ORDIN DE PLATA NR.: 1917 TIP.DOC. 1
DATA EMITERII:6 martie 2023

PLATITI: 3300-00 LEI: Trei Mii Trei Sute 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. fil."Invest" Chisinau :MOLDMD2X329:
BENEFICIAR (R) Centrul pen CONTUL DE PLATI/CODUL IBAN

tru achizitii publice central MD23TRPCCC518430B01859AA

izate in sanatate CODUL FISCAL :1016601000212 /
PRESTATORUL BENEFICIAR CODUL BANCII:
Ministerul Finantelor - Trezoreria de Stat : TREZMD2X
DESTINATIA PLATII:/P102/3300,00 Pentru g: TIPUL TRANSFERULUI

arantia pentru oferta la procedura de ac: NORMAL/URGENT :N:
hizi?ie publica nr. ocds-b3wdpl-MD-1676: :
553791345 din 06.03.2023 :

CODUL TRANZACTIEI:101:
DATA PRIMIRII:06/03/2023 : SEMNATURILE
DATA EXECUTARII: : EMITENTULUI

CONDUCATOR:Web Poiata Vitalie :
MIIGYwYJKoZIhvcNAQcCoIIGVDCCBlACAQExCzAIBgUrDgMCGgUAMASGCSAGSIb:

DQEHAaCCBGwwggROMI IDUKADAGECAhNHAAC)bi1lrgFksQOG4AAAAAKNUMAOGCSq:
SIb3DQEBCWUAMCIxIDAeBgNVBAMTFONFULQxLUNBLU1vbGRpbmRjb251YW5rMB4 :

DTIxMDEyODExMzgwNVoXDTIOMDEyODExXNDgwNVowgZ8xCzAJBgNVBAYTAkKIEMRA
gYDVQQIEWdNb2xkb3ZhMREwWDWYDVQQHEwWhDaGl zaWShdTEWMBQGA1UEChMNQm1

(semnatura electronica)
CONTABIL-SEF:Web Nasedchin Alexandr :
MIIGZwYJKoZIhvcNAQcCoIIGWDCCB1QCAQExCzAJBgUrDgMCGgUAMASGCSOGSIb3:
DQEHAaCCBHAwggRsMIIDVKADAGECAhNHAAC)cahRKgbJeg8QAAAAAKNXMAOGCSGG
SIb3DQEBCWUAMCIxIDAeBgNVBAMTEFONFUlQxLUNBLU1vbGRpbmRjb251YW5rMB4X :
DTIxMDEyODExMzkxOFoXDTIOMDEyODEXNDkxOFowgaMxCzAJBgNVBAYTAk1EMRAW :
YDVQQIEwWdNb2xkb3ZhMREwDWYDVQQHEwhDaGlzaWShdTEWMBQGA1UEChMNQm1v

L.S. (semnatura electronica)
CONDUCATOR:

(semnatura manuala)
CONTABIL-SEF:

(semnatura manuala)
SEMNATURA PRESTATORUL L.S.

MOTIVUL R%géH}'ggIned by Poiata Vitalie

“““““ DawT2023.03.06 132621 EET——~——— %
Reason: MoldSign Signature
Location: Moldova




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

CC 04 AE

CERTIFICAT
privind lipsa sau existenta restantelor fata de bugetul public national
poe 5k din | 02032023

1. Destinatia / Haznauenue

Pentru participarea la proceduri de achizitii publice

2. Date despre contribuabil / Undopmaiys o Hanoronaare/bumMke

Denumirea Codul fiscal / Numadrul de identificare
HaumeHoBanue DuckanbHblit Koa / UaeHTH(HKaHOHHBII HOMED
[BIOSISTEM MLD S.R.L. 1010600028048 |
Adresa sediului de bazi (strada, numirul) Codul - Denumirea localitatii

AJpec 0CHOBHOTO MECTOPACIIOJIONKEHUS (yaHLa, HOMEP) Koz - HauMeHOBaHHE HACEICHHOrO yHKTa

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

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat /
[ToxTBepskaeHNE OTCYTCTBUS MM HAJIMYUs HEJJOUMKHU COIJIACHO JaHHBIX MH(OpMAaIMOHHOM aBTOMATH3HPOBAHHOM
CHCTEMBI

La data emiterii prezentului certificat restanta fata de bugetul public national constituie/ Ha naty
BbIJIa4M JJAHHOH CIPaBKH HEJOMMKA Mepe/] HallHOHAIbHBIM 1yOIMYHBIM O0/IKETOM COCTABJISET:
0,00 lei/nei.

4, Valabil pina la / Jleiictutenen go 17.03.2023

5. Autentificarea Serviciului Fiscal de Stat / [ToxtBepxaenue ['ocynap@s
Digitally signed by Stoicov Ana
Date: 2023.03.02 15:31:39 EET

7,!.'.:7
. . A . Reason: MoldSign Signature if*‘;/ A\
Sef interimar DDF Riscani 1 gcation: Moldava @ STOICOV Ana

Functia/lomknocts Semnitura/lloanmuce Numele si prenumele/®amunus u ums

HaJIOTOBOM CITYXKOBI

L.S/ M.IT.
Executor: GOJAN Claudia

Numele si prenumele/Damuins n ums

Este extras din Sistemul Informational al SFS SIA ,Contul curent al contribuabilului”// 02.03.2023 ora 13:50:51
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)

NOTA (0,27)



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




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)






29.03.2022, 17:58 View BNS receipt | Declaratia electronica
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PecnioneHt

®uckanpubiii koa: 1010600028048, naumenoanue: BIOSISTEM MLD S.R.L.

IIpenocraBui otuér: RSF1 21

Ha ¢uckanbnbiit nepuoa: A/2021

Jara npenocrasnenus: 29.03.2022
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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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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
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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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} SERTIFiKA EKi

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

",

S
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Begn e’
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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),

e §

TORB_AU 6. N@
Sefine i

meets the requirements of the standard listed on the certificate

TE

\vg -‘1 sl PR
fl?f:,;\f_ 3| R

Date of certification deci
Certificate bears a qualifi
Warsaw, 15.10.2020

Issued under the Contrac%i

PARTNER OF

LSRR R AT T €
£
é@e..

ttttt
p— TS o
e | ';% £ G
% %g
Bl

—Polish Centre for Tesiing and Cerification 459 putawska Street, 02-844 Warsaw, Poland, phone +48 22 46 45 200, e-mail: pa

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

bc@pcbc.gov.pl
\




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

PARTNER OF
®
*

£ 3
eaw 2 %

vvvvv e CERTYFIKACJA & ITION ARRANCY
SYSTEMOW Member of the Board

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

PARTNER OF
————©
*

',:ﬁf QO %
s e CERTYFIKACJA N7 0n ar AN
0 Member of the Board

SYSTEMOW
ZARZADZANIA

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



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

PARTNER OF
®
*

Member of the Board

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

PARTNER OF
————©
*

Member of the Board

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



CERTIFICATE

EC No 1434-1VDD-434/2019

EC Design-Examination

Directive 98/79/EC on in vitro diagnostic medical devices

Polish Centre for Testing and Certification certifies
that manufactured by:

TURKLAB Tibbi Mal. San. ve Tic. A.S.

ITOB 10017 Sokak No: 2, Tekeli - Menderes
Izmir, Turkey

in vitro diagnostic medical devices, List A

HBsAg Test
Brands: Info®, Toyo®, Rapidan Tester®, Labmen®

in terms of design documentation, comply with requirements of Annex IV section 4 to Directive 98/79/EC (as
amended) implemented into Polish law, as evidenced by the audit conducted by the PCBC.

Validity of Certificate: from 29.08.2019 to 28.08.2024
The date of issue of the Certificate: 29.08.2019
The date of the first issue of the Certificate: 29.08.2008

..

—

Michat Pachowski, PhD
1 434 President
Application No: 56/2019
Module: HE

Polish Centre for Testing and Certification 23a ktobucka Street, 02-699 Warsaw Poland, phone +48 22 46 45 200, e-mail:pcbc@pcbe.gov.pl



&
Certificate No 1434-IVDD-434/2019
Issued under the Contract No MD-31/2019
Bears the PCBC hologram.

Warsaw, 29.08.2019



CERTIFICATE

EC No 1434-|VDD-435/201 9
Full Quality Assurance System

Directive 98/79/EC on in vitro diagnostic medical devices

Polish Centre For Testing and Certification certifies
that the quality assurance system in the organization:

TURKLAB Tibbi Mal. San. ve Tic. A.S.

ITOB 10017 Sokak No: 2, Tekeli - Menderes
Izmir, Turkey

for the design, manufacture and final inspection of in vitro diagnostic medical devices,
List A

HBsAg Test
Brands: Info®, Toyo®, Rapidan Tester®, Labmen®

complies with requirements of Annex IV excluding section 4 and 6 to Directive 98/79/EC (as amended)
implemented into Polish law, as evidenced by the audit conducted by the PCBC.

Validity of Certificate: from 29.08.2019 to 28.08.2024
The date of issue of the Certificate: 29.08.2019
The date of the First issue of the Certificate: 29.08.2008

1434 Michat Pachowski, Pho

Application No: 56/2019
Module: H7

Polish Centre for Testing and Certification 23A Ktobucka Street, 02-699 Warsaw Poland, phone +48 22 46 45 200, e-mail:pcbc@pcbe.gov.pl



Certificate No 1434-1VvDD-435/2019
Issued under the Contract No MD-31/2019
Bears the PCBC hologram.

Warsaw, 29.08.2019



CERTIFICATE

EC No 1434-lVDD-436/2019

EC Design-Examination

Directive 98/79/EC on in vitro diagnostic medical devices

Polish Centre For Testing and Certification certifies
that manufactured by:

TURKLAB Tibbi Mal. San. ve Tic. A.S.

ITOB 10017 Sokak No: 2, Tekeli - Menderes
Izmir, Turkey

in vitro diagnostic medical devices, List A

Anti-HIV 1/2 Test
Brands: Info®, Toyo®, Rapidan Tester®, Labmen®

in terms of design documentation, comply with requirements of Annex IV section 4 to Directive 98/79/EC (as
amended) implemented into Polish law, as evidenced by the audit conducted by the PCBC.

Validity of Certificate: from 25.08.2019 to 28.08.2024
The date of issue of the Certificate: 29.08.2019
The date of the first issue of the Certificate: 29.08.2008

e %)

=
1434 i

Application No: 57/2019
Module: He

Polish Centre For Testing and Certification 23a ktobucka Street, 02-699 Warsaw Poland, phone +48 22 46 45 200, e-mail:pcbc@pcbe.gov.pl



Certificate No 1434-IVDD-436/2019
Issued under the Contract No MD-31/2019
Bears the PCBC hologram.

Warsaw, 29.08.2019




CERTIFICATE

EC No 1434-IVDD-437/2019

Full Quality Assurance System

Directive 98/79/EC on in vitro diagnostic medical devices

Polish Centre For Testing and Certification certifies
that the quality assurance system in the organization:

TURKLAB Tibbi Mal. San. ve Tic. A.S.

ITOB 10017 Sokak No: 2, Tekeli - Menderes
Izmir, Turkey

for the design, manufacture and final inspection of in vitro diagnostic medical devices,
List A

Anti-HIV 1/2 Test
Brands: Info®, Toyo®, Rapidan Tester®, Labmen®

complies with requirements of Annex IV excluding section 4 and 6 to Directive 98/79/EC (as amended)
implemented into Polish law, as evidenced by the audit conducted by the PCBC.

Validity of Certificate: from 29.08.2019 to 28.08.2024
The date of issue of the Certificate: 29.08.2019
The date of the First issue of the Certificate: 29.08.2008

T e

\___'____'_7 )
1 434 Mnchatpl"raec;?g:;kl, PhD

Application No: 57/2019
Module: H7

Polish Centre for Testing and Certification 23a ktobucka Street, 02-699 Warsaw Poland, phone +48 22 46 45 200, e-mail:pcbc@pcbe.gov.pl



Certificate No 1434-1IVDD-437/2019
Issued under the Contract No MD-31/2019
Bears the PCBC hologram.

Warsaw, 29.08.2019



www.pcbc.gov.pl

‘ BN ;5 Polish Centre for Testing and Certification

BM.433.0056.2019.1531.22.EP Warsaw, 17.10.2022

TURKLAB Tibbi Mal. San. Tic. A.S.
ITOB 10017 Sokak No: 2,
Tekeli — Menderes Izmir, Turkey

To Whom it May Concern,

Please be kindly informed that Polskie Centrum Badan i Certyfikacji S.A. (hereinafter “PCBC” or “Polish
Centre for Testing and Certification”) performed evaluation of the comparative study of IVD Device HBsAg
Test, WB/S/P.

HBsAg Test can detect all subtypes of Hepatitis B virus surface antigens. Performance evaluation is
indicated below:

Sample S/ P Sample Type WB Sample Type
Sample Status HBsAg Status Study | Com. Assay | Result Study Com. Result
Number Number | Assay
Naturally acute or Positive 536 EIA 100 % 411 EIA 100 %
chronic infected
Blood donors Negative 1041 EIA 99,8 % - - -
Clinical samples Negative 225 EIA 100 % 225 EIA 100 %
Pregnant women Negative 280 EIA 100 % 30 EIA 100 %

Sensitivity: 100% [95% Cl = 99,61% - 100%]; Specificity: 99,89% [95% Cl=99,60% - 99,99%)]
Analytical Sensitivity: Cut-off: 0,26 IU/mL

The information in the IFU (version CO8.RTHBG.02; date: 01.08.2019; Rev.9) for Rapidan Tester® brand
had been reviewed and remain true and valid.

Test manufactured by TURKLAB Tibbi Mal. San. Tic. A.S. and covered by EC Certificates
1434-IVDD-435/2019 and 1434-1VDD-434/2019.

Yours Sincerely,

Coordinator of In Vitro Diagnostic
Medical Device Certification Division

Polish Centre For Testing and Certification Branch PCBC in Gdansk Branch PCBC in Pila

469 Putawska Street, 02-844 Warsaw 18A Jakuba Wejhera Street, 80-346 Gdansk 11 Sniadeckich Street, 64-920 Pita

Tel.: +48 22 46 45 200, Fax: +48 22 46 45 251 Tel.: +48 663 130 693 Tel.: +48 67 21 38 200, Fax: +48 67 21 38 384
pcbc@pcbce.gov.pl gdansk@pcbc.gov.pl pila@pcbc.gov.pl

NIP: 951-20-63-356 REGON: 015276609 KRS: 0000144813 INITIAL CAPITAL: 16.000.000 PLN (FULLY PAID)

Bank account: Bank Pekao SA, o/Warszawa, No 90 1240 6003 1111 0000 4946 7594
The company registered in the District Court for the Capital City of Warsaw, Xllith Commercial Division



www.pcbc.gov.pl
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‘ BN ;5 Polish Centre for Testing and Certification

BM.433.0057.2019.1539.22.EP Warsaw, 19.10.2022

TURKLAB Tibbi Mal. San. Tic. A.S.
ITOB 10017 Sokak No: 2,
Tekeli — Menderes Izmir, Turkey

To Whom it May Concern,

Please be kindly informed that Polskie Centrum Badan i Certyfikacji S.A. (hereinafter “PCBC” or “Polish
Centre for Testing and Certification”) performed evaluation of the comparative study of IVD Device
Anti-HIV 1/2 Test, WB/S/P.

Anti-HIV 1/2 Test can detect antibodies (IgG, IgA and IgM) generated against all subtypes of Human
Immunodeficiency Virus Type 1 (HIV-1) (including Group O) and Type 2 (HIV-2). Performance evaluation
is indicated below:

Sample S/ P Sample Type WB Sample Type
Sample Status Anti-HIV Study | Com. Assay | Result Study | Com. Assay | Result
Status Number Number
Positive samples Positive 461 EIA 100 % 44 EIA 100 %
(including all
available subtypes)
Blood donors Negative 1045 EIA 100 % - - -
Clinical samples Negative 341 EIA 100 % 215 EIA 100 %
Pregnant women Negative 280 EIA 100 % 30 EIA 100 %

Sensitivity: 100% [95% Cl = 99,27% - 100%]; Specificity: 100% [95% Cl=99,81% - 100%)]

The information in the IFU (version CO8.RTHIV.02; date: 01.08.2019; Rev.9) for Rapidan Tester® brand
had been reviewed and remain true and valid.

Test manufactured by TURKLAB Tibbi Mal. San. Tic. A.S. and covered by EC Certificates
1434-IVDD-436/2019 and 1434-1VDD-437/2019.

Yours Sincerely,

Coordinator of In Vitro Diagnostic
Medical Device Certification Division

Polish Centre For Testing and Certification Branch PCBC in Gdansk Branch PCBC in Pila

469 Putawska Street, 02-844 Warsaw 18A Jakuba Wejhera Street, 80-346 Gdansk 11 Sniadeckich Street, 64-920 Pita

Tel.: +48 22 46 45 200, Fax: +48 22 46 45 251 Tel.: +48 663 130 693 Tel.: +48 67 21 38 200, Fax: +48 67 21 38 384
pcbc@pcbce.gov.pl gdansk@pcbc.gov.pl pila@pcbc.gov.pl

NIP: 951-20-63-356 REGON: 015276609 KRS: 0000144813 INITIAL CAPITAL: 16.000.000 PLN (FULLY PAID)

Bank account: Bank Pekao SA, o/Warszawa, No 90 1240 6003 1111 0000 4946 7594
The company registered in the District Court for the Capital City of Warsaw, Xllith Commercial Division




EC DECLARATION OF CONFORMITY

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

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

Headquarters / Manufacturing Side: [TOB 10017 Sokak No: 2 Tekeli - Menderes / lzmir - Turkey
Product: Anti-HIV 1/2 Test

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

Annex |l List A, 98/79/EC

Conformity Assessment Route: Annex IV

Classification:

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

Notified Body: Polish Centre for Testing and Cettification (PCBC),
ul. Klobucka 23a 02-699 Warszawa Poland
(Notified Body # 1434)

Start of CE Marking: 29.08.2008
Revision No: 7
Place, Date of Issue: lzmir, 08.03.2019
Signature Dr. Sahin Yaglidere, Md =
General Manager
TIRKLAS € 1434
» TIBBI MALZ. SAN. VE TiC.

MiRKEZ iTOB OSB MAH 10031 SK. NO:15 MENDERES / IZMIR

TEL D 232 376 80 81 mx D 232 316 80 40
MEMDERES VD, 376 009 4907 e
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EC DECLARATION OF CONFORMITY

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

Ma'nufacturer: Tarklab Tibbi Mal. San. ve Tic. A.S.

Headquarters / Manufacturing Side: ITOB 10017 Sokak No: 2 Tekeli - Menderes / Izmir - Turkey
Product: Anti-Syphilis 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: lzmir, 08.03.2019

Signature Dr. Sahin Yagldere,

General Manager

MERKEZ: {TOB 058 MAH. 10031 K
FABRIKA: [TOB OSB MAH.10017 §

MENDERES V.D. 879 009 4209

DOC05/02




EC DECLARATION OF CONFORMITY

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

Manufacturer:

Headquarters / Manufacturing Side:

Product:

Brand:

Classification:

Conformity Assessment Route:

Turklab Tibbi Mal. San. ve Tic. A.S.

ITOB 10017 Sokak No: 2 Tekeli - Menderes / lzmir - Turkey
HBsAg Test

Rapidan® Tester, Toyo®, Info®, Labmen®

Annex Il List A, 98/79/EC

Annex IV

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:

Notified Body: :

Start of CE Marking:
Revision No:

Place, Date of Issue:
Signature

MERKEZ: iTOB 0SB MAH. 10031 $K. NO:1 fZmi
MERKEL; | ; - NO:15 MENDERES / JZMiR
*ABRIKA: ITOB OSB MAH.10017 SK. NO:2 MENDRRES ZMiR

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
Polish Centre for Testing and Certification (PCBC),
ul. Klobucka 23a 02-699 Warszawa Poland
(Notified Body # 1434)
29.08.2008

7

Izmir, 08.03.2019

Dr. Sahin Yaghdere, Md
General Manager

TIBBi MALZ. SAN. VE Tic| A.g) ‘

TEL: 0 232 374 80 81. FAX: 0 232 376 8
MENDERES V.D. 879 009 6209

| c €1434

DOC02/03




R apldan R INSTRUCTION FOR USE

HBsAg Test, WB/S/P

eSIer HBsAg Detection in

Whole Blood / Serum / Plasma

in vitro dia ginio stic test Only for professional in vitro diagnostic use

Product Code: RTHB04
Hepatitis B Virus Surface Antigen Cassette Test

BACKGROUND INFORMATION

Hepatitis is a general term meaning inflammation of the liver and can be caused by a variety of different viruses such as hepatitis A, B, C, D and E. Of the many viral causes of
h#manhhepatri]tis fewlgre of greater global importance than hepatitis B virus (HBV). Hepatitis B is a serious and common infectious disease of the liver, affecting millions of people
throughout the world.

The severe pathological consequences of persistent HBV infections include the development of chronic hepatic insufficiency, cirrhosis, and hepatocellular carcinoma (HCC). In
addition, HBV carriers can transmit the disease for many years. Infection occurs very often in early childhood when it is asymptomatic and often leads to the chronic carrier state.
Detection of hepatitis B surface antigen (HBsAg) identifies individuals infected with the hepatitis B virus. Serum HBV DNA concentrations quantified by real-time polymerase
chain reaction (PCR) correlate with disease progression and for decisions to treat and subsequent monitoring. HBsAg is typically detected by sensitive immunoassays that uses
antibody to hepatitis B surface. Point-of-care testing offers significant advantages which include reduction of facility costs, rapid delivery of results, early diagnosis, nurses or
technicians with a minimum of training, peripheral health care level and rapid initiation of treatment.

Interpretation of the Hepatitis B Panel

Results Interpretation
HBsAg, anti-HBc, anti-HBs Negative, negative, negative Susceptible
HBsAg, anti-HBc, anti-HBs Negative, positive, positive Immune due to natural infection
HBsAg, anti-HBc, anti-HBs Negative, negative, positive Immune due to hepatitis B vaccination **
HBsAg, anti-HBc, IgM anti-HBc, anti-HBs Positive, positive, positive, negative Acutely infected
HBsAg, anti-HBc, IgM anti-HBc, anti-HBs Positive, positive, negative, negative Chronically infected
HBsAg, anti-HBc, anti-HBs Negative, positive, negative Four interpretations possible *

* Four Interpretations: 1. Might be recovering from acute HBV infection. 2. Might be distantly immune and test not sensitive enough to detect very low level of anti-HBs in serum. 3. Might be susceptible with a false positive
anti-HBc. 4. Might be undetectable level of HBsAg present in the serum and the person is actually chronically infected.

** Antibody response (anti-HBs) can be measured quantitatively or qualitatively. A protective antibody response is reported quantitatively as 10 or more milliinternational units (=10mIU/mL) or qualitatively as positive.
Post-vaccination testing should be completed 1-2 months after the third vaccine dose for results to be meaningful.

DEFINITIONS

* Hepatitis B Surface Antigen (HBsAQg): A serologic marker on the surface of HBV. It can be detected in high levels in serum during acute or chronic hepatitis. The presence of HBsAg indicates that the person is infectious.
The body normally produces antibodies to HBsAg as part of the normal immune response to infection.

* Hepatitis B Surface Antibody (anti-HBs): The presence of anti-HBs is generally interpreted as indicating recovery and immunity from HBV infection. Anti-HBs also develops in a person who has been successfully vaccinated
against hepatitis B.

* Total Hepatitis B Core Antibody (anti-HBc): Appears at the onset of symptoms in acute hepatitis B and persists for life. The presence of anti-HBc indicates previous or ongoing infection with hepatitis B virus (HBV) in an
undefined time frame.

*1gM Antibody to Hepatits B Core Antigen (IgM anti-HBc): This antibody appears during acute or recent HBV infection and is present for about 6 months.

INTENDED USE

HBsAg Test is a rapid chromatographic immunoassay for the qualitative detection of Hepatitis B surface antigen (HBsAg) in human whole blood / serum / plasma.

REAGENTS

Anti-HBs monoclonal antibody, goat anti-mouse IgG polyclonal antibody and anti-HBs monoclonal antibody conjugated with colored particles.

METHOD

HBsAg Test uses immunochromatographic technology for the qualitative detection of HBsAg in human whole blood / serum / plasma. Sample is introduced from sampling pad. If there is
HBsAg in the sample at detectable level, HBsAg binds to the mobile anti-HBs monoclonal antibodies conjugated with colored particles. Together they move to the test area “T". A visible
colored signal due to the accumulation of colored particles in the test area “T” (a colored test line) indicates positive test result. If there is no HBsAg in the sample at detectable level then
sample moves to the test area “T” together with unbound anti-HBs monoclonal antibodies conjugated with colored particles. Therefore, there is no visible colored signal in the test area “T"
(no colored test line) be obtained, indicating negative test result. Regardless of HBsAg content of the liquid sample, accumulation of colored particles produces a visible colored signal in the
control area “C" (a colored control line), indicating a valid test result. Colored line always appears 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. Read this insert completely and carefully prior to use of the test. Test must be performed in strict accordance with these instructions to obtain accurate results.

3. The test is designed for whole blood / serum / plasma samples. Using other types of samples may cause invalid or false results.

4. Do not use test kit beyond the indicated expiry date. The test device is single use. Do not reuse.

5. 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.

6. Use a new pipette for each sample. Close the buffer bottle cap after using. Buffer is stable until expiry date after the first use in routine.

7. Adequate lighting is required to read the test results.

8. The test device should be discarded in a proper biohazard container after testing.

9. This test kit should be handled only by adequately qualified personnel trained in laboratory procedures and familiar with their potential hazards. Wear appropriate protective clothing,
gloves and eye/face protection and handle appropriately with the requisite Good Laboratory Practices.

10. All patient samples should be handled as taking capable of transmitting disease into consideration. Observe established precautions against microbiological hazards throughout all
procedures and follow the standard procedures for proper disposal of samples.

11. Do not freeze and thaw the serum, plasma samples repeatedly. Using of frozen and thawed samples should be avoided whenever possible, due to the blocking of the membrane by the
debris.

12. Do not use turbid, hemolyzed samples. Turbid test samples should be centrifuged.

13. Hemolytic samples should not be used since they can lead to invalid or false results.

14. A negative result does not exclude the possibility of HBV infection. If the test result is negative and clinical symptoms persist, additional follow-up testing using other clinical methods is
required.

15. A false negative result can occur in the following a recent exposure to HBV; the recent exposure may take several months to reach detectable levels due to recent infection. In exceptional
cases; presence of mutant virus and infection with a variant of the virus may lead to observation of false negative results.

16. Positive samples should be retested using another method and the results should not be used as the only basis for the diagnosis of hepatitis viral infection.

17. 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, pipettes, diluents (for whole blood samples only) and instructions for use.

Additional materials required but not provided : Sample collection tube, centrifuge, timer, for fingerstick whole blood: sterile lancet and capillary tubes.

Additional materials recommended but not provided : Micropipettes to deliver mentioned amount of sample in the test procedure, negative and positive control materials.

SAMPLE COLLECTION AND PREPARATION

The test can be performed using whole blood (venous blood and capillary blood), serum or plasma. To avoid hemolysis, serum or plasma should be separated from blood as soon as possible
and tested immediately after collection. If the sample cannot be tested on the day of collection, serum or plasma samples should be refrigerated at 2 to 8°C for up to 3 days prior to testing.
If testing within 3 days is not possible, serum or plasma samples should be frozen at -20°C or colder. Frozen serum, plasma samples must be completely thawed and mixed well prior to
testing. Bring the samples to room temperature before testing.

Plasma and venous blood can be collected with the following anticoagulants: K3EDTA, K2EDTA, sodium citrate (3,2%), sodium citrate (3,8%), lithium heparin, sodium heparin.

Serum Samples: Collect blood into a collection tube without anticoagulant, leave to settle for 30 minutes for blood coagulation and then centrifuge the blood. At the end of centrifuge
period remaining supernatant is used as serum (Centrifugation time & speed: 2300-2880 x g for ~ 10 min).

Plasma Samples: Collect blood into a collection tube with anticoagulants to avoid coagulation of blood sample and then centrifuge the blood. At the end of centrifuge period supernatant
is used as plasma (Centrifugation time & speed: 2300-2880 x g for ~ 10 min).

Whole Blood Samples: Collect venous blood into a collection tube with anticoagulants to avoid coagulation, test should preferably be performed immediately. Otherwise, whole blood
samples should be stored at 2 - 8 °C until they are being tested in a period of 2 days after collection. Do not freeze whole blood sample.

For Capillary Blood; according to the laboratory practice, use a sterile lancet and an appropriate capillary tube to collect blood by capillary action. Test should be performed immediately.



TEST PROCEDURE

1. Bring the tests and whole blood / serum / plasma samples to room temperature. Take the test out of its pouch.
2. For Serum / Plasma Samples: Draw serum / plasma into pipette and put 3 drops (75 pl) into the sample well of the cassette. Do not use diluent for serum /
plasma samples.

For Whole Blood Samples: Draw whole blood into pipette and put 2 drops (50 pl) into the sample well of the cassette. Immediately after, 1 drop of diluent
is added into the sample well and allowed to soak in.

When using Capillary Blood Samples: Collect 50 pl of fingerstick whole blood using the capillary tube (not provided) and transfer it into the sample well of
the cassette. Immediately after, 1 drop of diluent is added into the sample well and allowed to soak in.

Avoid the formation of any air bubbles.
3. Results should be read at 15 minutes as shown below. Do not interpret results beyond 20 minutes, results forming after 20 minutes should be regarded as
invalid.

INTERPRETATION OF RESULTS

Negative: Only one colored line is visible in “C" area.
Positive: Two colored lines are visible in “C" and “T" areas.

forS/P for WB
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Low concentration of hepatitis B surface antigen may cause a faint line in “T" area. Even such a faint line in “T" area should be | §
regarded as “positive”. } o
Invalid: No colored line is visible or only one colored line is visible in “T" area; test should be repeated using a new test device. |
Insufficient specimen volume or incorrect procedural techniques are the most likely reasons for control line failure. Review the procedure and repeat the test with }
anew test device. If the problem persists, discontinue using the test kit immediately and contact your local distributor. ¢ } FS
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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

HBsAg Test can detect all subtypes of hepatitis B virus surface antigens.

Sample Status Sample S /P Sample Type WB Sample Type
P HBsAg Status Study Number | Com.Assay | Result Study Number | Com.Assay | Result
Naturally acute or chronic infected Positive 100 %

Blood donors Negative 99,8 %

Clinical samples Negative 100 %

Pregnant women Negative 100 %

Sensitivity and Specificity
Using results of positive samples (947/947) and negative samples (1799/1801); sensitivity, specificity with the 95% confidence interval values are calculated as;

Sensitivity : 100 % [95% Cl =99,61% - 100%)] Specificity : 99,89 % [95% Cl = 99,60% - 99,99%]

Analytical Sensitivity  Cut-off: 0,26 [lU/mL

Seroconversion panels: 30 seroconversion panels were studied with Tirklab HBsAg Test and compared to results from CE Marked ElAs as reference assays.
Tlrklab HBsAg Test was capable of detecting antigens of HBsAg in a similar manner of the CE Marked EIA tests.

Interferences: Following potentially interfering substances were tested with HBsAg Test: Hemoglobin, Bilirubin, Triglycerides, Rheumatoid Factor (RF). No
interference was observed.
Hemolytic samples should not be used since they can lead to invalid or false results.

Cross Reactivity: Cross reactivity has been tested with below samples, no cross reactivity was found with the HBsAg Test.
- Anti-HCV serum / plasma samples,
- Anti-HBs serum / plasma samples,
- Whole blood / serum / plasma samples from pregnant women.

Capillary Blood: Positive and negative capillary whole blood specimens collected by fingerstick were performed with HBsAg Test. The results showed that
there was a good correlation of testing results between venous whole blood and capillary blood.
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Rapldan NHCTPYKUMA MO NPUMEHEHWIO

TECT nHa onpegeneHne Antuten Kk BUY-1 n BUY-2

BbisiBneHune aHtuten kK BUY
B ueanon KpOBMW, CbIBOPOTKE 1 NNna3me venoBeka

in vitro diagnostic tes

Kop npogykra: RTHIV02

TecT-KacceTa AnA onpefeneHna aHTuTen K Bupycy VIMMyHO,U,Eq)VILWITa yenoseka.

OBLAA UHOOPMALIUA

BUY/CMN[ AaBnaeTca cambiM rybnTenbHbIM 3aboneBaHuem B NCTopun yenoseyectsa. BMY osHauaet Bupyc nmmyHoaednymuTa Yenoseka, sbisbisatowuin CMI. BUY paspyluaeT onpeaenéHHble KNeTkn
KPOBW, UMeloLLMe peLlalolliee 3HaueHe B HOPManbHOM GpYHKLIMOHMPOBAHNN MMMYHHO CCTEMbI, KOTOpas 3all/LLaeT OpraHmn3m Yenoseka oT 6onesHeit. CMN[ o3HayaeT CUHAPOM NPUOBPETEHHOTO
ummyHozdedpuumTa. OH NPOABAAETCA TOrAa, KOrfa UMMYHHasA CMCTEMa OpraH3Ma HacToNbKo ocnabneHa BUY, uto y uenoseka pa3BuBaloTca pasnnyHble 3aboneBaHua Unu pakx.

BUY-nHbeKuMA yalLe BCEro BbIABNAETCA NPU TECTUPOBAHW NMPO6 KPOBW, CYLLECTBYIOT U CIIOHHbIE TeCTbl. EC B Npo6e KpoBw nu CtoHe 06HapyxuBatoTca aHTUTena K BUY — cneunanbHble 6enku,
BblpabaTbiBaeMble OPraHM3MOM B OTBET Ha BCTpeuy ¢ BO3byauTenem nHdekLUven, To Yenosek apnaetca BVY-nonoxuntenbHbiM. HepgaBHO 6bin pa3paboTtaH skcnpecc-TecT Ha BUY ana ucnonb3osanus
€ Npo6amu CbIBOPOTKY U1 Nasmbl.

BWY He BbI)KMBaET BHe YenoBeyeckoro Tena. lo3ToMy OH He MOXET nepeaBaTbCA NPy NOBCEAHEBHOM GbITOBOM KOHTaKTe. Komapbl 1 Apyrvie HaceKomble He nepeHocaT BY.

BWY moxxeT nepefaBaTbCA NMPU MOIOBOM KOHTaKTe C 3apaXkEHHbIM YeSIOBEKOM, Yepe3 NHOMLMPOBaHHbIE UMbl U/VAV WNPULbI U/UNK APYroe NHbeKLUMOHHOe 060pyaAoBaHne Unu, pexe (1 ceitvac
OYeHb PefiKo B CTpaHax, rAe KpoBb NPOBEPAETCA Ha Hanuume aHTuTen K BUY) npy nepenvisaHnm MHGMLMPOBaHHO KPOBY U $paKTOPOB CBEPTHIBAEMOCTY KPOBW, NCMOMb3YeMbIX ANA NeueHuns
remodunun.

PaHHAA nabopaTopHas AnarHocTnKa nepenyuHoi BUY-nHpekummn ocHoBaHa Ha BbisiBneHUn BupycHoi PHK unu aHTreHa p24 B nnasme nnm CbIBOPOTKE KPOBU YeNOBEKa 1O CEPOKOHBEPCHMN aHTUTE.
[inarHoctnyeckoe okHO BUY-nHdeKL1n MoXeT BbiTb COKpaLLeHO Ha 4-5 AHel 3a CYET BbIABNEHUA aHTUreHa p24.

HA3HAYEHUE

Tect Ha aHTuTena K BUY-1 n BUY-2 — 6bICTpbIii UMMYHOaHanM3 AnA KauyecTBeHHOro BbiABneHua aHtuten (IgG, IgA n IgM), BbipabaTbiBaeMbix NPOTKB BCeX MOATUMOB BUpYca UMMyHoaedULMTa

Tonbko ansa npodeccroHanbHOWM ANarHOCTUKM in vitro

yenoseka Trna 1 (BUY-1) (Bkntouas rpynny «O») n Tuna 2 (BUY-2) B uenbHo KpoBY, CbIBOPOTKE NN Ma3Me YenoBeka.

PEATEHTbI

PekomM6UHaHTHbBIN aHTUreH BUY, MoHOKNOHanbHble aHTUTeNa K BUY 1 pekoMOMHaHTHbIN aHTUreH B/Y, KOHbIOrMPOBaHHbBIN C KONMIOWAHBIMU YacTLaMm 3010Ta.

METOANKA AHAJIU3A

Tect Ha aHTUTena K BUY-1 1 BUY-2 ucnonb3yet 18EpAopasHyto MUMMyHOXpOMaTOrpaduUecKyo TEXHONOMMIO AA KaueCTBEHHOTO BbIABIEHWA aHTUTeN K BUY B LienbHOM KpOBU, CbIBOPOTKE UM Mnasme
yenoBeka. TecT npefcTaBnseT cob6oi ABYXCTaAUNHBIA UMMYHOMETPUYECKWIA aHanu3, B KOTOPOM WCMOMb3yeTcA COYeTaHUe MOHOK/IOHAJIbHbIX aHTUTEN U PEKOMOMHAHTHbBIX aHTUreHoB AnA
136MpaTenbHOro BbiABNEHUA aHTUTeN K BUY B Npo6ax C BbICOKOW CTEMEHbIO YyBCTBUTENbHOCTN. PeKOMOVHaHTHbIe aHTUreHbl BUY (B Tom uncne gp120, gp41, gp36, p24) MMMO6GUNN30BaHbI B
TecToBol 0bnacTu «T», a MOHOKJIOHambHble aHTuTeNa K BUY nmmobunnsosaHbl B KOHTPObHOM 06nacTy «C» HUTPOLIEN/ION03HOM MeMbpaHbl. PekoMbuHaHTHble aHTUreHbl BUY (B Tom uncne gp120,
gp41,gp36, p24), KOHLIOTMPOBaHHbIE C KONNOWAHbBIMU YaCTULLAMM 30710Ta, BbICYLLIEHbI Ha MOAYLLKe KOoHbloraTa. Mpoba BBOAWTCA C nowwaaKy Ana npobbl. Ecnv npoba copepxunt aHTuTena k BUY, To
3TV aHTUTENa CBA3LIBAKOTCA C NMOABWKHBIMY PEKOMOVHAHTHBIMW aHTUreHamn BUY, KOHBIOTMPOBaHHBIM C KOIOMAHBIMI YacTULLAMM 3010Ta. BMecTe OHUM nepemelaloTcs B TeCTOBY 061acTb «T».
Monekynbl aHTUTen K B/Y cBA3bIBaOTCA C MMMOOMNN30BaHHBIMU PEKOMOMHAHTHBIMU aHTUreHamn BUY. B pesynbTtaTte 3T0ro, Monekynbl aHTUTeN K BUY, KoTopble yxe cBA3aHbl C NOABVKHLIMU
peKoMOUHAHTHBIMK aHTUreHamm BUY (KOHBIOrMPOBaHHbBIMY C KONMIOMAHbBIMY YacTUL@MU 30510Ta), UMMOOVIM3MPYIOTCA B TECTOBOW 06nacTy «T», Takum 06pa3om co3faBas BU3yasbHbli LBETHOM
CUrHan 13-3a HAKOMEHUA KONMIOMHbIX 30/10TbIX YaCTULL B TECTOBOW 06n1acTy «T» (LiBETHAA TECTOBAA IMHWA). ITO YKasblBaeT Ha NONOXKUTENbHbIN pe3ynbTaT aHanusa. Ecin B npobe HeT aHTUTEN K BUY,
To npoba nepemelyaeTca B TeCTOBY0 06nacTb «T» BMeCTe C HeCBA3aHHbIMU (CBOOGOAHBIMM) PEKOMOVHAHTHBIMI aHTUreHamn BUY, KOHBIOrMPOBaHHBIMK C KOMIOMAHBIMU YacTULaMy 30510Ta.
MMMO61IM30BaHHbIE PEKOMOUHAHTHbIE aHTUreHbl BUY He MoryT cBA3aTbCA C NOABMXHBIMU PEKOMOVMHAHTHBIMU aHTUreHamu BUY, KOHBIOTVPOBAHHBIMM C KOMMOWMAHBIMM YacTULLAMK 3051073,
NO3TOMY B TECTOBOW 061acTU «T» HET BU3YyaslbHOrO LIBETHOTO CUrHana (HeT LBETHO TECTOBOW NIMHMN). TO yKas3blBAeT Ha OTPMLATENbHbIN Pe3ynbTaT aHanu3sa. BHe 3aBUCMOCTI OT HanMuma unn
OTCYTCTBUA aHTUTeN K BUY B nccnepyemoin npobe, noaBukHble peKOMOUHaHTHbIE aHTUreHbl BUY, KOHbIOTMPOBaHHbIE C KOTOMAHBIMU YacTML MM 30510Ta, CBA3bIBAIOTCA C MIMMOGUM30BaHHbIMU
MOHOK/OHaNbHbIMM aHTUTeNnamu K BUY, koraa »vakas npoba NpoxXoauT uepes KOHTPONbHY 0611acTb «C». [103TOMy HaKoMeHne KONNOVAHbIX 30/10TbIX YacTyL, CO3[AET BU3yarbHbI LiBETHOW CUrHan
B KOHTPO/IbHO 06n1acTu «C» (LIBETHaA KOHTPOSbHAA NIMHIA), yKa3blBasA Ha JOCTOBEPHOCTb pe3ynibTaTta aHanusa. LiBeTHas NnHuaA fomkHa GbITb BUAHA B KOHTPOSbHOM 061acTh «C» B Nto6OM cryyae;
€CNIV LBeTHasA NIMHWA He BUAHA B KOHTPO/IbHOM o6nacTtu «C», pe3ynbTaT aHanu3a cnefyeT npr3HaTb HeJOCTOBEPHbIM.

MEPbI MPEAOCTOPOXHOCTU U OTPAHNYEHUA

1. Tonbko ans npodeccmoHanbHoM ANarHoCTUKK in vitro.

2. He ncnonb3oBaTtb TeCT-Habop Mocsie OKOHYaHKA CPoKa ero ropHoCT. TecT-kacceTa npeAHasHauyeHa 4fis O4HOKPATHOro NCMob30BaHWA. Henb3sa ncnonb3oBaTh TeCT-KacceTbl
NOBTOPHO.

3. TecT-KacceTa OMKHA OCTaBaTbCA B OPUTMHANbHOW repMeTUYHOM MHAVBUAYaNbHOW YNakoBKe BNIOTb 40 MOMEHTa UCNONb30BaHNA. Henb3A cnonb3oBaTh TeCT-KacceTy, ecnm
YNaKoBKa pacKpbITa W NoBpexaeHa.

4. Bo BpemA NpoBefjeHA aHann3a HaaesaiTe OjHOpa3oBble NepyaTku.

5. Micnonb3yiiTe HOBYIO NUNETKY ANA KaXaoi Npobbi.

6. Mocne npoBefeHsA aHanm3a TecT-KacceTa AOMKHA ObITb YTUNM3MPOBaHa B COOTBETCTBYIOLMNIA KOHTeHep Ansa cbopa bruonornyeckoro matepuana.

7. Bce npobbl NaLmeHTOB AOMKHbI pacCMaTPMBaTbCA Kak CMOCO6HbIe NepeHoCcUTb 3abonesaHue. Bo Bpema npoBeaeHna aHanm3a cobniofante Bce yCTaHOB/IEHHbIE Mepbl
NPEeAOCTOPOXXHOCTY NPU PUCKE 3apakeHUA 1 cnefyiiTe CTaHAAPTHBIM UHCTPYKLUMAM ANA NPaBUIbHON yTuansayuy npob.

8. Henb3a MHOTOKpaTHO 3aMOPaXKMBaTb 1 Pa3MOPAXKMBATb NPOObI CbIBOPOTKYM MM Na3mbl. ECv 3To BO3MOXHO, cnepyeT n3beratb NCnonb30BaHVA 3aMOPOXKEHHbIX 1
Pa3sMOPOXKEHHbIX MPOG MO MPUYNHE BO3MOXXHOIO 3aCOPEHA MEMOPaHbI.

9. He ncnonb3oBaTb MyTHble, reMONM3MpPoBaHHble NPo6bl. MyTHble Npo6bl cneayeT oTLeHTPUdYrmpoBaTh.

10. He ncnonb3oBaTb reMonuTMyeckrie 06pasLibl, TOCKONbKY OHU MOTYT MPUBECTY K HE[LOCTOBEPHbIM MV JIOXKHBIM pe3ynbTaTam aHanu3a.

11. 3TOT TeCT yKaxeT TONbKO Ha NMPUCYTCTBYE UK OTCYTCTBUE aHTUTeN K BUY B npobe, 1 OH He MOXeT ObITb 1CMONb30BaH B KauecTBe €AVHCTBEHHOO KpUTEPUA ANA MOCTaHOBKM
AvarHosa BUY.

Kak 1 B cniyyae co BceMy MarHOCTUYECKUMY aHanv3amu, ceflyeT MMeTb B BUAY, UTO MOCTAHOBKA AMarHo3a He MOXeT 6a31poBaTbCA TONbKO Ha eAVHCTBEHHOM pe3ynbTaTe aHanwv3a.
JInarHo3 MoxeT 6bITb MOCTaBNEH TOMIbKO CNELManMCTOM NOC/e OLeHKI BCeX KNMHUYECKMX 1 1abopaTopHbIX pe3ybTaTos.

YCJ10BUA XPAHEHUA

TecT-KacceTbl cneflyeT XpaHWTb BAANN OT NPAMbIX COSIHEUHbIX Jy4ell, NCTOYHUKOB BRaru, Tenna u usnyvyeHuna. XpaHutb npu Temnepatype ot +4°C po +30°C (39-86°F). He
3amMOpaxmBaTb.

Mpn cobniofeHnn ycnoBuii XpaHeHUA TecT-KacCeTbl B OPUrMHaNbHON ynakoBKe OCTalTCA CTabWbHbIMKU BMOTb A0 KOHL@ CPOKa rofHOCTU. TecT-KacceTbl JOMKHbI ObiTb
MNCNONb30BaHbl, MAKCVMYM, B TEYEHVE OAHOTO Yaca Nocse BCKPbITUA YNakoBKU U3 Gponbru.

CocraB Habopa: TecT-KacceTbl, MUMETKK, PAaCTBOPUTENM (TONBKO ANA NPo6 LeNbHOW KPOBU) U MHCTPYKLMA NO NPUMEHEHWIO.

[lononHutenbHo Heo6 HO He NnocT maTepuanbi: npobrpka ana cbopa npob, ueHTpudyra n Tanmep.

il TeNbHO p ny , HO He NoCT martep MUKPOMUNETKN AnsA 3abopa ykasaHHOro o6bEma Npobbl B Xofe NpoLefypbl aHanusa, oTpulaTesnbHble 1
NONOXNTENbHbIE KOHTPOJIbHbIE MaTepurabl.

3ABOP MPOBbI U MOATOTOBKA K AHANIN3Y

AHann3 MOXeT 6biTb BbINOHEH C MOMOLLbIO LiefIbHOW KPOBU, CbIBOPOTKY UMM Na3Mbl. YTOObI M36eXKaTb reMonin3a, CbiIBOPOTKA UK Nia3ma AOMKHbI 6bITb Kak MOXKHO CKOpee OTAeNeHb
OT KPOBW.

[na npo6 uenbHoll KpoBu: AHanu3 ciefyeT NPOBOAWTb Cpasy nocse 3abopa nNpobbl LenbHON KPoBU. B MHOM cnydae, uTobbl n3bexaTtb Koarynaumm, npoba LienbHOW KPOBY MOXET
XpaHUTbCA Npu Temnepatype ot +2°C go +8°C ¢ aHTukoarynaHTamu (QATK, renapuHoM, LUTPATOM HaTpWA) B TeueHne 2 fHel nocne 3abopa Npobbl 1 A0 MOMeHTa NpoBeAeHNA
aHanu3sa.

[nsa npo6 cbIBOpOTKU: BHecuTe npoby KpoBu B NpobupKy 6€3 aHTUKoarynsaHTa, octaBbTe Ha 30 MUHYT ANl CBEPTbIBAHMA KPOBU, @ 3aTéM OTNPaBbTe KPOBb Ha LIeHTpUdyrnpoBaHue.

B KoHUe neprioaa LeHTPrPYrnpoBaHMA OCTaBLUNIACA CyNepHaTaHT UCMOJb3yeTCA B KauecTBe CbIBOPOTKM. (Bpema 1 ckopocTb LeHTpuyrnposanua: 2300-2880 x g B TeueHne 10 MUHYT)
[na npo6 nnasmbi: BHecrTe Npoby KpoBYM B NPOBUPKY € aHTMKoarynaHTamu (OATK, renaprHOMm, LMTPATOM HaTpus), 4ToObI 36exaTb Koarynaumm npobbl KPoBW, a 3aTem OTNpaBbTe
KPOBb Ha LeHTpudyruposaHue. B KoHue nepuopa LeHTpUPYrmpoBaHma OCTaBLUMINCA CyrnepHaTaHT UCMONb3yeTcs B KayecTBe niasmbl. (Bpemsa n ckopocTb LeHTpudyrmpoBaHums:
2300-2880 x g B TeyeHune 10 MUAHYT).

He ncnonb3osatb MyTHble, reMONM3UPOBaHHble NPOo6bI. ECNN TeCTMpoBaHye Henb3A NPOBECTY B A€Hb 3a60pa, TO MPO6bl CbIBOPOTKY NN Na3Mbl MOXXHO XPaHUTb B XONOAUIBbHIKE Ui
MOPO3UbHMKe. Henb3A MHOrOKpaTHO 3aMopaknBaTb 1 pa3mMopaxmnBaTb NPobbl CbIBOPOTKM UKW Nna3mbl. He 3amopakmsaTb Npobbl LienbHo KpoBW. Mepea nposeeHneM aHanvsa
fioBeAnTe Npobbl O KOMHATHOW TemnepaTypbl. 3aMOPOXXeHHble MPO6bI JOMKHbI MOMHOCTbIO OTTaATb, @ Nepes aHaNM30M UX HeobXOAMMO XOpoLo nepemellaTtb. MyTHble MPo6bI
cnepyeT oTUeHTPUYrnpoBaTh. ECn 3To BO3MOXHO, cieflyeT nsberatb MCNoNb30BaHUA 3aMOPOXKEHHBIX 11 PAa3MOPOXKEHHbIX NPO6 MO NPUUMHE BO3MOXKHOTO 3aCOPEHA MEMOPaHbI.



MPOLIEAYPA NPOBEAEHUA AHAJIU3A

1. [loBeCTM TecT-KacceTy v Npobbl LieNbHOM KPOBM, CIBOPOTKM VNN NNa3Mbl 40 KOMHATHOW TemnepaTypbl. /3Bneub TecT-kacceTy U3 MHAMBUAYaNbHOMN yNaKkoBKM.
2. Aina npo6 uenbHoli KpoBu: HabpaTb LenbHyio KpoBb B NUNeTKy 1 nomectutb 1 kannto (30 Mkn) B nyHKy Ansa npobbl Ha TecT-Kaccete. Cpa3y nocsie 3Toro Jo6aBuTb B NYHKY Ans
npo6bl 1 Kannto pasbasuTens v AaTb BNMTATbCA.
AnA npo6 cbiBopoTKM/nna3mbl: HabpaTb CbIBOPOTKY/Mnasmy B NUNeTKy v nomectntb 2 Kannw (50 Mkn) B nyHKy AnA npobbl Ha TecT-KacceTe. He ncnonb3oBath pactBoputent ans
npo6 CbIBOPOTKM VAV N1asmbl.

/136eratb 06pa3oBaHMA My3bIPbKOB BO3AyXa.
3. B 3aBUCMOCTU OT KOHLEHTpaLumn aHTuTen K BMY B npobe, TecT MoxeT oTpearnpoBaTth yxe yepe3 5 MUHYT. Kak nokasaHo HiKe, pesynbTaTbl ClielyeT MHTEPNpPeTpoBaTh Yepes
15 MuHYT. Henb3s MHTepnpeTrpoBath pesynbTatbl nocne 20 MuHyT. PesynbTatbl nocne 20 MUHYT ClieflyeT MHTEPMPeTUPOBaThb Kak HeAOCTOBEPHbIE.

WHTEPNPETALUA PE3YJIbTATOB TECTA

OTpuuaTenbHbii: OfHa LBETHaA NIMHNA NOABAETCA B 0611acTh KOHTpona «C», yKa3biBas Ha OTCYTCTBMe aHTUTen K BUY B npobe.
MonoXuTtenbHbiii: [IBe LBETHbIE NMHMN NOABNAIOTCA B KOHTPONbHOW 06nacTy «C» 1 B TeCTOBOM 06nacTu «T», yKasbiBas Ha Hanuume aHTuTen K BAY |
B npobe. |
Hwn3Kas KoHueHTpauwma aHTuTen K BUY B npobe MoXeT NpuBeCTY K Clabo BblpaXKeHHOMN NHUK B 06nacTyh «T». OfHAKO fiaxe TaKyio IMHWIO C HA3KOM }
VHTEHCUBHOCTbIO OKpalliBaHUA B 06nacTy «T» CliefyeT paccMaTpuBaTb KaK «MONOXKUTENbHbIN» pe3ynbTar. |
HepocroBepHblii: LiBeTHas NMHUA He MOABAETCA UM NOABIAETCA TONbKO B TECTOBOW 0611acTy «T». CrepyeT NOBTOPUTb aHanU3 C MOMOLLbO \
HOBOW TeCT-KacceTbl. } I

|

|

|

|

I

on LK

Diluent

HepocTaTouHblin 06bem Npobbl My HenpasubHbIe MpoLefypPHble METOAbI ABNAIOTCA Hanbosiee BEPOATHBIMU NpUYMHaMy Npobnem B paboTe
KOHTPO/IbHOM NMHMK. [TepecmoTpuTe NpoLeaypy NPOBEAEHA aHanm3a v MOBTOPMTE TECT C MOMOLLbIO HOBOrO TECTOBOrO yCTpomncTea. Ecin
npobnema He ycTpaHeHa, HeMeANIeHHO NpeKpaTUTe UCMoJb3oBaHUe Habopa TeCTOB 1 06paTUTECh K MECTHOMY AUCTPUGBIOTOPY.

o = ofl [ ofC = ol - - -—

OTPULIATE/IbHbIN MONOXUTENbHbIN HEAQOCTOBEPHbIN HE[,OCTOBEPHbIN

KOHTPOJ1b KAYECTBA

B TecT-KacceTbl BKMIOUYEH BHYTPEHHWUI KOHTPOMb Mpoleaypbl aHanu3a. Mpw 3aBeplleHnn aHanv3a Nosb3oBaTelb YBUAUT LIBETHYIO JIMHUIO B KOHTPONbHOW obnactn «C» Ha
oTpuLaTeNbHbIX NPo6ax 1 LIBETHYIO JIMHNIO B TECTOBOM 06/1aCTh «T» 1 KOHTPObHOM 0611acTh «C» Ha NONOXUTENbHBIX NPobax. Hannure KOHTPONbHOM NMHKKM «C» paccmaTprBaeTca
KaK BHYTPEHHWI KOHTPONb NpoLeypbl aHanu3a. Ta IMHUA NOATBEPXKAaeT BHeCeHWe JOCTaTOYHOro 06bEMa Npobbl M AOCTOBEPHOCTL CAMOro pe3y/bTaTa aHanusa. PekomeHgyetca
TecTMpoBaTb 3aBeJOMO OTpULATENbHbIE W MONOXKMTENbHbIE 06pa3Lbl 417 BHELUHel NPOBEPKM NPaBUIbHOCTY BbINMOMHEHUA aHanu3a. Monb3oBaTenn JOMKHbI NPUAEPKNBATLCA
roCyAapCTBEHHDBIX, PETVOHANbHbIX 1 MECTHBIX PEKOMEHAALIMNIA, KacaloLMXCA BHELLHEro KOHTPOSIA KayecTsa.

OLIEHKA SOOEKTUBHOCTU
TecT Ha aHTUTena K BUY-1 n BUY-2 moxeT BbiABUTL aHTUTena IgG, IgA n IgM, BbipabaTbiBaemble NPOTUB BCeX NOATUNOB BUpyca MUMMyHoAedMLMTa YeNloBeKa Tuna
1 (BUY-1) (Bknouas rpynny «O») u Tuna 2 (BUY-2).

6 po6a Ha aHTUTENa Tun npo6bl CbIBOPOTKa/Niasma Tvn npo6bl LenbHas KPoBb
GDVCRORE! K BUY-1 1 BUY-2

Homep vccneposarua (pas}"{‘ﬁg';%e#;gge @ PesynbTat Homep nccneposaHms (pas}"{‘ﬁg';%e#;gge @ PesynbTat
TMonoxuTenbHble Npobbl (Bce AOCTYNHbIE FeHOTIMbI) MonoxutenbHas 500 EIA 100 % 500 EIA 100 %
[loHopbI KPOBM OtpuuatenbHas 1058 EIA 100 % 1011 EIA 100 %
KnuHuueckmii OTpuuatenbHas 250 EIA 100 % 210 EIA 100 %
BepemeHHbIe KeHLMHbI OTpuuatenbHan 212 EIA 100 % 212 EIA 100 %
PeBmaToMAHbIN GakTop OTpuuaTenbHas 150 EIA 100 % 150 EIA 100 %
AnTUTena K BIC OTpuuaTenbHas 20 EIA 100 % 10 EIA 100 %
BuUnMpy6uH OTpuuaTenbHas 10 EIA 100 % - 5 -
Femorno6un OtpuuarenbHas 10 EIA 100 % - - -
Tpuravuepuab OTpuuaTtenbHas 10 EIA 100 % - - -
YyBcTBAT Tb 1 cneyndnUHOCTb TecTa

[insA Npo6 cbiBOPOTKI/Ma3mMbl UCMOSb3YIOTCA pe3y/bTaTbl MONOXKUTENbHBIX MPo6 (500/500), oTpuuaTenbHbIX NPob AoHOPOB KpoBu (1058/1058) 1 knuHuuyeckux npob (250/250). Micnonb3ys 3T
pesynbTaTbl YyBCTBUTENbHOCTb, CNELMPUUHOCTD, MPOrHOCTUYECKAA LIEHHOCTb NONOXNUTENbHOIO U OTPULIATENIbHOTO Pe3ybTaToB PaCCUMUTBLIBAIOTCA CeayioWuM obpasom:

YyscTBUTENbHOCTL: 100% CneundunyHocTb: 100%

MporHocTnyeckan LLeHHOCTb NONOXKUTeNbHOro pesynbTata: 100% MporHocTnyeckas LLleHHOCTb OTpuULjaTeNibHoro pesynbTaTa: 100%
[inA Npo6 LenbHON KPOBY UCMOSb3YIOTCA pe3y/bTaTbl MONOXUTENbHbIX Npob (500/500), oTpuruaTenbHbix Npob foHopos Kposu (1011/1011) u knnHMyecknx npo6 (210/210). Ucnonb3ys 3T
pesynbTaTbl YyBCTBUTENBHOCTD, CNELMPUUHOCTD, MPOrHOCTUYECKANA LIEHHOCTb MOIOXKNTENIBHOTO N OTPULATENIBHOTO PE3y/bTaTOB PACCUMUTBLIBAIOTCA ClIEAYIOLUM 06pa3om:

YyscTBUTENbHOCTL: 100% CneundunuHocTb: 100%
MporHocTnyeckan LEeHHOCTb NONoXNTENbHOrO pesynbTaTta: 100% MporHocTnyeckan LLeHHOCTb OTpULaTeNbHOro pesynbrata: 100%
C COpOK CepOKOHBEPCHOHHbIX MaHenen by TecTMpoBaHbl napanienbHo C MOMOLbIo TecTa Ha aHTuTena K BWY-1 n BNY-2 npomssoactea «Turklab» n

VIMMyHO(bepMeHTHOI’O aHanusa (M®A) B kauectBe pedepeHTHOro. Bce 40 cepoKOHBEPCHMOHHDBIX MaHenei 6bin NpaBUIbHO BbiABIEHbI TECTOM Ha aHTUTena K BMY-1 n B/Y-2 npoussopcTea
«Turklab», KoTopbIil OTpearnpoBasn NOABIEHNEM MHNN B KOHTPONbHOM 0bnactu «C» 1 apyroi nuHum «T» B TeCTOBOI 06m1acTyi Npobbl. ITanoHHbI aHanm3 NUOA Takke BbiABIIT CEPOKOHBEPCUIO
Bcex 40 naHeneil. [laHHbIN aHann3 ykasbiBaeT, Y4TO TeCT Ha aHTuTena K BMUY-1 n BUY-2 npoussopcTea «Tirklab» npoaeMoHCTpUpoBan aHanorvuHyio pesynbTaTVBHOCTb [UAarHOCTUYECKON
YyBCTBUTENbHOCTU B cpaBHeHum ¢ DA aHannzom ¢ «CE» MapKUpOBKOIA.

MepeKkpécTHan peakTUBHOCTD: MepeKpécTHan PeakTUBHOCTb Gblnia MPOTECTPOBAHA C YKa3aHHbIMU HKe Npobamu. [epeKpEcTHan peakTUBHOCTb C TECTOM Ha aHTUTena K BUY-1 n BUY-2 He
ob6Hapy»eHa.

- Mpo6bl LenbHO KPOBY, CbIBOPOTKM, Ma3Mbl COAepXKaLlme 1 He CoaepKalyue aHTuTena K BrC.

- Mpo6bl LenbHO KPOBY, CbIBOPOTKM, Ma3Mbl 6epeMeHHBbIX KEHLLVH.

WnTepdepenuns: Cnepyiolwme NoTeHUMANbHO MeLIAloLLMe BeWecTBa 6blM NPOTECTMPOBaHbI C TECTOM Ha aHTUTena K BUY-1 1 BUY-2: remorno6uH, 6unmpy6uH, Tpuramuepuabl, PEBMaToMAHbIN
daxTop. Hrkakon nHTepdepeHLnn He 0b6HapyxeHo.
He ncnonb3oBsaTb remonuTyeckme 06pasLbl, NOCKObKY OHII MOTYT MPUBECTI K HEAOCTOBEPHBIM MM NIOXKHBIM pe3ynbTaTam aHannsa.
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INSTRUCTION FOR USE

uLTrA sensimive Anti-Syphilis Test

For Syphilis Antibody (Anti-Treponema pallidum)
Detection in Whole Blood / Serum / Plasma

Only for professional in vitro diagnostic use

Product Code: RTTP02

BACKGROUND INFORMATION

In spite of the development of efficient treatment methods, Syphilis still persists as a common Sexually Transmitted Disease in many regions of the world. This disease
is caused by Treponema pallidum, which is a member of Spirochaetaceae family. Infection of Treponema type is transmitted by direct contact with active lesion. The
primary and secondary lesions of sexually transmitted syphilis are highly infectious, and contain a high amount of organism until the healing period. Congenital syphilis
occurs when the Treponema pallidum is transmitted from a pregnant woman with syphilis to her fetus, during the later phases of pregnancy. The immune response to
syphilis involves production of antibodies to a broad range of antigens, including non-specific antibodies and specific treponemal antibodies. The first demonstrable
response to infection is the production of specific anti-treponemal IgM, which may be detected towards the end of the second week of infection; anti-treponemal IgG
appears later, at about four weeks. By the time that symptoms develop, most patients have detectable IgG and IgM. Use of this rapid diagnostic test is highly advantage-
ous, due to the corresponding technical application difficulties and high cost of many other treponemal tests.

INTENDED USE

Anti-Syphilis Test is a rapid and immunochromatographic procedure for the qualitative detection of Treponemal antibodies (IgA, IgM, IgG) generated against Treponema
pallidum antigens (17 kDa, 15 kDa, 47 kDa) in human whole blood / serum / plasma with high sensitivity and specificity. This test can be used even in detection of
congenital syphilis with the same accuracy.

REAGENTS

Recombinant Treponema pallidum antigens, monoclonal goat anti-Treponema pallidum, recombinant Treponema pallidum antigens (17 kDa, 15 kDa, 47 kDa) conjugated
with colloidal gold particles.

METHOD

Anti-Syphilis Test uses immunochromatographic, Ag-Ab-Ag sandwich method for qualitative detection of Treponema pallidum antibodies (IgG, IgM, IgA) in human
whole blood/serum/plasma. Recombinant Treponema pallidum antigens were immobilized on the test area “T” and antibodies generated against Treponema pallidum
were immobilized on the control area “C” of the nitrocellulose membrane. Other Treponema pallidum antigens (17 kDa, 15 kDa, 47 kDa) conjugated with colloidal gold
particles were dried on a conjugate pad. Sample is introduced from sampling pad. If there are Treponema pallidum antibodies at detectable level in the sample, Trepone-
ma pallidum antibodies bind to the mobile recombinant Treponema pallidum antigens conjugated with colloidal gold particles. Together they move to the test area “T".
Treponema pallidum antibodies that have already bound to mobile recombinant Treponema pallidum antigens conjugated to colloidal gold particles become immobili-
zed in the test area “T” thus creating a visible colored signal due to the accumulation of colloidal gold particles in the test area “T” (a colored test line), indicating positive
test result. If there are no Treponema pallidum antibodies at detectable level in the sample then sample moves to the test area “T” together with unbound (free) recombi-
nant Treponema pallidum antigens conjugated to colloidal gold particles. Immobilized recombinant Treponema pallidum antigens can not bind to mobilized Treponema
pallidum antigens conjugated to colloidal gold particles, therefore no visible colored signal in the test area “T” (no colored test line) can be obtained, indicating negative
test result. Regardless of Treponema pallidum antibodies content of the liquid sample, Treponema pallidum antigens conjugated with colloidal gold particles, bind to the
immobilized Treponema pallidum antibodies in the control area “C” 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. The colored line should be visible in control area
“C"in every case; if no visible colored line in control area “C”, the 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. Use a new pipette for each sample.

6. All patient samples should be handled as taking capable of transmitting disease into consideration. Observe established precautions against microbiological
hazards throughout all procedures and follow the standard procedures for proper disposal of samples.

7. This test will indicate only the selectively total Treponema pallidum antibody in the sample, and should not be used as the only basis for the diagnosis of Syphilis.
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, pipettes, diluent and instructions for use.

Additional materials required but not provided : Sample collection tube, centrifuge and timer.

Additional materials recommended but not provided : Micropipettes to deliver mentioned amount of sample in the test procedure, negative and positive control
materials.

SAMPLE COLLECTION AND PREPARATION

The test can be performed using whole blood, serum or plasma. To avoid hemolysis, serum or plasma should be separated from blood as soon as possible.

For whole blood samples: Test should be performed immediately with whole blood samples. Otherwise, whole blood samples should be stored at 2 - 8 °C with anticoa-
gulants (EDTA, heparin, citrate should be used) to avoid coagulation until they are being tested in a period of 2 days after collection.

For Serum Samples: Collect blood into a collection tube without anticoagulant, leave to settle for 30 minutes for blood coagulation and then centrifuge the blood. At
the end of centrifuge period remaining supernatant is used as serum (Centrifugation time & speed: 2300-2880 x g for ~ 10 min).

For Plasma Samples: Collect blood into a collection tube with anticoagulants (EDTA, heparin, citrate should be used) to avoid coagulation of blood sample and then
centrifuge the blood. At the end of centrifuge period supernatant is used as plasma (Centrifugation time & speed: 2300-2880 x g for ~ 10 min).

Do not use turbid, hemolyzed samples. If the sample cannot be tested on the day of collection, store the serum, plasma samples in a refrigerator or freezer. Do not freeze
and thaw the serum, plasma samples repeatedly. Do not freeze whole blood sample. Bring the samples to room temperature before testing. Frozen samples must be
completely thawed and mixed well prior to testing. Turbid test samples should be centrifuged. Using of frozen and thawed samples should be avoided whenever
possible, due to the blocking of the membrane by the debris.



TEST PROCEDURE

1. Bring the tests and whole blood / serum / plasma samples to room temperature. Take the test out of its pouch.
2. Draw whole blood / serum / plasma into pipette and put 1 drop (25 pl) into the sample well of the cassette. Inmediately after, 1 drop of diluent is added into the
sample well and allowed to soak in.
Avoid the formation of any air bubbles.
3. Results should be read at 15 minutes as shown below.
Do not interpret results beyond 20 minutes, results forming after 20 minutes should be regarded as invalid.

INTERPRETATION OF RESULTS

Negative : Only one colored line is visible in “C" area.

Positive : Two colored lines are visible in “C" and “T” areas.

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

Study Number Sample Status Sample Anti- T. Pallidum Status Comparative Assay Used False Result
200 Positive samples Positive VDRL/TPHA 0
500 Blood donors Negative VDRL/TPHA 1
28 Clinical Negative VDRL / TPHA 0
50 Pregnant women Negative VDRL/TPHA 0
10 Bilirubin Negative VDRL / TPHA 0
10 Hemoglobin Negative VDRL/TPHA 0
10 Triglycerides Negative VDRL / TPHA 0
10 Anti-HBs Negative WHO Standard 0

Ultra Sensitive Anti-Syphilis Test can detect Treponema pallidum antibodies (IgA, IgM, 1gG) generated against Treponema pallidum antigens (17 kDa, 15 kDa, 47 kDa)

Sensitivity : 99,9 % Specificity : 99,8 %
+ Predictive V: 99,5 % - Predictive V: 99,9 %

Cross Reactivity: Cross reactivity has been tested with below samples, no cross reactivity was found with the Anti-Syphilis Test.
- Anti-HBs positive whole blood / serum / plasma samples,
- Whole blood / serum / plasma samples from pregnant women.

Interferences: Following potentially interfering substances were tested with Anti-Syphilis Test: Hemoglobin, Bilirubin, Triglycerides. No interference was observed.

Hemolytic samples should not be used since they can cause to invalid or false results.
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