietz: Fundamentals of Clinical Chemistry 4th Edition 1996
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Machine Translated by Google

Rapidan® INSTRUCTIUNI DE FOLOSIRE

Test de sahge ocult in fecale (FOB).

Pentru hHB (hemoglogindumang
Detectarea in fecale

test de diagnostic in vitro
Numai pentru diagnostic profesional in vitro

Cod produs: RTHHBO02

INFORMATII GENERALE

Prezent a sangelui ocult fecal n scaun este asociatacu tulburéi gastrointestinale, cum ar fi diverticulita, polipii s i boala Crohn, care pot duce la cancer colorectal dacanu sunt tratate.
S-a demonstrat cadiagnosticarea precoce prin depistarea sagelui ocult din fecale s i tratamentul acestor probleme reduc semnificativ mortalitatea cauzatade cancerul colorectal. Detectarea sangelui ocult in fecale este 0 metodade examinare
recomandatdde multe organizat ii precum OMS (Organizatia Mondialda San&& ii) pentru diagnosticarea cancerului de intestin gros.

Metodele de testare imunocromatograficdau o specificitate clinicasuperioarain comparat ie cu un test pe bazade substant e chimice (de exemplu, guaiac) s i nu necesitarestrictii alimentare.

UTILIZAREA PREVAZUTA

Testul de sénge ocult (ascuns) in fecale este un test imunocromatografic calitativ pentru detectarea hemoglobinei umane (hHb) in fecalele umane pentru uz profesional.

REACTIVI

Anticorp monoclonal anti-hemoglobindde s oarece-A, anticorp policlonal de capraanti-s oarece (IgG) s i anticorp monoclonal anti-hemoglobindB conjugat cu particule de aur coloidal.

METODA

Fecal Occult Blood Test foloses te tehnologia imunocromatograficain fazasolidapentru detectarea calitativda hHb in fecalele umane. Testul este un test imunometric cu doudlocat i in care o combinat ie de anticorpi monoclonali s i policlonali
este utilizatapentru a detecta selectiv hHb in probe cu un grad ridicat de sensibilitate. Anticorpul monoclonal anti-hemoglobindA de s oarece a fost imobilizat pe zona de testare ,7”s i anticorpii policlonali de capraanti-s oarece (IgG) au fost

imobilizat i pe zona de control ,C" a membranei de nitroceluloza Anticorpul monoclonal anti-hemoglobinaB conjugat cu particule de aur coloidal a fost uscat pe un tampon de conjugat.

Proba este introdusadin panoul de es antionare. DacaexistahHb in proba hHb se leagade anticorpul mobil monoclonal anti-hemoglobinaB conjugat cu particule de aur coloidal. I mpreunase deplaseazain zona de testare ,T”. Moleculele hHB
se leagade anticorpul monoclonal anti-hemoglobindde s oarece imobilizat s i, ca urmare, moleculele de hHb care s-au legat deja de anticorpul monoclonal mobil anti-hemoglobinaA (conjugat cu particule de aur coloidal) devin imobilizate in
zona de testare ,T", astfel crearea unui semnal colorat vizibil datoritdacumulii de particule de aur coloidal in zona de testare , T" (o linie coloratade test), indicand rezultatul testului pozitiv. Dacanu existahHb in probg proba se deplaseazain
zona de testare , " Impreunacu anticorpul monoclonal anti-hemog lobinaB nelegat (liber) conjugat cu particule de aur coloidal. Anticorpul monoclonal anti-hemoglobinaA de s oarece imobilizat nu se poate lega de anticorpul monoclonal anti-
hemoglobindB mobilizat conjugat cu particule de aur coloidal, prin urmare nu poate fi obt inut niciun semnal colorat vizibil in zona de testare ,T” (faralinie coloratade testare), indicad rezultatul testului negativ . Indiferent de cont inutul de hHb

al probei lichide, anticorpul monoclonal anti-hemoglobinaB conjugat cu particule de aur coloidal mobil se leagade anticorpi policlonali de capraanti-s oarece (IgG) imobilizat i Tn timp ce proba lichidatrece prin zona de control ,,C". Prin urmare,

acumularea de particule de aur coloidal produce un semnal colorat vizibil in zona de control ,C” (o linie de control coloratd, indicad un rezultat valid al testului. Linia colorataar trebui safie vizibilain zona de control ,C" in fiecare caz; dacanu

existao linie coloratavizibilain zona de control ,,C", rezultatul testului trebuie indicat ca nevalid.

PRECAUTII ST LIMITARI

1. Numai pentru uz profesional s i pentru diagnostic in vitro .

2. Nu utilizati trusa de testare dupadata de expirare. Dispozitivul de testare este de unicafolosinta Nu reutilizat i.

3. Dispozitivul de testare trebuie saramaain punga sa originalasigilatdpaala utilizare. Nu utilizat i testul dacasigiliul este rupt sau punga este deteriorata

4. Purtati méanus i de unicafolosint ain timpul efectudrii testului.

5. Detectarea sangelui nu poate fi realizatadacacantitatea foarte micade singe nu este rpaditauniform in fecale. Din acest motiv, se recomandain sectiunea ,Colectarea s i pregéirea probelor” ca prelevarea probelor de fecale sase facadin
diferite zone ale fecalelor. I n acest fel, posibilitatea de prelevare a singelui in fecale cres te.

6. Se recomandarepetarea testului la fiecare s ase luni, deoarece nu existdséngerare continudin cazul cancerului de intestin gros. I n consecint § cres te posibilitatea de detectare a sigerii periodice a tumorii.
7. Mai jos sunt afect iunile care provoacasangerare, unde testul daun rezultat pozitiv, des i pacientul nu suferade cancer de intestin gros.

- Rupturi la nivelul sistemului digestiv

- Varicele esofagiene

- Medicamente care provoacairitat ie gastricade exemplu aspirina

- Tumora gastrica sau tumora maligna
- Diverticul Meckels

- Colitaulcerativa

- Polipi ai intestinului gros
- Hemoroizi

8. Toate mostrele pacientului trebuie manipulate ca's i cum ar putea transmite boli. Respectat i maurile de precaut ie stabilite Tmpotriva pericolelor microbiologice pe parcursul tuturor procedurilor s i urmati procedurile standard pentru
eliminarea corectaa probelor.

9. Acest test va indica doar prezent a sau absent a hemoglobinei umane (hHb) in probds i nu ar trebui safie folosit ca unicdbazapentru diagnostic.

Ca s ifn cazul tuturor testelor de diagnosticare, trebuie retinut caun diagnostic de identificare nu se poate baza pe un singur rezultat al testului. Diagnosticul poate fi atins doar de un expert dupdevaluarea tuturor constatéilor clinice s i de

laborator.

DEPOZITARE

Dispozitivul de testare trebuie tinut departe de lumina directaa soarelui, umiditate, cdduras isurse de radiatii. A se patrala 4 - 30 ° C (39 - 86 ° F). Nu inghet ati.

Testul in ambalajul original se patreazastabil paala data de expirare Tn conditiile de depozitare. Dispozitivul de testare trebuie utilizat in maximum o oradupadeschiderea foliei.

Componente kit: Casete de testare, tuburi de colectare a probei cu tampon de diluare, instruct iuni de utilizare.
Materiale suplimentare necesare, dar nu sunt furnizate: pahar de colectare s i cronometru.

Materiale suplimentare recomandate, dar nefurnizate: Materiale de control negativ s i pozitiv.

COLECTAREA SI PREGATIREA PROBE

- Testul poate fi efectuat folosind probe de fecale. Probele de fecale pot fi p&trate la 2 - 8 °C p&acad sunt testate intr-o perioadade 3 zile dupécolectare dacanu sunt testate in 6 ore. Proba preg&itain tubul de colectare a probei poate fi pa&strata
timp de 6 luni la -20°C dacanu este testatain decurs de 1 orade la preparare.

- Proba nu trebuie recoltatain timpul sau in decurs de trei zile ale unei perioade menstruale, sau dacapacienta suferade hemoroizi séngerand sau sange in uring se pot obt ine rezultate fals pozitive ale testelor.

- Nu sunt necesare restrictii alimentare. Testul este o metodaconvenabilade testare care utilizeazaanticorpi anti-hemoglobindumanacare cauzeazarecunoas te doar hemoglobina umanacu sensibilitate ridicata
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PROCEDURA DE TESTARE

1. Deschidet i eprubeta de prelevare rotind capacul (Figura 1).
2. Introducetis i rauciti tija in fecalele probeiin cel putin 3 pati diferite ale probei (Figura 2).
3. Introducet i tija cu proba colectatain eprubetés iinchideti-o ferm. Agitat i bine eprubeta de es antionare in sus s i7n directia joasatimp de 2 minute (Figura 3).
*Varugam savaasigurat i catamponul de dilut ie cu proba de fecale in tub este omogen s i are o densitate sczutaa solidului.
4. Scoatet i trusa de testare din sacul sa de protectie din aluminiu s i plasati testul pe o suprafat dplana (Figura 4).
5. Deschidet i capacul de pe vaful eprubetei de es antionare (Figura 5).
6. Atraget i 2 pic&uri de probain godeul de probaa casetei de testare. (Figura 6)
7. Testul poate reactiona chiar s iTn 5 minute. Rezultatele trebuie citite in 10 minute, dupacum se aratamai jos. Nu interpretat i rezultatele peste 20 de minute, rezultatele care se formeazadupa20 de minute ar trebui considerate

nevalide.

NOTA: Dacdproba extrasanu migreaziin test din cauza particulelor, centrifugat i proba extrasain tubul de colectare a probei. Apoi colectati 80 pl de supernatant s i distribuit i-l in godeul de probda unui nou dispozitiv de testare s i urmat i

instructiunile de la pasul 4.
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INTERPRETAREA REZULTATELOR

Negativ: Doar o bandacolorataeste vizibilain zona ,C”, indicad faptul cdhHb nu exista
Pozitiv: Doudbenzi colorate sunt vizibile in zonele ,C" s i, T, indicéd faptul cihHb exista
Concentrat ia sczutade hHb poate provoca o linie slabain zona ,T". Chiar s i o astfel de linie slabain zona ,T" ar trebui considerata, pozitivd'.

Invalid: nu este vizibilanicio bandacoloratasau doar o bandacolorataeste vizibilain zona , T"; testul trebuie repetat folosind un nou dispozitiv de testare.

NEGATIV POZITIV INVALID INVALID

CONTROL DE CALITATE

Testele au integrate caracteristici procedurale de control al calitd ii. Cand testul este finalizat, utilizatorul va vedea o linie coloratain zona ,C" a testului pe probele negative s i o linie coloratain zona ,T"s i,C” pe probele pozitive. Aparit ia lini

de
control ,C" este consideratéca un control procedural intern. Aceastélinie indicafaptul cda fost adaugat un volum suficient de prob3 precum s i un rezultat valid al testului. Se recomandautilizarea unui control negativ s i un control pozitiv pentru

a verifica performant a corespunz&oare a testului ca control extern. Utilizatorii trebuie sdurmeze indrumérile federale, statale s i locale corespunz&oare privind controalele externe de calitate.

EVALUAREA PERFORMANTEI

A Referin &
Valoarea limita 50 ng hHb/ml

+ Rezultat _ Rezultat

Sensibilitate: 99% Specificitate: 99,9 %

s s + Rezultat 929 0
+ Valoare predictiva 99,9 % _ Valoare predictiva 96,7 % Test

_ Rezultat 1 30

Nu existaefect de calig (raje de maurare paala 100.000 ng/ml).

Reactivitate ncrucis ata: Nu existainteract iuni incrucis ate cu hemoglobina, dupacum urmeaza
1000 mg/L Hb bovine

1000 mg/L Hb de oaie
1000 mg/L Hb de cal
1000 mg/L Hb de porc
1000 mg/L Hb de capra
1000 mg/L Hb de iepure
1000 mg/L Hb cane

Controlul intern al calitd ii: Pentru controlul intern al calit& ii au fost utilizate urm&oarele substant e: h Hemoglobing h Albuming h Haptoglobing h Mioglobing h Transferina
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