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

Republica Moldova, MD-2068 Pecrrybmika Monzosa, MD-2068
mun. Chiginau, bd. Moscovei, 14/1 Data 1 L, lAN 2016 myH. Knmumy, 6ya. Mockoseit, 14/1
Tel. : (373-22) 43-44-81, 43-46-24 / : / 7 Ten. : (373-22) 43-44-81, 43-46-24
Fax :(373-22) 43-44-22 Nr. ﬂ z 9Z - / ﬂ ”/ \jo P daxc : (373-22) 43-44-22

cod: MOLDMD2X329 kox: MOLDMD2X329

Filiala ,,Invest” BC ,,Moldindconbank” SA confirmé existenta contului curent
in moneda nationala al “BIOSISTEM MLD” S.R.L. (c¢/f 1010600028048), cu
IBAN MD95ML000000002251429243.

Codul bancii MOLDMD2X329.

Director

Nina Turcan

Nina Balmus

Digitally signed by Poiata Vitalie
Date: 2021.02.09 10:18:25 EET
Reason: MoldSign Signature
Location: Moldova

Ex. Diana Brinza
Tel. 43-45-96
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. REPUBLICA ¥ MOLDOVA

GERTIFICAT
BE IWREGISTRARE

Societatea cu Rispundere Limitati "BIOSISTEM MLD"
— ESTE INREGISTRATA LA-CAMERA INREGISTRARII DE STAT

Numarul de identificare de stat - codul fiscal
1010600028048

12.08.2010

Data inregistrarii

12.08.2010
Data eliberarii ==

Svirepova Ludmila, registrator

" Funclia, numele, prenumele persoanei
care a eliberal certificatul

MD 0101250
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,CAMERA INREGISTRARII DE STAT” I.s.

Sectia fonduri speciale si informatii curente

EXTRAS

din Registrul de stat al persoanelor juridice

nr. 14419 din 11.07.2016

Denumirea completa: Societatea cu Raspundere Limitati «BIOSISTEM MLD».
Denumirea prescurtati: «BIOSISTEM MLD» S.R.L.
Forma juridica de organizare: Societate cu Riispundere Limitata.
Numarul 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. Chisiniiu, Republica Moldova.
Modul de constituire: nou creata.
Obiectul principal de activitate:
1 Activitatea farmaceutica;
2 Importul, fabricarea, comercializarea, asistenta tehnica si (sau) reparatia dispozitivelor
medicale si (sau) a opticii;
3 Acordarea asistentei medicale de catre institutiile medico-sanitare private;
4 Comertul cu ridicata al calculatoarelor, echipamentelor periferice si software-ului;
5 intretinerea si repararea masinilor de birou si a tehnicii de calcul;
6 Consultatii in domeniul sistemelor de calcul.
Capitalul social: 5400 lei.
Administrator: POIATA VITALIE, IDNP 0983103892591,
Asociati:
1. POIATA VITALIE , IDNP 0983103892591
cota 1803.60 lei, ce constituie 33,4 %
2. NASEDCHIN ALEXANDR , IDNP 2002001070747
cota 1798.20 lei, ce constituie 33,3 %
3. KOJEVNIKOV DMITRII, IDNP 0972305012362
cota 1798.20 lei, ce constituie 33,3 %.

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 intreprinzatorilor individuali si confirméd datele din
Registrul de stat la data de: 11.07.2016.

%{2{/ e

Specialist principal azari Aliona

tel. 022-266-252

Date cu caracter personal. Detinétor: i.S. ,Camera [nregistrarii de Stat”, NUID (numir de identificare unic) 0000151-001



BIOSISTEM-MLD S.R.L.

¢/f 1010600028048; adresa: or. Chisindu, 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. | Alexandru Nasedchin 2002001070747
3. Dmitrii Kojevnikov 0972305012362




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

' CC 04 AE

CERTIFICAT .
privind lipsa sau existen{a restantelor fatii de bugetul public national
Nr. | A2101539 din | 04022021

1. Destinatia / HasHaueHHe

Wltru participare la proceduri de achizitii publice

2. Date despre contribuabil / Mudopmaums o HAJIOTOIUIaTe/IbIIHKe

|— Denumirea Codul fiscal / Numirul de identificare
HaumMeHoBaHHE DuckanbHbll kKon / UneHTudukaunoHHBIA HOMEP
[BIOSISTEM MLD S.R.L. 1010600028048
Adresa sediului de bazi (strada, numirul) Codul - Denumirea localitafii
AJnpec OCHOBHOI0 MeCTOPacTonOKEHIA (ynuua, HoMep) Kon - HauMeHOBaHHe HACEISHHOIO MYHKTA
[Albisoara nr.16 bL.1 of.7 0150-SEC RISCANI i

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat/:
TToATBepKAEHHE OTCYTCTBIA HIH HATHYHA HEOMMKH CoracHo AaHHbIX MH(opMaunoHHOR aBTOMATH3UPOBAHHOM
CHCTEMEI i

La data emiterii prezentului certificat restanta fafa de bugetul public national constituie/ Ha maty
BBLA4M JAHHOM CTIpaBKH HEJOMMKA Iepel HallHOHATbHbIM TyGTUYHBIM GEOIKETOM COCTABIIALT:
0,00 lei/nen.

4. Valabil pini la / [leficTBUTENIEH 10 19.02.2021

- T
TETIRE Tr e

5. Autentificarea "‘"'_"‘"l : al de Stat/ TTonteepxaenne [0Cy1apCTBEHHOR HaJIOTOBOH CITyKOBI
.'“ \\.():. '\._\‘ /‘
Sef D Pt Viorica CAUS
a D SemimmWa Numele §i pr le/d A 1 s
L.§/MII

Este extras din Sistemul Informational al SFS SIA ,Contul curent al contribuabilului”// 04.02.2021 ora 11:29:26
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)
' 4




ORDIN DE PLATA NR.: 582 TIP.DOC. 1
DATA EMITERII:9 februarie 2021

PLATITI: 16300-00 LEI: Sasesprezece 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. suc."Invest" Chisinau :MOLDMD2X329:
BENEFICIAR (R) IMSP Asocia CONTUL DE PLATI/CODUL IBAN

tia Medicala Teritoriala Risc MD77VI000002251312105MDL

ani CODUL FISCAL :1003600153212 /
PRESTATORUL BENEFICIAR CODUL BANCITI:
B.C."VICTORIABANK"S.A. :VICBMD2X
DESTINATIA PLATII:Pentru garantia pentru: TIPUL TRANSFERULUI

oferta la licitatia publica nr. ocds-b3: NORMAL/URGENT :N:
wdpl-MD-1610618003423 din 18.02.2021 :

CODUL TRANZACTIEI:001:
DATA PRIMIRII:09/02/2021 : SEMNATURILE
DATA EXECUTARII: : EMITENTULUI

CONDUCATOR:Web Poiata Vitalie :
MIIGYWYJKoZIhvceNAQcCoIIGVDCCBLACAQEXCZAJBgUrDgMCGgUAMASGCSQGSIb:

DQEHAaCCBGwwggRoOMI IDUKADAgGECAhNHAACjbilrgFksQO0G4AAAAAKNUMAOGCSg:
STb3DQEBCWUAMCIxIDAeBgNVBAMTFONFULQxLUNBLUlvbGRpbmRjb251YW5rMB4 :

DTIxMDEyODExMzgwNVoXDTIOMDEyODEXNDgwNVowgZ8xCzAJBgNVBAYTAKIEMRA :
gYDVQOIEWdNb2xkb3ZhMREwWDWYDVQQHEwWhDaGlzaWShdTEWMBQGAIUEChMNQm1

(semnatura electronica)
CONTABIL-SEF:Web Nasedchin Alexandr :
MIIGZwYJKoZIhvcNAQcCoIIGWDCCB1QCAQExCzAIBgUrDgMCGgUAMASGCSOGSIb3:
DQEHAaCCBHAwggRsMIIDVKADAgGECAhNHAACjcahRKgbJeg8QAAAAAKNXMAOGCSAG:
SIb3DQEBCWUAMCIxXIDAeBgNVBAMTFONFULQxLUNBLUIVDOGRpbmRjb251YW5rMB4X :
DTIxXMDEyODExMzkxOFoXDTIOMDEyODEXNDkxOFowgaMxCzAJBgNVBAYTAk1EMRAW :
YDVQQIEwdNb2xkb3ZhMREwDwWYDVQQHEWhDaGlzaW5hdTEWMBQGA1UEChMNQm1 v

L.S. (semnatura electronica)
CONDUCATOR:

(semnatura manuala)
CONTABIL-SEF:

(semnatura manuala)
SEMNATURA PRESTATORUL L.S.

MOTIVUL REFUZULUI : L.S.



Data prezentarii 21.05.2020 10:13:29
SITUATIILE FINANCIARE

2019 pentru perioada 01.01.2019 - 31.12.2Q19 de lichidare
BIROUL NATIONAL DE STATISTICA

Entitatea: BIOSISTEM MLD S.R.L.

Sediul:SEC.RISCANI, STR.ALBISOARA NR.16 BL.1 OF.7
Raionul(municipiul):106, DDF RISCANI
Satul(comuna):

Strada:SEC.RISCANI, STR.ALBISOARA NR.16 BL.1 OF.7
Cod postal:2001

Cod CUATM:0150, SEC.RISCANI

Activitatea principala:G4646, Comert cu ridicata al produselor farmaceutice

Forma proprietate:16, Proprietate colectiva

Forma organizatorico-juridica:530, Societati cu rdspundere limitata

Cod CUII0: 40717392

Codul fiscal:1010600028048

WEB:

Numele si coordonatele al contabilului-sefNasedchin Alexandr
Telefon:+37322808719

Numarul mediu scriptic al personalului in perioada precedenta: 6 persoane.

Anexe la SNC

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

Unitatea de masura: leu

Nota informativa privind veniturile si cheltuielile clasificate dupa natura

Anexa 8
Indicatori Cod rd. Perioada de gestiune
precedenta curenta
1 2 3 4
Venituri din vinzari 010
Alte venituri din activitatea operationala 020
Venituri din alte activitati 030
Total venituri (rd.010 + rd.020 + rd.030) 040
Variatia stocurilor 050
Costul vinzarilor marfurilor vandute 060
Cheltuieli privind stocurile 070
Cheltuieli cu personalul privind remunerarea muncii 080
Contributii de asigurari sociale de stat obligatorii si prime de
asigurare obligatorie de asistenta medicala 090
Cheltuieli cu amortizarea si deprecierea activelor imobilizate 100
Alte cheltuieli 110
Cheltuieli din alte activitati 120
Total cheltuieli (rd.050 + rd.060 + rd.070 + rd.080 + rd.090 + 130
rd.100 + rd.110 + rd.120)
Profit (pierdere) pina la impozitare (rd.040 - rd.130) 140
Cheltuieli privind impozitul pe venit 150
Profit (pierdere) net al perioadei de gestiune (rd.140 - rd.150) 160
BILANTUL
la
Anexa 1
Nr. cpt. ACTIV Cod rd. Sold la
Inceputul perioadei de gestiune Sfirsitul perioadei de gestiune
1 2 3 4 5

Active imobilizate

Imobilizari necorporale 010 1137 487

Imobilizari corporale in curs de executie 020

Terenuri 030

Mijloace fixe 040 938614 2208593

Resurse minerale 050

Active biologice imobilizate 060
1. Investitii financiare pe termen lung in parti neafiliate 070

Investitii financiare pe termen lung in parti afiliate 080

Investitii imobiliare 090

Creante pe termen lung 100

Avansuri acordate pe termen lung 110

Alte active imobilizate 120

Total active imobilizate(rd.010 + rd.020 + rd.030 +

rd.040 + rd.050 + rd.060 + rd.070 + rd.080 + rd.090 + 130 939751 2209080

rd.100 + rd.110 + rd.120)

Active circulante

Materiale 140 6209




Nr. cpt. ACTIV Cod rd. Sold la
Inceputul perioadei de gestiune Sfirsitul perioadei de gestiune
1 2 3 4 5
Active biologice circulante 150
Obiecte de mica valoare si scurta durata 160 51520 47842
Productia in curs de executie si produse 170
Marfuri 180 4809995 5710647
Creante comerciale 190 5528804 4337729
Creante ale partilor afiliate 200
2. Avansuri acordate curente 210 2496545 1647170
Creante ale bugetului 220 26401 166486
Creante ale personalului 230
Alte creante curente 240
Numerar in casierie si la conturi curente 250 9066228 8911899
Alte elemente de numerar 260
Investitii financiare curente in parti neafiliate 270
Investitii financiare curente in parti afiliate 280
Alte active circulante 290 3712 742
Total active circulante (rd.140 + rd.150 + rd.160 +
STl el A eI | a0 usmanns 20
rd.290)
Total active (rd.130 + rd.300) 310 22922956 23037804
Capital propriu
Capital social si suplimentar 320 5400 5400
Rezerve 330
Corectii ale rezultatelor anilor precedenti 340 X
3. g;zﬁgg:;;partizat (pierdere neacoperita) al anilor 350 18182879 12119049
Profit net (pierdere neta) al perioadei de gestiune 360 8902416
Profit utilizat al perioadei de gestiune 370 X
Alte elemente de capital propriu 380
'_I;o:;;gg?i:dallaggorl;idu.;t;%fZO + rd.330 + rd.340 + rd.350 390 18188279 21026865
Datorii pe termen lung
Credite bancare pe termen lung 400
Imprumuturi pe termen lung 410
4 Datorii pe termen lung privind leasingul financiar 420
Alte datorii pe termen lung 430
Total datorii pe termen lung (rd.400 + rd.410 + 440
rd.420 + rd.430)
Datorii curente
Credite bancare pe termen scurt 450
Imprumuturi pe termen scurt 460
Datorii comerciale 470 3883519 1331928
Datorii fata de partile afiliate 480
Avansuri primite curente 490 135390 159545
Datorii fata de personal 500 152404 2913
5. Datorii privind asigurarile sociale si medicale 510
Datorii fata de buget 520 492060 434590
Venituri anticipate curente 530
Datorii fata de proprietari 540
Finantari si incasari cu destinatie speciala curente 550
Provizioane curente 560
Alte datorii curente 570 71304 81963
Total datorii curente (rd.450 + rd.460 + rd.470 +
rd.480 + rd.490 + rd.500 + rd.510 + rd.520 + rd.530 + 580 4734677 2010939
rd.540 + rd.550 + rd.560 + rd.570)
Total pasive (rd.390 + rd.440 + rd.580) 590 22922956 23037804
SITUATIA DE PROFIT SI PIERDERE
de la pina la
Anexa 2
Indicatori Cod rd. Perioada de gestiune
precedenta curenta
1 2 3 4
Venituri din vinzari 010 27523075 27319617
Costul vinzarilor 020 15709392 15672962
Profit brut (pierdere bruta) (rd.010 - rd.020) 030 11813683 11646655
Alte venituri din activitatea operationala 040 28586
Cheltuieli de distribuire 050 46862 16306
Cheltuieli administrative 060 729327 964136




Indicatori Cod rd. Perioada de gestiune
precedenta curenta
1 2 3 4

Alte cheltuieli din activitatea operationala 070 384100 417394
Il?\dce.étil(t)a_tt,:ltjc.j(;r;gc_tlr\g.tg;%a_orzc.aéit(;?naIa. profit (pierdere) (rd.030 + 080 10653394 10277405
Rezultatul din alte activitati: profit (pierdere) 090 10777 -195996
Profit (pierdere) pina la impozitare (rd.080 + rd.090) 100 10664171 10081409
Cheltuieli privind impozitul pe venit 110 1291160 1178993
Profit net (pierdere neta) al perioadei de gestiune (rd.100 - rd.110) 120 9373011 8902416

SITUATIA MODIFICARILOR CAPITALULUI PROPRIU

de la pina la
Anexa 3
Nr. Indicatori Cod rd S_old Ia_ mceput_ul Majorari Diminuari Sold la sf|r5|tu_l perioadei
d/o perioadei de gestiune de gestiune
1 2 3 4 5 6 7
Capital social si suplimentar
Capital social 010
Capital suplimentar 020
1 |Capital nevarsat 030 () () () 0
Capital neinregistrat 040
Capital retras 050 () () () 0
Total capital social si suplimentar (rd.010 + 060
rd.020 + rd.030 + rd.040 + rd.050)
Rezerve
Capital de rezerva 070
2 Rezerve statutare 080
Alte rezerve 090
Total reserve (rd.070 + rd.080 + rd.090) 100
Profit nerepartizat (pierdere neacoperita)
Corectii ale rezultatelor anilor precedenti 110 X
Profit nerepartizat (pierdere neacoperita) al anilor 120
precedenti
3 Profit net (pierdere neta) al perioadei de gestiune 130 X
Profit utilizat al perioadei de gestiune 140
Rezultatul din tranzitia la noile reglementari
X 150
contabile
Total profit nerepartizat (pierdere
neacoperita) (rd.110 + rd.120 + rd.130 - rd.140 160
+ rd.150)
Alte elemente de capital propriu, din care 170
4 Diferente din reevaluare 171
Subventii entitatilor cu proprietate publica 172
Total capital propriu (rd.060 + rd.100 + rd.160 180
+ rd.170)
SITUATIA FLUXURILOR DE NUMERAR
de la pina la
Anexa 4
. X Perioada de gestiune
Indicatori Cod rd
precedenta curenta
1 2 3 4
Fluxuri de numerar din activitatea operationala
Incasari din vinzari 010
Plati pentru stocuri si servicii procurate 020
Plati catre angajati si organe de asigurare sociala si medicala 030
Dobinzi platite 040
Plata impozitului pe venit 050
Alte incasari 060
Alte plati 070
Fluxul net de numerar din activitatea operationala (rd.010 - 080
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
Alte incasari (plati) 130




Fluxul net de numerar din activitatea de investitii (rd.090 -

Indicatori Cod rd
precedenta

1 2 3

rd.100 + rd.110 + rd.120 =+ rd.130) 140
Fluxuri de numerar din activitatea financiara

Incasari sub forma de credite si imprumuturi 150
Plati aferente rambursarii creditelor si imprumuturilor 160
Dividende platite 170
Incasari din operatiuni de capital 180
Alte incasari (plati) 190
Fluxul net de numerar din activitatea financiara (rd.150 - 200
rd.160 - rd.170 + rd.180 + rd.190)

Fluxul net de numerar total (+ rd.080 + rd.140 * rd.200) 210
Diferente de curs valutar favorabile (nefavorabile) 220
Sold de numerar la inceputul perioadei de gestiune 230
Sold de numerar la sfirsitul perioadei de gestiune (+ rd.210 240

+rd.220 + rd.230)

~N o wv

10.
11.

12.

13.

14.

Date generale

. Certificat de inregistrare a entitatii, eliberat de Camera Inregistrarii de Stat.

Numar de inregistrare Data inregistrarii Seria Numar

. Capital social inregistrat de Camera Inregistrarii de Stat:

data , sumalei, inclusiv:
1) cota statului lei,
2) cota detinatorilor a cel putin 20% Increase lei.
Modificari ulterioare:
a) , sumalei, inclusiv cota statului lei,
b) , sumalei, inclusiv cota statului lei.

. Entitatile, activitatea carora necesita licenta, indica:

Licenta in vigoare:

Nr. Numar Data Termen de Tioul de activitate Organul care a eliberat
Ord. eliberarii/valabilitate| ' licenta
1

. Numarul mediu scriptic al personalului in perioada de gestiune 6 persoane, inclusiv pe categorii:

1) personal administrativ 6 persoane,
2) muncitori persoane.

. Numarul personalului la 31 decembrie 2019 6 persoane.
. Remunerarea personalului entitatii in perioada de gestiune 326523 lei.
. Remunerarea membrilor organelor de administrare, de conducere si supraveghere si alte angajamente aparute sau asumate in legatura cu pensiile membrilor

actuali sau ale fostilor membri ai acestor organe, pe categorii lei.

. Avansurile si creditele acordate membrilor organelor specificate la pct.7 lei, inclusiv rambursate lei.
. Valoarea activelor imobilizate si circulante, inregistrate in calitate de gaj

1) valoarea de gaj lei,
2) valoarea contabila lei.
Numarul actiunilor ordinare la finele perioadei de gestiune unitati.
Profit net (pierdere neta) a perioadei de gestiune pentru o actiune ordinara:
1) profit lei,
2) pierdere lei.
Dividende calculate pentru o actiune ordinara pentru perioada de gestiune:
1) platite lei,
2) planificate pentru plata lei.
Valuta straina disponibila, recalculata in moneda nationala a Republicii Moldova - total lei,
inclusiv (lei, denumirea si codul valutei):

codul

Nr. Ord.|leildenumirea .
valutei

1
Numerar legat - total lei.
In rindurile, in care se inscriu sumele de gaj, in toate coloanele prin fractie se reflecta:

a) la numarator - valoarea de gaj;
b) la numitor - valoarea contabila

NOTA INFORMATIVA
privind relatiile cu nerezidentii

Perioada de gestiune
curenta
4

Anexa 6

Anexa 9

Tabelul 1

Creante, investitii financiare si datorii pe termen lung aferente fondatorilor nerezidenti

Indicatori Cogogd./ Sold la inceputul Modificari in perioada de gestiune Sold la sfirsitul perioadei
tara perioadei de gestiune Intrari / majorari lesiri / diminuari Diferente de curs valutar de gestiune

1 2 3 4 5 6 7
Creante si investitii
financiare pe termen lung - 010
total
Creante comerciale, inclusiv pe
tari: 020

1 2 3 4 5 6 7



1 2 3 4 5 6 7

Avansuri acordate, inclusiv pe
. 030

tari:

1 2 3 4 5 6 7
Imprumuturi acordate si creante
privind leasingul financiar, 040
inclusiv pe tari:

1 2 3 4 5 6 7
Alte creante si investitii
) ) ; X . 050
financiare, inclusiv pe tari:

1 2 3 4 5 6 7
Datorii pe termen lung - total| 060
Dat'oru comerciale, inclusiv pe 070
tari:

1 2 3 4 5 6 7
Avansuri primite, inclusiv pe tari:| 080

1 2 3 4 5 6 7
Credite bancare, imprumuturi si
datorii privind leasingul financiar,| 090
inclusiv pe tari:

1 2 3 4 5 6 7

100

Alte datorii, inclusiv pe tari:

Rd.010= rd.020 + rd.030 + rd.040 + rd.050
Rd.060= rd.070 + rd.080 + rd.090 + rd.100

Col.7 = col.3+col.4-col.5+col.6

NOTA INFORMATIVA

privind relatiile cu nerezidentii

Anexa 9

Tabelul 2

Creante, investitii financiare si datorii pe termen lung aferente nerezidentilor, cu exceptia
fondatorilor

Indicatori Cocdogd./ Sold la inceputul Modificari in perioada de gestiune Sold la sfirsitul perioadei
tara | Perioadei de gestiune Intrari / majorari lesiri / diminuari Diferente de curs valutar de gestiune

1 2 3 4 5 6 7
Creante si investitii
financiare pe termen lung - 010
total
Creante comerciale, inclusiv pe

. 020

tari:

1 2 3 4 5 6 7
Ava_msurl acordate, inclusiv pe 030
tari:

1 2 3 4 5 6 7
Imprumuturi acordate si creante
privind leasingul financiar, 040
inclusiv pe tari:

1 2 3 4 5 6

Depozite, inclusiv pe tari:| 050

1 2 3 4 5 6 7
Alte creante si investitii
) ) ; X . 060
financiare, inclusiv pe tari:

1 2 3 4 5 6 7
Datorii pe termen lung - total| 070
Da’@oru comerciale, inclusiv pe 080
tari:

1 2 3 4 5 6 7
Avansuri primite, inclusiv pe tari:;, 090

1 2 3 4 5 6 7




1 2 3 5 6 7
Credite bancare, imprumuturi si
datorii privind leasingul financiar,| 109
inclusiv pe tari:
1 2 3 4 5 6 7
Alte datorii, inclusiv pe tari:| 110

Rd.010= rd.020 + rd.030 + rd.040 + rd.050 + rd.60

Rd.070= rd.080 + rd.090 + rd.100 + +rd.110
Col.7 = col.3+col.4-col.5+col.6

Anexa 9
NOTA INFORMATIVA
privind relatiile cu nerezidentii
Tabelul 3
Creante, investitii financiare si datorii curente aferente fondatorilor nerezidenti
Sold la |nceputy| perioadei de Modificari in perioada de gestiune Sold la sf|r5|tu‘I perioadei de
gestiune gestiune
. ) Cod rd./ La care Transferari din La care
Indicatori cod termenul de Termenul active si datorii . termenul de Termenul
tara . ) . S .| Diferente de . ] .
plata nu a sosit expirat mai Total pe termen lung |lesiri / diminuari curs valutar plata nu a sosit expirat mai
sau este expirat| mult de un an in active si sau este expirat| mult de un an
pina la un an datorii curente pina la un an
1 2 3 4 5 6 7 8 9 10
Creante si investitii
financiare curente - 010
total
_CreanFe comeraale, 020
inclusiv pe tari:
1 2 3 4 5 6 7 8 9 10
Avansyrl acorqate, 030
inclusiv pe tari:
1 2 3 4 5 6 7 8 9 10
Imprumuturi acordate si
creante privind leasingul | 040
financiar, inclusiv pe tari:
1 2 3 4 5 6 7 8 9 10
Alte creante si investitii
financiare, inclusiv pe 050
tari:
1 2 3 4 5 6 7 8 9 10
Datorii curente - total| 060
I_Datorl.l comerc_lale, 070
inclusiv pe tari:
1 2 3 4 5 6 7 8 9 10
Avansgrl primite, inclusiv 080
pe tari:
1 2 3 4 5 6 7 8 9 10
Credite bancare,
|m.p.rumutur‘| si datorii 090
privind leasingul
financiar, inclusiv pe tari:
1 2 3 4 5 6 7 8 9 10
Datorii privind
dividendele calculate, 100
inclusiv pe tari:
1 2 3 4 5 6 7 8 9 10
AIte_z datorii, inclusiv pe 110
tari:
Rd.010= rd.020 + rd.030 + rd.040 + rd.050
Rd.060= rd.070 + rd.080 + rd.090 + rd.100 + rd.110
Col.(9+10) = col.(3+4) + col.5 - col.7 * col.8
Anexa 9

NOTA INFORMATIVA
privind relatiile cu nerezidentii



Tabelul 4

Creante, investitii financiare si datorii curente aferente nerezidentilor, cu exceptia fondatorilor

Sold la |nceputy| perioadei de Modificari in perioada de gestiune Sold la sf|r5|tull perioadei de
gestiune gestiune
S Codrd./|  La care Transferari din La care
Indicatori cod termenul de Termenul active si datorii Diferente de termenul de Termenul
tara | plata nu a sosit | expirat mai Total pe termen lung |lesiri / diminuari curs valutar plata nu a sosit| expirat mai
sau este expirat| mult de un an in active si sau este expirat| mult de un an
pina la un an datorii curente pina la un an
1 2 3 4 5 6 7 8 9 10
Creante si investitii
financiare curente - 010
total
_CreanFe comeruale, 020
inclusiv pe tari:
1 2 3 4 5 6 7 8 9 10
Avansyrl acorQate, 030
inclusiv pe tari:
1 2 3 4 5 6 7 8 9 10
Imprumuturi acordate si
creante privind leasingul | 040
financiar, inclusiv pe tari:
1 2 3 4 5 6 7 8 9 10
Depomte, inclusiv pe 050
tari:
1 2 3 4 5 6 7 8 9 10
Alte creante si investitii
financiare, inclusiv pe 060
tari:
1 2 3 4 5 6 7 8 9 10
Datorii curente - total| 070
I_Datorl.l comerc_lale, 080
inclusiv pe tari:
1 2 3 4 5 6 7 8 9 10
Avansgrl primite, inclusiv 090
pe tari:
1 2 3 4 5 6 7 8 9 10
Credite bancare,
imprumuturi si datorii
s . 100
privind leasingul
financiar, inclusiv pe tari:
1 2 3 4 5 6 7 8 9 10
Altg datorii, inclusiv pe 110
tari:

Rd.010= rd.020 + rd.030 + rd.040 + rd.050 + rd.060
Rd.070= rd.080 + rd.090 + rd.100 + rd.110
Col.(9+10) = col.(3+4) + col.5 - col.7 £ col.8

Anexa 9
NOTA INFORMATIVA
privind relatiile cu nerezidentii
Tabelul 5
Investitii financiare in strainatate si participarea nerezidentilor in capitalul social
Cod rd./ ) ! ) _— . .
Indicatori cod Sold la |nceputg| perioadei de Intrari/ majorari lesiri/ diminuari Sold la sf|r5|tu_l perioadei de
tara gestiune gestiune
1 2 3 4 5 6
Investitii financiare 010
Cote de participatie si actiuni de pina la
10% inclusiv, in capitalul social al 020
entitatilor nerezidente, inclusiv pe tari:
1 2 3 4 5 6
Cote de participatie si actiuni de peste
10% in capitalul social al entitatilor 030
nerezidente, inclusiv pe tari:
1 |2 3 4 5 6




1 2 3 4 5 6
Capital social 040
Cote de participatie si actiuni de pina la
) L . . 050
10% inclusiv, inclusiv pe tari:
1 2 3 4 5 6
Cote de participatie si actiuni de peste 060
10%, inclusiv pe tari:

Rd.010= rd.020 + rd.030
Rd.040= rd.050 + rd.060
Col.6 = col.3+col.4-col.5

Anexa 9
NOTA INFORMATIVA
privind relatiile cu nerezidentii
Tabelul 6
Venituri si cheltuieli aferente tranzactiilor cu nerezidentii
Perioada de gestiune
Indicatori Cod rd./ cod tara 9
precedenta curenta
1 2 3 4
Venituri - total 010
Venituri aferente bunurilor procurate si vindute peste hotare fara 020
trecerea frontierei de stat a Republicii Moldova, inclusiv pe tari:
1 2 3 4
Venituri din dobinzi aferente activitatii operationale si altor
S . ; 030
activitati, inclusiv pe tari:
1 2 4
Venituri din dividende si participatii in alte entitati,inclusiv pe 040
tari:
1 2 3 4
Venituri din decontarea datoriilor cu termenul de prescriptie 050
expirat, inclusiv pe tari:
1 2 3 4
AIte_z venituri, inclusiv pe 060
tari:
1 2 3 4
Cheltuieli - total 070
Cheltuieli aferente bunurilor procurate si vindute peste hotare fara 080
trecerea frontierei de stat a Republicii Moldova, inclusiv pe tari:
1 2 3
Cheltuieli privind dobinzile, inclusiv pe
; 090
tari:
1 2 3 4
Cheltuieli si provizioane aferente creantelor comerciale si altor 100
creante compromise, inclusiv pe tari:
1 2 3 4
AIte_e cheltuieli, inclusiv pe 110
tari:
Rd.010= rd.020 + rd.030 + rd.040 + rd.050 + rd.060
Rd.070=rd.080 + rd.090 + rd.100 + rd.110
Anexa 9
NOTA INFORMATIVA
privind relatiile cu nerezidentii
Tabelul 7
Bunuri ale nerezidentilor inregistrate in conturi extrabilantiere
Cod rd./ . . . - ) .
Indicatori cod Sold la mceputyl perioadei de Intrari/ majorari lesiri/ diminuari Sold la sf|r5|tu_l perioadei de
gestiune gestiune
tara
1 2 3 4 5 6
Bunuri primite in baza contractelor de 010
comision, inclusiv pe tari:
1 o2 | 3 4 5 6



1 2 3 4 5 6
Bunuri primite spre prelucrare,inclusiv pe
. 020
tari:
1 2 3 4 5 6
Bunuri obtinute din materialele
. . . 030
prelucrate, inclusiv pe tari:
Col.6 = col.3+col.4-col.5
Informatiile privind activele imobilizate
Anexa 7
Ez(lstenga la Amortizarea | Deprecierea Intrarea in lesirea in EX|ster_1ta la Amortizarea | Deprecierea
inceputul < < cursul cursul sfirsitul < <
. . Nr. - . acumulata la | acumulata la ) . ) . ) ] acumulata la | acumulata la
Indicatori R perioadei (la A A perioadei (la | perioadei (la perioadei (la R .
rind inceputul inceputul sfirsitul sfirsitul
costul de ) . ) . costul de costul de costul de . . . .
. perioadei perioadei . . . perioadei perioadei
intrare) intrare) intrare) intrare)
A 1 2 3 4 5 6 7 8 9
1. Imobilizari necorporale in curs de
- 100
executie
2. Imobilizari necorporale in utilizare,
: ; 200
total inclusiv:
2.1 brevete si marci 210
2.2. licente de activitate 220
2.3. programe informatice 230
3. Imobilizari corporale in curs de
- 300
executie
4. Terenuri 400 X X
5. Mijloace fixe, total din care: 500
5.1. cladiri 510
5.2. constructii speciale 520
5.3. masini, utilaje, instalatii de
. 530
transmisie
inclusiv: tehnica de calcul 531
5.4. mijloace de transport 540
5.5. instrumente si inventar 550
5.6. costuri ulterioare aferente obiectelor
- ) P 560
neinregistrate in bilant
5.7. mijloace fixe primite in leasing
X X 570
financiar
5.8. mijloace fixe primite in gestiune 580
economica
5.9. alte mijloace fixe 590
6. Resurse minerale 600
7. Investitii imobiliare, total 700

Persoanele responsabile de semnarea rapoartelor financiare ale entitatii*

* conform art.36 din Legea contabilitatii

Documente atasate - Nota explicativa (fisierul pdf)
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Inscrita R.M. Barcelona, t

BioSystems

CERTIFICAT DE AUTORIZARE

Prin prezentul este autorizata

SRL Biosistem-MLD
cu sediul 16/1-7, Albisoara Str., Chisinau, R.Moldova

de a reprezenta in calitate de distribuitor oficial in Republica
Moldova produsele

BIOSYSTEMS SA
cu sediul C/Costa Brava 30
08030 Barcelona (Spain)

Bil,: CSLEILS) |

Costa ‘Brava. 30
08030 BCN

Area Manager
27-April-2013

BioSystems S.A. Costa Brava 30, 08030 Barcelona (Spain) Tel. +34-93 311 00 00 Fax +34-93 346 77 99
e-mail:biosystems@biosystems.es www.biosystems-sa.com



Inscrita R.M. Barcelona, tomo 4.538, folio 127, hoja 48.411, libro 3.864, Seccion 2° N.LF. A08678823

BioSystems

REAGENTS & INSTRUMENTS

EC DECLARATION OF CONFORMITY

BioSystems S.A., a company placed in Costa Brava 30, 08030 Barcelona (Spain)
dedicated to the design, development and manufacturing of in vitro diagnostic medical
devices,

Hereby DECLARES

That the products stated in the annex of five (5) pages joined herewith, meet the
applicable provisions of the

Directive on in Vitro Diagnostic Medical Devices (98/79/EC)

under the specifications declared by BioSystems S.A.

It means that the products:

e complies with all applicable Essential Requirements as set out in the Annex I, and
its technical documentation is performed following the requirements of the Annex IlI

e is classified as Other Device (all devices except Annex Il and Self-Testing Devices),
that is why the Conformity Assessment follows the procedure stated in the Annex Il of
the Directive without the intervention of a Notified Body.

Barcelona, November 6" 2012

Dr. Antonio Elduque
Managing director
BioSystems S.A.

J‘.qg .tuv‘00

g

iy,

TOVReintans

.
o, &
“2091906%

® Cortified Management

System

= ENISO 5001
® ENISO 13435

Biosystems S.A. Costa Brava 30, 08030 Barcelona (Spain) Tel. +34-93 311 00 00 Fax +34-93 346 77 99
biosystems@biosystems.es www.biosystems.es



CLINICAL CHEMISTRY — BIOCHEMISTRY:

a-Amylase-Direct

a-Amylase-EPS
a-Amylase-Pancreatic

Acid Phosphatase (ACP)

Alanine Aminotransferase (ALT/GPT)
Albumin

Alkaline Phosphatase (ALP)-AMP
Alkaline Phosphatase (ALP)-DEA
AspartateAminotranferase (AST/GOT)
Bilirubin (direct)

Bilirubin (total and direct)

Bilirubin (total)

Calcium — Arsenazo

Calcium — MTB

Cholesterol

Cholesterol HDL

Cholesterol HDL direct

Cholesterol HDL Precipitating reagent
Cholesterol LDL direct

Cholesterol LDL Precipitating reagent
Cholinesterase (CHE)

Citrate

Creatine Kinase (CK)
Creatine Kinase-MB (CK-MB)
Creatinine

Fructosamine

Fructose
g-Glutamyltransferase (g-GT)
Glucose

Iron — Chromazurol

Iron — Ferrozine

Iron Binding Capacity
Lactate Dehydrogenase (LDH)
Lactate Dehydrogenase (LDH) — IFCC
Lipase

Magnesium

Phosphorus

Protein (total)

Protein (urine)

Pyridoxal Phosphate
Triglycerides
Urea/BUN-Color
Urea/BUN-UV

Uric Acid

CLINICAL CHEMISTRY — TURBIDIMETRY::

a1-acid Glycoprotein
Albumin (Microalbuminuria)
Anti-Streptolysin O (ASO)
Antithrombin (Il
Apolipoprotein A-1 (Apo A-1)
Apolipoprotein B (Apo B)
b2-Microglobulin
Complement Component C3
Complement Component C4

C-Reactive Protein (CRP)
C-Reactive Protein-hs (CRP-hs)
Ferritin

Immunoglobulin A (IgA)
Immunoglobulin G (IgG)
Immunoglobulin M (IgM)
Prealbumin

Rheumatoid Factors (RF)
Transferrin

CLINICAL CHEMISTRY — MICROCOLUMN

CHROMATOGRAPHY:

17-Hydroxycorticosteroids

17-Ketosteroids

5-Aminolevulinic Acid (ALA) /
Porphobilinogen (PBG)

5-Hydroxyindoleacetic acid (5-HIAA)

Hemoglobin A1C
Hemoglobin A2
Metanephrines
Vanilmandelic Acid

Page 1 of 5



CLINICAL CHEMISTRY — STANDARDS and CALIBRATORS:

a-1-acid Glycoprotein Standard
Adenosine Deaminase (ADA) Standard
Albumin (Microalbuminuria) Standard
Anti-Streptolysin O (ASO) Standard
Antithrombin IIl Standard
Apolipoprotein A-l Standard
Apolipoprotein B Standard
b2-Microglobulin Standard

Bilirubin Standard

Biochemistry Calibrator

Biochemistry Calibrator (Human)

Cholesterol HDL/LDL Calibrator

CRP/CRP-hs Standard

Ferritin Standard

Hemoglobin A1C-Turbi (HbA1C-Turbi)
Standard

Prealbumin Standard

Protein Calibrators

Protein (urine) Standard

Rheumatoid Factors (RF) Standard

CLINICAL CHEMISTRY - INSTRUMENTS:

A15
A25

BA400
BTS-350

CLINICAL CHEMISTRY — BIOCHEMISTRY — REAGENTS

AUTOMATED SYSTEMS:

a-Amylase-Direct

a-Amylase-Pancreatic

Adenosine Deaminase (ADA)

Alanine Aminotransferase (ALT/GPT)

Albumin

Alkaline Phosphatase (ALP)-AMP

Alkaline Phosphatase (ALP)-DEA

Aspartate Aminotransferase
(AST/GOT)

Bilirubin (direct)

Bilirubin (total)

Calcium-Arsenazo

Cholesterol

Cholesterol HDL direct

Cholesterol LDL direct

Creatine Kinase (CK)
Creatine Kinase-MB (CK-MB)
Creatinine
g-Glutamyltransferase (g-GT)
Glucose

Iron Ferrozine

Lactate dehydrogenase (LDH)
Lipase

Magnesium

Phosphorus

Protein (total)

Protein (urine)

Triglycerides

Urea/BUN UV

Uric acid
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CLINICAL CHEMISTRY — TURBIDIMETRY — REAGENTS

AUTOMATED SYSTEMS:

Albumin (Microalbuminuria)
Anti-Streptolysin O (ASO)
Antithrombin [lI

Complement Component C3
Complement Component C4
C-Reactive Protein (CRP)
C-Reactive Protein-hs (CRP-hs)

Ferritin

Hemoglobin A1C-Turbi (HbA1C-Turbi)
Immunoglobulin A (IgA)
Immunoglobulin G (IgG)
Immunoglobulin M (IgM)

Rheumatoid Factors (RF)

Transferrin

CLINICAL CHEMISTRY — INTERNAL QUALITY CONTROL.:

ADA Controls

Biochemistry Control Serum (Human) |
Biochemistry Control Serum (Human) Il
Biochemistry Control Serum |
Biochemistry Control Serum Il

CK-MB Control Serum

Control Urine

Fertility Biochemistry Control
Hemoglobin A1C Control (Elevated)

Hemoglobin A1C Control (Normal)
Hemoglobin A2 Control

Lipid Control Serum |

Lipid Control Serum Il

Protein Control Serum |

Protein Control Serum II
Rheumatoid Control Serum |
Rheumatoid Control Serum Il

AUTOIMMUNITY - IFA (IMMUNOFLUORESCENCE):

Anti-Adrenal Cortex Antibodies (AACA)
Anti-Endomysium Antibodies (AEA)
Anti-Islet Cell Antibodies (AICA)
Anti-Keratin Antibodies (AKA)
Anti-Mitochondrial Antibodies (AMA)
Anti-nDNA antibodies (nDNA)
Anti-Neutrophil Cytoplasmic Antibodies
(ANCA)
Anti-Nuclear Antibodies HEp-2 (ANA
HEp-2)
Anti-Nuclear Antibodies RL (ANA-RL)
Anti-Skin Antibodies (ASA)
Anti-Smooth Muscle Antibodies (ASMA)
Anti-Striated Muscle Antibodies
(AStMA)

Anti-Thyroid Antibodies (ATA)

Autoantibodies DUO-HEp2/ML (DUO-
HEp2/ML)

Autoantibodies MsK/MsS (AA-
MsK/MsS)

Autoantibodies MsL/MsK/MsS (AA-
MsL/MsK/MsS)

Autoantibodies RK/RS (AA-RK/RS)

Autoantibodies RL/RK/RS (AA-
RL/RK/RS)

Autoantibodies RL/RKm/RS (AA-
RL/RKm/RS)

Glomerular Basement Membrane
Antibodies (GBMA)

Page 3 of 5



AUTOIMMUNITY — ELISA:

ANA Screening

Anti-Annexin V IgG/IgM (ANX)

Anti-b2-Glycoprotein 1 IgG/IgM
(b2GP1)

Anti-Cardiolipin Antibodies (ACA-
lgG/Ig)

Anti-Centromere B Antibodies (CENP-
B)

Anti-Citrullinated Protein Antibodies
(ACPA)

Anti-Deamidated Gliadin Peptides IgA
(DGP IgA)

Anti-Deamidated Gliadin Peptides IgG
(DGP IgG)

Anti-dsDNA Antibodies

Anti-GBM Antibodies - EIA (GBM)

Anti-Gliadin Antibodies (AGA-IgG/IgA)

Anti-Histones Antibodies (HIST)

Anti-Insulin Antibodies (INS)

Anti-Jo1 Antibodies

Anti-M2 Antibodies (M2)

Anti-MPO Antibodies

Anti-Nucleosome Antibodies (NCL)

Anti-Phospholipid IgG/IgM (APLA)

Anti-PR3 Antibodies

Anti-Ribosomal P Antibodies (Rib P)

Anti-Scl70 Antibodies

Anti-Sm Antibodies

Anti-Sm/RNP Antibodies

Anti-SSA (Ro) Antibodies

Anti-SSB (La) Antibodies

Anti-Thyroglobulin Antibodies (Anti-Tg)

Anti-Thyroid Peroxidase Antibodies
(Anti-TPO)

Anti-tTransglutaminase IgA Antibodies
(Anti- tTG IgA)

Anti-tTransglutaminase IgG Antibodies
(Anti- tTG IgG)

ASCA-IgG/IgA (ASCA)

ENA 4-Profile

ENA 6-Screening

AUTOINMUNIDAD - INSTRUMENTOS:
AUTOIMMUNITY - INSTRUMENTS:

iPRO

Page 4 of 5



RAPID TESTS — LATEX AGGLUTINATION:

Anti-Streptolysin O (ASO) - Slide
C-Reactive Protein (CRP) - Slide

Rheumatoid factors (RF) - Slide

INFECTIOUS IMMUNOLOGY — SYPHILIS:

RPR-Carbon

TPHA

INFECTIOUS IMMUNOLOGY - FEBRILE ANTIGENS:

Febrile Serodiagnostics Multiscreening
Febrile Serodiagnostics Salmonella
Brucella abortus

Brucella abortus, Rose Bengal
Proteus Ox19

Salmonella paratyphi AH
Salmonella paratyphi AO
Salmonella paratyphi BH
Salmonella paratyphi BO
Salmonella paratyphi CH
Salmonella paratyphi CO
Salmonella typhi H

Salmonella typhi O

Brucella Positive Control

Proteus Positive Control
Salmonella Positive Control
Serology Negative Control
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Certificate

Standard ISO 9001:2015
Certificate Registr.No. 01 100 6696

Certificate Holder: BIOSYSTEMS S.A.
Costa Brava 30
08030 Barcelona
Spain
Scope: Design, development, manufacture, distribution, servicing of:

-Instruments and reagents for clinical diagnostic.
-Instruments and reagents for agro-alimentary analysis.
Distribution and service of reagents and instruments for veterinary
diagnosis.

Proof has been furnished by means of an audit that the
requirements of ISO 9001:2015 are met.

Validity: The certificate is valid from 2019-12-19 until 2022-12-18.
First certification 1996

2019-12-20

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kéin

www.tuv.com

(DAl A TOVRheinland®

e Akkreditierungsstelle i ‘
www.tuv.com D-ZM-16031-01-00 Precisely Right.

Utilisation and application requires prior approval

registered trademarks

10/201 1017 EA4 ® TOV, TUEV and TUV are



Annex to certificate

Standard ISO 9001:2015

Certificate Registr. No. 01 100 6696

No. Location

102 BIOSYSTEMS S.A.
Pol. Ind. Can Tapioles
naus 7-12-13
08110 Montcada i Reixac
Spain

2019-12-20

Klicken Sie hier, um Text einzugeben.

www.tuv.com

Scope

Labeling and assembly of reagent. Storage,
and shipping of: - Instruments and reagents
for diagnosis and reagents for clinical
diagnosis.- Instruments and reagents for agri-
food analysis.- Instruments and reagents for
veterinary diagnosis.

TOV Rheinland Cert GmbH
Am Grauen Stein - 51105K6In

Page 1 of 1

A TUVRheinland®

Precisely Right.

® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

10/201 1017 E A4



N ®
TUVRheinland

Certificate

i The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

BIOSYSTEMS S.A.
Costa Brava 30
08030 Barcelona
Spain

has established and applies a quality management system for medical devices
for the following scope:

Design and development, manufacture, distribution and
servicing of instruments and reagents for
clinical diagnostic
(see attachment for sites included)

Proof has been furnished that the requirements specified in
EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2020-01-08
Certificate Registration No.: SX 60145545 0001
An audit was performed. Report No.: 28300434 004

This Certificate is valid until: 2022-12-12
Certification Body

( DAKKS

% Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Date 2020-01-08

D. Swiatko

TOV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel.: +49 221 806-1371 Fax: +49 221 806-3935 e-mail:cert-validity@de.tuv.com http:/mwww.tuv.com/safety

10/020h 04.08 ®  TOV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.



. ®
TUVRheinland

TUV Rheinland g P RETe €
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

| Attachment to

Certificate
Registration No.: SX 60145545 0001
‘ Report No.: 28300434 004
Organization: BIOSYSTEMS S.A.
Costa Brava 30
08030 Barcelona
Spain
Scope: Site included:
‘ Poligono Industrial Can Tapioles
Naves 7, 12 y 13
08110 Montcada i Reixac
‘ Spain
Activity: Labelling and assembling of reagents,
warehousing and shipment of instruments
and reagents for clinical diagnostic
Certification Body
(( -, Deutsche
— Akkreditierungsstelle

D-ZM-14169-01-02

} Date: 2020-01-08

10205 0408 ®  TOV, TUEY and TUY are registered trademarks, Utiisation and spplication requires prior approval.
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To,
Biosistem-mld SRL
Albisoara 16/1 ap.7
Chisinau, R. Moldova
26.02.2019

MANUFACTURERS AUTHORIZATION

We, Shenzhen Mindray Bio-Medical Electronics Co., Ltd., (""Mindray'") manufacturer of
Hematology analyzers, hereby authorize: Biosistem-mld SRL, with business office at
Albisoara 16/1 ap.7, Chisinau, Republic of Moldova, to submit bids and subsequently
negotiate and sign Contracts for reagents and consumables for all auto-hematology analyzers
supplied by company Biosistem-mld SRL.

The authorization period is valid one year from issue date and automatically renewable if no
termination letter is issued by either part.

Neither this Letter of Authorization nor any further extension, will impose any obligation or
grant any rights regarding further distribution of Product, nor allow any party to seek
compensation for goodwill developed during the term of Letter of Authorization or any

further extension.

Luan HaijTao
Deputy Manager of International Sales and Marketing System,
Commonwealth of Independent States

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

SHENZHEN MINDRAY

BIO-MEDICAL ELECTRONICS CO., LTD.
Mindray Building, Keji 12th Road South,
High-tech Industrial Park, Nanshan,

Shenzhen 518057, P.R. China

Tel: +86 755 81888998

Fax: +86 755 26582680

Website: www.mindray.com



Declaration of Conformity V 1.0

Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Helding Corp. GmbH (Europe)
Eiffestralle 80
20537 Hamburg, Germany

Product: Auto Hematology Analyzer

Model: BC-5000

[ncluding reagents as following:
M-52D DILUENT
M-52DIFF LYSE
M-52LH LYSE
PROBE CLEANSER

Classification: The dewce not in IVDD annex Il and not for self
testlng/performance evaluation

Conformity Assessment Roufe; !VDD‘Annex I[{excluding Section 6)

We herewith declare that the above mentioned products meet the
provisions of the Dlrectlve 98/79/EC on In Vitro Diagnostic Medical
Devices. All supportmg documentations are retained under the premises
of the manufacturer

Standards Applied:
List of (harmonized) standards for which documented evidence for compliance can be
provided as attachment.

Start of CE-Marking: 2013-9-26
Place, Date of Issue: Shenzhen, 2013-9-26

Signature: aD ‘1%9"

Name of Authorized Signatory:  Mr.tan ChuanBin

Position Held in Company: Manager ,Technical Regulation




Declaration of Conformity V 1.0

Declaration of Conformity c €

Manufacturer:

EC-Representative:

Product:

Model:

Classification:

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12thh Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China
Shanghai International Holding Corp. GmbH (Europe)
Eiffestra’e 80

20537 Hamburg, Germany

Auto Hematology Analyzer &

BC-5150

Including reagents as fdi'idw‘ing:
M-52D DILUENT
M-52DIFF LYSE
M-52LH LYSE. =
PROBE CLLEANSER

TH\‘e\:gje.\\.‘ii‘c?éj not in IVDD annex li and not for self
N -‘tgstinélpsrfbr}hance evaluation

Conformity Assessment Route ~1VDD Annex IIl{excluding Section 6)

We herewith" declare that the above mentioned products meet the
provisions of the Dlrectlve 98/79/EC on In Vitro Diagnostic Medical
Devices. All supportmg documentations are retained under the premises

of the manufacturer.

Standards Applied:

List of (harmonized) standards for which documented evidence for compliance can be

provided as attachment.

Start of CE-Marking: 2013-9- 26

Place, Date of Issue:

Signature:

Shenzhen, 20‘{3 9-26

Xl

Name of Authorized Signatory: Mr.ian ChuanBin
Position Held in Company: Manager ,Technical Regulation




Produect:

Applied Standards:

EN 1SO 18113-1:2009

ENISO 18113-2:2009

EN IS0 18113-3:2009

EN 18O 15223-1:2012

EN 13612: 2002

IS0 14971:2012

EN 61010-1:2001

EN 61010-2-081:2002+A1.

2003+A1: 2003

EN 61010-2-101: 2002

|r—————_......—__.._.........._..

Declaration of Conformity V 1.0

Applied Standards List

Auto Hematology Analyzer
BC-5150. BC-5GG0

Including reagents as following:
M-52D DILUENT
M-52DIFF LYSE
M-52LH LYSE
PROBE CLEANSER

In vitro diagnostic medical devices —Infomatiaﬁ‘:égpplied by the
manufacturer(labelling) Part 1: Terr;ﬁs'f, déﬁqitipps an‘:d general requirements

| In vitro diagnostic medical devices -~I\ri‘fonna¥ic.m supplied by the manufacturer
(labelling} - Part 2: In vntro\ ‘di?gﬁoétic_m'agents for professional use

In vitro diag‘non;iq Kmed&i(‘:‘a‘l :de\.\f.i\c\.'éé'— Information supplied by the
manufact[jFé“r\(:;!gbél}ﬁg.) Part 3: In vitro diagnostic instruments for professional

use

f_-.Me\dié‘\al\ devices — Symbols to be used with medical device labels,

N
~

labelling and information to be supplied —Part 1: General requirements

‘Performance evaluation of in vitro diagnostic medical devices

Medical devices — Application of risk management to medical devices

Safety requirements for electrical equipment for measurement, control, and
laboratory use Part 1: General requirement

Safety requirements for electrical equipment for measurement, control and
laboratory use - Part 2-081: Particular requirements for automatic and
semi-automatic laboratory equipment for analysis and other purposes

Safety requirements for electrical equipment for measurement, control, and
laboratory use - Part 2-101: Particular requirements for in vitro diagnostic (1VD}

medical equipment




Declaration of Conformity V 1.0

[EC 61010-2-010: 2005

EN 61326-1:2006

EN 61326-2-6:2006

EN 62304:2008

EN 62366:2008

EN 13640: 2002

Safety requirements for electrical equipment for measurement, control and
taboratory use - Part 2-010: Particular requirements for laboratory equipment
for the heating of materials

Electrical equipment for measurement, control and [aboratory use - EMC
requirements - Part 1: General requirements

Electrical equipment for measurement, conirol and laboratory use - EMC
requirements - Part 2-6: Particular requirements - In vitro diagnostic (1VD)
medical equipment

Medical device software- Software life cycle processes
Medical devices — Application of usability engiﬁeering to medical devices "

Stability testing of in vitro diagnostic medical devidé‘é:‘

|
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‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM'

CERTIFICATE

No. QS6 044751 0135 Rev. 01

America

Certificate Holder: Shenzhen Mindray Bio-Medical
Electronics Co., Ltd.
Mindray Building
Keji 12th Road South
High-Tech Industrial Park
Nanshan
518057 Shenzhen
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

1SO 13485

Scope of Certificate: See Page 2 for Overall Scope Statement.

Standard(s): ISO 13485:2016
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Regulatory Authority(ies):  Australia TGA, Brazil ANVISA, Health Canada, USA FDA,
MHLW / PMDA. See attached for listing of specific
regulatory requirements.

E LS
s as

The Certification Body of TUV SUD America Inc. certifies that the quality management system of the
manufacturer listed above has been audited against the stated criteria and found to conform to those
criteria for the scope of certification listed. Validity of this certificate can be obtained by visiting the
website https://www.tuev-sued.de/product-testing/certificates

TUV SUD America Inc. is an MDSAP Recognized Auditing Organization.

DUNS No: 65-467-1304
Effective Date: 2019-08-26
Expiry Date: 2021-10-23
Page 1 of 4

Date of Issue: 2019-11-25 ) 7ﬂ
[wﬂ Sndhan

( Dawn M. Tibodeau ) )
Manager, Certification Body MHS
TUV SUD America Inc. » 10 Centennial Drive Ste 207 « Peabody, MA 01960 USA « www.tuvsud.com

ZERTIFIKAT & CERTIFICATE
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\ MEDICAL DEVICE SINGLE AUDIT PROGRAM\

America

CERTIFICATE

No. QS6 044751 0135 Rev. 01

Regulatory Requirements:

Page 2 of 4
Date of Issue: 2019-11-25

Audit/Certification Criteria

Australia
Therapeutic Goods (Medical Devices) Regulations 2002
- Schedule 3, Part 1

Brazil

- RDC ANVISA n. 16/2013
- RDC ANVISA n. 23/2012
- RDC ANVISA n. 67/2009

Canada
- Medical Device Regulations SOR/98-282, Part 1

United States

-21 CFR Part 803
-21 CFR Part 806
-21 CFR Part 807
-21 CFR Part 820

Japan
- MHLW Ministerial Ordinance 169, Article 4 to Article 68
- PMD Act

Overall Scope Statement:

Design and Development, Production and Distribution of
Medical Electronic Equipment (including Patient Monitor and
Accessories (NIBP House, NIBP Cuff, Sensor Cables including
SPO2 Cable and Temperature Cable, SPO2 Sensor, ECG Cables
and Leadsets, Temperature Probe, Probe Cover), Vital Signs
Monitor, Center Monitoring System, Telemetry Monitoring
System, Pulse Oximeter, Defibrillator / Monitor and
Accessories, Electrocardiograph, Anesthesia Machine and
Accessories (Vaporizer), Ventilator, Ultrasonic Diagnostic
Equipment, Ultrasonic Transducer, Hematology Analyzer,
Clinical Chemistry Analyzer, Microplate Reader, Microplate
Washer for In-Vitro Diagnostic Use, Chemiluminescence
Immunossay Analyzer, Flow Cytometer, Auto Sample
Processing System, Auto Slide Maker and Stainer;) Reagents
for Hematology Analyzer, Reagents for Clinical Chemistry
Analyzer, Chemiluminescence Immunoassay Reagents,
Chemiluminescence Immunoassav Calibrators and Controls;
Disposable Anesthesia Mask, Reusable Anesthesia Mask,
Respiratory Mask, Disposable Breathing Circuit, Reusable
Breathing Circuit, Heat and Moisture Exchanger, Filter,
Breathing Bag

G b

( Dawn M. Tibodeau ) )
Manager, Certification Body MHS

TUV SUD America Inc. « 10 Centennial Drive Ste 207 * Peabody, MA 01960 USA « www.tuvsud.com
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ZERTIFIKAT & CERTIFICATE o &

BrE

l MEDICAL DEVICE SINGLE AUDIT PROGRAM\

America

CERTIFICATE

No. QS6 044751 0135 Rev. 01

Facility(ies):

Facility Scopes:

Page 3 of 4
Date of Issue: 2019-11-25

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Mindray Building, Keji 12th Road South, High-Tech Industrial
Park, Nanshan, 518057 Shenzhen, PEOPLE'S REPUBLIC OF
CHINA

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
1203 Nanhuan Avenue, Guangming District, 518106 Shenzhen,
PEOPLE'S REPUBLIC OF CHINA

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, High-Tech Industrial
Park Nanshan, 518057, Shenzhen, PEOPLE’S REPUBLIC OF
CHINA

Design and Development, Production and Distribution of
Medical Electronic Equipment (including Patient Monitor and
Accessories (NIBP House, NIBP Cuff, Sensor Cables including
SPO2 Cable and Temperature Cable, SPO2 Sensor, ECG
Cables and Leadsets, Temperature Probe, Probe Cover),
Vital Signs Monitor, Center Monitoring System, Telemetry
Monitoring System, Pulse Oximeter, Defibrillator / Monitor
and Accessories, Electrocardiograph, Anesthesia Machine
and Accessories (Vaporizer), Ventilator, Ultrasonic Diagnostic
Equipment, Ultrasonic Transducer, Hematology Analyzer,
Clinical Chemistry Analyzer, Microplate Reader, Microplate
Washer for In-Vitro Diagnostic Use, Chemiluminescence
Immunossay Analyzer, Flow Cytometer, Auto Sample
Processing System, Auto Slide Maker and Stainer;) Reagents
for Hematology Analyzer, Reagents for Clinical Chemistry
Analyzer, Chemiluminescence Immunoassay Reagents,
Chemiluminescence Immunoassav Calibrators and Controls;
Disposable Anesthesia Mask, Reusable Anesthesia Mask,
Respiratory Mask, Disposable Breathing Circuit, Reusable
Breathing Circuit, Heat and Moisture Exchanger, Filter,
Breathing Bag

DUNS No: 65-467-1304

{n b

( Dawn M. Tibodeau )
Manager, Certification Body MHS

TUV SUD America Inc. « 10 Centennial Drive Ste 207 « Peabody, MA 01960 USA « www.tuvsud.com ®
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"ZERTIFIKAT & CERTIFICATE o :Z

A

‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM'

America

CERTIFICATE

No. QS6 044751 0135 Rev. 01

Page 4 of 4
Date of Issue: 2019-11-25

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
1203 Nanhuan Avenue, Guangming District, 518106, Shenzhen
PEOPLE’S REPUBLIC OF CHINA

Production of Medical Electronic Equipment (including Patient
Monitor and Accessories (NIBP House, NIBP Cuff, Sensor
Cables including SPO2 Cable and Temperature Cable, SPO2
Sensor, ECG Cables and Leadsets, Temperature Probe, Probe
Cover), Vital Signs Monitor, Center Monitoring System,
Telemetry Monitoring System, Pulse Oximeter, Defibrillator /
Monitor and Accessories, Electrocardiograph, Anesthesia
Machine and Accessories (Vaporizer), Ventilator, Ultrasonic
Diagnostic Equipment, Ultrasonic Transducer, Hematology
Analyzer, Clinical Chemistry Analyzer, Microplate Reader,
Microplate Washer for In-Vitro Diagnostic Use,
Chemiluminescence Immunossay Analyzer, Flow Cytometer,
Auto Sample Processing System, Auto Slide Maker and
Stainer;) Reagents for Hematology Analyzer, Reagents for
Clinical Chemistry Analyzer, Chemiluminescence Immunoassay
Reagents, Chemiluminescence Immunoassav Calibrators and
Controls; Disposable Anesthesia Mask, Reusable Anesthesia
Mask, Respiratory Mask, Disposable Breathing Circuit,
Reusable Breathing Circuit, Heat and Moisture Exchanger,
Filter, Breathing Bag

DUNS No: 54-459-5743

i

( Dawn M. Tibodeau )
Manager Certification Body MHS

TUV SUD America Inc. « 10 Centennial Drive Ste 207 « Peabody, MA 01960 USA « www.tuvsud.com




SCC Accredited

CB-MS

b
< ®
] |
m Accrédité CCN o
— America
b
o
# CERTIFICATE
ot No. QS5 044751 0140 Rev. 02
L 2
o . . . .
=) Certificate Holder: Shenzhen Mindray Bio-Medical
< Electronics Co., Ltd.
w Mindray Building
e Keji 12th Road South
— High-Tech Industrial Park
- Nanshan
o 518057 Shenzhen
w PEOPLE'S REPUBLIC OF CHINA
L 4 Certification Mark:
—
<g
=z
=
o 1SO 9001
=
E Scope of Certificate: See Page 2 for Overall Scope Statement.
LLl
(&)
4
fHm
Ao
“lT
Ao
'IIIEt
!,3,,‘& Standard(s): 1ISO 9001:2015
4
The Certification Body of TUV SUD America Inc. certifies that the company mentioned above has established and is
ll'l_-l maintaining a quality management system that meets the requirements of the listed standards.
g Report No.: SH2005501
L Effective Date: 2020-08-12
o
E Expiry Date: 2023-06-30
(&)
L 2
— Page 1 of 4
<< Date of Issue: 2020-08-20 [
=z e T
— MW@
(NN
|: Tina Israel
o Manager, US Certification Body,
T Medical and Health Services ®
N TUOV

TUV SUD America Inc. « 10 Centennial Drive Ste 207 + Peabody, MA 01960 USA « www.tuvsud.com
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ZERTIFIKAT & CERTIFICATE o

SCC Accredited
CB-MS

©

ocsm
Accrédité CCN i

CERTIFICATE

No. QS5 044751 0140 Rev. 02

Overall Scope Statement

Page 2 of 4
Date of Issue: 2020-08-20

Design and Development, Production and
Distribution of Medical Electronic Equipment
(including Patient Monitor and Accessories, Vital
Signs Monitor, Center Monitoring System, Telemetry
Monitoring System, Pulse Oximeter, Temperature
Probe, Flow Sensor, Ambulatory Blood Pressure
Monitor, Defibrillator / Monitor and Accessories,
Electrocardiograph, Anesthesia Machine and
Accessories, Ventilator, Air Compressor, Endoscope
Camera System, Ultrasonic Diagnostic Equipment
and Accessories, Digital Radiography System,
Radiography System, Hematology Analyzer, Clinical
Chemistry Analyzer, Urine Analyzer, Microplate
Reader, Microplate Washer for In-Vitro Diagnostic
Use, Chemiluminescence Immunossay Analyzer,
Flow Cytometer, (Auto) Sample Processing System,
Auto Slide Maker and Stainer, Glycohemoglobin
Analyzer, Specific Protein Analyzer), Reagents for
Hematology Analyzer, Reagents for Clinical
Chemistry Analyzer, Chemiluminescence
Immunoassay Reagents, Chemiluminescence
Immunoassay Calibrators and Controls, Reagents
for Flow Cytometer, Reagents for Glycohemoglobin
Analyzer, Calibrators and Controls for
Glycohemoglobin Analyzer, Disposable Anesthesia
Mask, Reusable Anesthesia Mask, Respiratory Mask,
Disposable Breathing Circuit, Reusable Breathing
Circuit, Heat and Moisture Exchanger, Filter,
Breathing Bag

[
el
Tina Israel

Manager, US Certification Body,
Medical and Health Services

TUV SUD America Inc. « 10 Centennial Drive Ste 207 + Peabody, MA 01960 USA « www.tuvsud.com
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America
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SCC Accredited

CB-MS

©

ocsm
Accrédité CCN o

CERTIFICATE

No. QS5 044751 0140 Rev. 02

&

America

Facility(ies): Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, High-Tech
Industrial Park, Nanshan, 518057, Shenzhen,
PEOPLE’S REPUBLIC OF CHINA

Facility Scopes: Design and Development, Production and Distribution of
Medical Electronic Equipment (including Patient Monitor
and Accessories, Vital Signs Monitor, Center Monitoring
System, Telemetry Monitoring System, Pulse Oximeter,
Temperature Probe, Flow Sensor, Ambulatory Blood
Pressure Monitor, Defibrillator / Monitor and
Accessories, Electrocardiograph, Anesthesia Machine
and Accessories, Ventilator, Air Compressor, Endoscope
Camera System, Ultrasonic Diagnostic Equipment and
Accessories, Digital Radiography System, Radiography
System, Hematology Analyzer, Clinical Chemistry
Analyzer, Urine Analyzer, Microplate Reader, Microplate
Washer for In-Vitro Diagnostic Use, Chemiluminescence
Immunossay Analyzer, Flow Cytometer, (Auto) Sample
Processing System, Auto Slide Maker and Stainer,
Glycohemoglobin Analyzer, Specific Protein Analyzer),
Reagents for Hematology Analyzer, Reagents for
Clinical Chemistry Analyzer, Chemiluminescence
Immunoassay Reagents, Chemiluminescence
Immunoassay Calibrators and Controls, Reagents for
Flow Cytometer, Reagents for Glycohemoglobin
Analyzer, Calibrators and Controls for Glycohemoglobin
Analyzer, Disposable Anesthesia Mask, Reusable
Anesthesia Mask, Respiratory Mask, Disposable
Breathing Circuit, Reusable Breathing Circuit, Heat and
Moisture Exchanger, Filter, Breathing Bag

Page 3 of 4
Date of Issue: 2020-08-20 [

— \ '(w
W‘Mx&
Tina Israel

Manager, US Certification Body,
Medical and Health Services

TUV SUD America Inc. « 10 Centennial Drive Ste 207 + Peabody, MA 01960 USA « www.tuvsud.com
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SCC Accredited

CB-MS

©

ocsm
Accrédité CCN o

CERTIFICATE

No. QS5 044751 0140 Rev. 02

&

America

Facility(ies) Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
1203 Nanhuan Avenue, Guangming District, 518106
Shenzhen, PEOPLE’S REPUBLIC OF CHINA

Facility Scopes: Design and Development, Production and Distribution of
Medical Electronic Equipment (including Patient Monitor
and Accessories, Vital Signs Monitor, Center Monitoring
System, Telemetry Monitoring System, Pulse Oximeter,
Temperature Probe, Flow Sensor, Ambulatory Blood
Pressure Monitor , Defibrillator / Monitor and
Accessories, Electrocardiograph, Anesthesia Machine
and Accessories, Ventilator, Air Compressor, Endoscope
Camera System, Ultrasonic Diagnostic Equipment and
Accessories, Digital Radiography System, Radiography
System, Hematology Analyzer, Clinical Chemistry
Analyzer, Urine Analyzer, Microplate Reader, Microplate
Washer for In-Vitro Diagnostic Use, Chemiluminescence
Immunossay Analyzer, Flow Cytometer, (Auto) Sample
Processing System, Auto Slide Maker and Stainer,
Glycohemoglobin Analyzer, Specific Protein Analyzer),
Reagents for Hematology Analyzer, Reagents for
Clinical Chemistry Analyzer, Chemiluminescence
Immunoassay Reagents, Chemiluminescence
Immunoassay Calibrators and Controls, Reagents for
Flow Cytometer, Reagents for Glycohemoglobin
Analyzer, Calibrators and Controls for Glycohemoglobin
Analyzer, Disposable Anesthesia Mask, Reusable
Anesthesia Mask, Respiratory Mask, Disposable
Breathing Circuit, Reusable Breathing Circuit, Heat and
Moisture Exchanger, Filter, Breathing Bag

Page 4 of 4
Date of Issue: 2020-08-20

[
ek
Tina Israel

Manager, US Certification Body,
Medical and Health Services

TUV SUD America Inc. « 10 Centennial Drive Ste 207 + Peabody, MA 01960 USA « www.tuvsud.com
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D | l DIRUI INDUSTRIAL CO.,LTD.
I E I 95, Yunhe Strest, New & High Tech. Development Zone,

Changchun, Jilin 130012,P.R. China
Tel : +86 (431) 85100409

Fax: +86 (431) 85172581

E-mail: dirvi@dirvi.com.cn
Hitp:/www.dirui.com.cn

MANUFACTURER'S AUTHORIZATION
To whom it may concern,
We, Dirui Industrial Co., Ltd, do hereby authorize: Biosistem-mld SRL, with business office at

Albisoara 16/1 ap.7, Chisinau, Republic of Moldova, to be our official representative in Moldova for
registration the following models:

» H-100
« H-500
 H-800
e FUS-100
o FUS-200

The authorization period is valid one year from issue date and automatically renewable if no
termination letter is issued by either part.

Neither this Letter of Authorization nor any further extension, will impose any obligation or grant
any rights regarding further distribution of Product, nor allow any party to seek compensation for
goodwill developed during the term of Letter of Authorization or any further extension.




1

Representative :

Medical
Device :

c € Declaration of Conformity c €

According to the In Vitro Diagnostic Medical Devices Directive 98/79/EC

Manufacturer: Dirui Industrial Co., Ltd.
95 Yunhe Street New& High Tech. Development Zone
Changchun  Jilin 130012 P.R. China
Authorized Emergo Europe

The Netherlands

Molenstraat 15 2513 BH The Hague

Product Name:

Reagent strips for Urinalysis

IVDD-Classification: Professional use

Lot/batches/Serial mber, Type, Periods of manufacture

(where applicable)
DIRUI 1 ITEMS (GLU)
DIRUI 2 ITEMS (PRO,GLU)
DIRUI 3 ITEMS(PRO,PH,GLU)

DIRUI 4 ITEMS (PRO,PH.BLD,GLU)

DIRUI 1 ITEMS (KET)

DIRUI 1 ITEMS (PRO)
DIRUI 2 ITEMS( KET,GLU)

DIRUI 3 ITEMS (PRO, KET,GLU)
DIRUI 4 ITEMS (PRO,PH,SG,GLU)

DIRUI 5 ITEMS (PRO,PH, BLD,KET,GLU)

DIRUI 8 ITEMS DIRUI H8

DIRUI 9 ITEMS

DIRUI A10 DIRUI H10 DIRUI E10 DIRUIM10 DIRUI H10-800
DIRUI H11 DIRUI H11-MA  DIRUI H11-800

DIRUI H11-800MA DIRUI H12-800MA

DIRUI H13-Cr DIRUI H14-Ca

DIRUI H13-Cr (H-800)

DIRUI H14-Ca (H-800)

The undersigned hereby declares that the In Vitro Diagnostic medical device as
specified above conforms with the essential requirements listed in the Annex 1
of the European In Vitro Diagnostic Medical Device Directive 98/79/EC(IVDD)

This declaration of conformity is based on the European In
Vitro Diagnostic Medical Device Directive98/79/EC, Annex lIl.

Valid Since
May 9™ 2012
Changchun, China

(place and date of issue)

Yu Ge ZL0Uo—4 N\
Dirui Industrial

X IR

W\
N

Representative: - - -

S
(name and signaturé ergquivalent ~
marking of authorized person)
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TUVRheinland

Certificate

) The Certification Body of
TUV Rheinland LGA Products GmbH

)'

Armanisatiean

ne Ulydaiilcalivii

| Co., Ltd.
95 Yunhe Street
New & High Tech.
Development Zone
Changchun
Jilin Province 130012
China

has established and applies a quality management system for medical devices
for the foilowing scope:

Design and Development, Manufacture and Distribution of
In vitro Diagnostic Medical Test Systems
(see attachment for products and additional site included)

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveiliance.

DAkkS

-, Deutsche

Date 2018-06-26

Akkreditierungsstelle
D-ZM-14169-01-02

TUV Rheinland LGA Products GmbH - TillystraRe 2 -

Effective Date: 2018-06-26
Certificate Registration No.: SX 60127937 0001
An audit was performed. Report No.: 15047317 007
This Certificate is valid until: 2020-03-01

Certification Body

Niirnberg

Tel.; +49 221 806-1371 Fax: +49 221 806-3935 e-mail cert-validity@de.tuv.com http://www tuv.com/safety

10/020d 04.08 ® TUV, TUEY and TUV are registered trademarks. Utilisation and application require:

s prior approval




. ®
TUVRheinland

TUV Rheinland poc. /1, Rev. 0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: SX 60127937 0001

Report No.: 15047317 007

Organization: Dirui Industrial Co., Ltd.
95 Yunhe Street
New & High Tech.
Development Zone
Changchun
Jilin Province 130012
China

Scope: Products:

- Urine Test Systems (Reagents, Analyzers, Controls)
- Hematology Test Systems (Reagents, Analyzers, Controls)
- Clinical Chemistry Test Systems (Reagents, Analyzers,

Controls)

- Immunochemistry Test Systems (Reagents, Analyzers,
Controls)

- Vaginal Infections Test Systems (Reagents, Analyzers,
Controls)

Site included:

3333 Yiju Street, New & High Tech. Development Zone,
Changchun, 130103 Jilin, China

Design and Development, Manufacture and Distribution of
Urine Test Analyzers, Hematology Test Analyzers, Clinical
Chemistry Test Analyzers, Immunochemistry Test Analyzers,
Vaginal Infections Test Analyzers

Certification Body

DAKKS
"~ Deutsche

Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2018-06-26

10/020d 04.08 ® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval



® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

IAUEUED

FRAE
IEBFIESHE

IERFEE:

WIESE R -

B :

www.tuv.com

ISO 9001:2015
01 100 1832306

BIRET R RN EIRAF

Z—it &{ERRE: 91220101605902656F
SEfpbbhE . hie A\REFMESHEKET
ESEHBEARELFEX =AE 95 5

fi4m: 130012

et . [ bkt

FIMECEIETT MRt A &2 £ FHE

WERATERR T 4% 2 T 1SO 9001:2015 +REHIEK .,

WEBBHHIM 2018-05-03 E 2021-05-02.
HIEEMEEFeERNEEEZEEEN.

2018-05-03 L v

TOV Rh land c‘ert GmbH
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® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Certificate

Standard 1ISO 9001:2015
Certificate Registr. No. 01 100 1832306

Certificate Holder: Dirui Industrial Co., Ltd.
Unified Social Credit Code: 91220101605902656F
Registration Address: 95 Yunhe Street,
New & High Tech. Development Zone,
Changchun City, Jilin Province 130012, P. R. China
Operation Address: same as above

Scope: Design and Development, Manufacture and Distribution of in Vitro
Diagnostic Medical Test Systems

Proof has been furnished by means of an audit that the
requirements of ISO 9001:2015 are met.

Validity: The certificate is valid from 2018-05-03 until 2021-05-02.
It remains valid subject to satisfactory surveillance audits.

2018-05-03 M 4\“)‘/;_‘

TUV R mland"’ert GmbH
Am Grauen Stein - 51105 Kbéin

www.tuv.com

é_ TUVRheinland®

D-ZM-16031-01-00 Precisely R |g ht.



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

Manufacturer:

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

Headquarters / Manufacturing Side: 1TOB 10017 Sokak No: 2 Tekeli - Menderes / Izmir - Turkey

Product:

Brand:

Classification:

Conformity Assessment Route:

Fecal Occult Blood (FOB) Test
Rapidan® Tester, Toyo®, Info®, Labmen®
Professional Use IVD, 98/79/EC

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:

Revision No:

Place, Date of Issue:

Signature

FABRIKA: ITOB 058 MAHI100175K. No:2
TEL: 0232 376 8D 8 0232
MENDERE!

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

Izmir, 08.03.2019

Dr. Sahin Yaglidere, Md

General Manggér
C€
MENDERES / IZMiR
376 80 40

i
V.75 309 6205

DOC03/02

EC DECLARATION OF CONFORMITY

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

Manufacturer:

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

Headquarters / Manufacturing Side: ITOB 10017 Sokak No: 2 Tekeli - Menderes / Izmir - Turkey

Product:

Brand:

Classification:

Conformity Assessment Route:

H.Pylori Ag Test

Rapidan® Tester, Toyo®, Info®, Labmen®
Professional Use IVD, 98/79/EC

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:

Revision No:

Place, Date of Issue:

Signature

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

Izmir, 08.03.2019

Dr. $ahin Yaglidere, Md

q3

DOC02/06

EC DECLARATION OF CONFORMITY

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

Manufacturer:

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

Headquarters / Manufacturing Side: ITOB 10017 Sokak No: 2 Tekeli - Menderes / [zmir - Turkey

Product:

Brand:

Classification:

Conformity Assessment Route:

Anti-HBs 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: B

Start of CE Marking:
Revision No:

Place, Date of Issue:
Signature

MERKEL: I70B OSB MAH, 10031 SK. NO:15 MENDERE}/AIIIR
FAERIKA: TOB 0SB MAH.10017 SK. NO:2 MENDERES / iZMiR

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 Yaglidere, Md

General Manager

TURLKLA

TIBBi MALZ.SAN.VE TiC,

TEL: 0 232 376 80 81- FAX: 0 232 37|
'MENDERES V.0. 879 009 6209

C €1434

DOC02/04

EC DECLARATION OF CONFORMITY

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

Manufacturer:

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

Headquarters / Manufacturing Side: ITOB 10017 Sokak No: 2 Tekeli - Menderes / Izmir - Turkey

Product:

Brand:

Classification:

Conformity Assessment Route:

Troponin | Test

Rapidan® Tester, Toyo®, Info®, Labmen®
Professional Use IVD, 98/79/EC

Annex lll

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:

Revision No:

Place, Date of Issue:

Signature

MERKEL: 0B 0SB MAH. 10031 3K,
FABRIKA: OB 0SB MAH.10017
TEL 0232 376 80 81«
'MENDERES V.D.

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

Izmir, 08.03.2019

Dr. $ahin Yaglidere, Md

q3

DOC04/01




C E RTI F I CATE ANNEX TO THE CERTIFICATE

VALID ONLY IN CONNECTION WITH THE CERTIFICATE
No J-2670/4/2020 No J-2670/4/2020

This is to certify that:
TURKLAB Tibbi Mal. San. Tic. A.S.
ITOB 10017 Sokak No: 2,
Tekeli - Menderes jzmir / Turkey

and

Location
listed in Annex to the certificate

This is to certify that the Following Location:

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

is in conformance with
EN ISO 9001:2015 in the Following scope of activities:
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

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

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
meets the requirements of the standard listed on the certificate
Issued under the Contract No. 2897/JM/4/2020

Issued under the Contract No. 2897/JM/4/2020 Date of certification decision: 14.10.2020
Date of certification decision: 14.10.2020 Certificate bears a qualified signature.
Certificate bears a qualified signature. Warsaw, 15.10.2020

Anna Elektronicznie
podpisany przez Anna
M aigo rzata Matgorzata Wyroba
Data: 2020.10.16
Wyroba 08:48:40 +02'00"
Memcer of the Board

Warsaw, 15.10.2020
Anna Elektronicznie
podpisany przez Anna
M a{g orzata Matgorzata Wyroba
W b Data: 2020.10.16
08:47:33 +0200'
yrﬁemi

<r of the Board

PARTNER OF
PARTNER OF

AC 019
AC 019 aus
ams
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@pcbe.gov.pl Polish Centre for Testing and Cerification 469 Putawska Street, 02-844 Warsaw, Poland, phone +48 22 46 45 200, e-mail: pcbc@pcbe.gov.pl

¢ TERCUME ;
009971
| s | CERTIFICATE
No. M - 56/4/2020 !
isbu sertifika ile; i
TURKLAB Tibbi Mal. San. Tic. A.S. ! No M - 56/4/2020
ITOB 10017 Sokak No:2, Tekeli-Menderes
izmir, Tiirkiye This is to certify that:
ve sertifika ekinde listelenmis | TURKLAB Tibbi Mal. San. Tic. A.S
Lakasyon ITOB 10017 Sokak No: 2,
Asagidaki faaliyetler kapsaminda Tekeli - Menderes izmir / Turkey
EN 1SO 13485:2016 aid
ile uyumludur: Location
invitro tibhi cihazlarin tasarimi, gelistirilmesi, iiretimi, son kontrolii ve g 1 d‘f listed in Annex to the certificate
dagitimi: keq di kendine test ve profesyonel kullanim igin tasarlanmig hizl \'@ i:} % sl conformance with

testler, kan grup igin reaktifler ve reaktif iiriinleri (jel kartlari ve kirmizi i EN ISO 13485:2016
kan hiicreleri reaktifleri) ve EKG elektrotlari

in the following scope of activities:
design, development, manufacturing, final control
and distribution of in vitro medical devices:
rapid testsfintended for self-testing and for professional use,

Polonya Test ve|Sertifikasyon Merkezi tarafindan yiritiilen denetim, yukaridaki kanitlari
saglamistir. Bu Sertifika, Kurulus tarafindan yukaridaki standarda uyulmasi kaydiyla
gecerliligini koruyacaktir.

Bu seftifikanin gegerlilik tarihi: 22.12.2020'den 21.12.2023'e kadar reager\ts and reagent products for blood grouping |
(gel cards|and red blood cellsreagents) and ECG electrodes
Sozlesme Cercevesindg Diizenleme No.2897/1M/4/2020 The audit carried jout by the Polish Centre of Testing and Certification has affored evidence of the above

Sertifika kararinin tarihji: 14.10.2020
Sertifika, yetkili imzay kasimaktadir.
Varsova, 15.10.2020

Anna  <<Elektronikimza>> This Certificat¢ shall remain valid provided that above standard are respected by the Organizatjon.
Malgorzata
Wyroba

Yonetim Kurulu Uyesi

This certificate is valid:
from 22.12.2020 to 21.12.2023

Te fr

POLONYA TEST VE SERTIFIKASYON MERKEZI 02-844 Varsova, 469 Pulawska Street, Tel: +48 22 46 45 200, e-posta: pcbc@pchc.gov.pl Issued under the Contrad} No. 2897/JM/4/2020 TORB A 15 K
Date of certification decigion: 14.10.2020 s 2 NOTER[ -
Certificate bears a qualifipd signature. ihe i YREK

Warsaw, 15.10.2020

isbu belge Ingilizce asiindan Tarkge'ye tarafimdan aslina uygun olarak tercime edilmistir.
I herebycerti i has beentr its English intoTurkishtrulyandcorrectlyby me.0:

Elektronicznie
An o podpisany przez Anna
Matgorzata Maigorzate Wyroba
W rob Data: 2020.10.16
09:00:1 2'00"
Y Memaher of the‘BanS

EMINLI TERCUMAN

ROINAS
/\’ an
)

s,
olish'Centre for Tesing and Cerification 459 putawska Street, 02-844 Warsaw, Poland, phone +48 22 46 45 200, e-mail: pcbc@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 hazirlanmigtir:

Fabrika 2:1TOB 10031 Sokak No: 15,
Tekeli-Menderesizmir, Tiirkiye

invitro tibhi cihazlarin tasarimi, gelistirilmesi, iiretimi, son kontrolii ve
dagrtimi: kan gruplamasi igin reaktifler ve reaktif tiriinleri (jel kartlari ve kirmizi
kan hiicreleri reaktifleri), profesyonel kullanim IVD testleri ve EKG elektrotlari

Sertifikada listelenen standardin gereksinimlerini kargilar.

sézlesme Cergevesindg Diizenleme No.2897/IM/4/2020
Sertifika kararinin tarihji: 14.10.2020
Sertifika, yetkili imzayi tagimaktadir.
Varsova, 15.10.2020

Anna  <<Elektronik imza>>
Malgorzata

Wyroba
Yénetim Kurulu Oyesi

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

isbu belge ingilizce aslindan Tarkce'ye tarafimdan aslina uygun olarak terciime edilmistir.
| herebycertif i has its English intoTur ectlyby me.03.12.2020

SWORN TRANSEATOR / YEMINLi TERCUMAN
ERKAN ALTUNER

)~

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 provi that above arer d by the Or

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

Anna Elektronicznie
podpisany przez Anna

Matgorzata  Mmalgorzata wyroba
Data: 2020.10.16
Wyrob

PARTNER OF

a 9:00:16 +02'00"
Member of tﬁe Boar:

AC 019
ams

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

ANNEX TO THE CERTIFICATE
VAI*ID ONLY IN CONNECTION WITH THE CERTIFICATE
No M - 56/4/2020

This is to certify that the Following Location: '

|

" |
£ £% 7

RC9 Y A |

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

in the Following scope of activities: l
|
desigh, 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), |
fofessional use IVD tests and ECG electrodes |

©

meets the requirements of the standard listed on the certificate

Issued under the ContraciNo. 2897/JM/4/2020
Date of certification decisjon: 14.10.2020
Certificate bears a qualifigd signature.
Warsaw, 15.10.2020

Anna Elektrorficznie

odpisahy przez Anna

P
Matgorzata welgomata wyroba
Data: 2020.10.16

Wyroba 09:02:27 +02'00'
Member of the Board

Page 10f 1
Polish Centre For Teslling and Cerification 469 Pulawska Street, 02-844 Warsaw, Poland, phone +48 22 46 45 200, e-mail: pcbc@pcbe.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 jzmir / 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 ualified signature.
Warsaw, 15.10.2020 A nna Elektronicznie
podpisany przez Anna
Malg orzata Matgorzata Wyroba
Data: 2020.10.16
Wyro ba 09:02:27 +02'00'

Pt Member of the Board

AC 019
ams

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@pcbe.gov.pl



CERTIFICATE

EC No 1434-IVDD-432/2019

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-HBs 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

Certificate No 1434-IVDD-432/2019

1434 Michst Pachevski;ehd Issued under the Contract No MD-31/2019
tedicent Bears the PCBC hologram.
Warsaw, 29.08.2019

Application No: 59/2019
dule: HG

Polish Centre For Testing and Certification 234 kiobucka Street, 02-699 Warsaw Poland, phone +48 22 46 45 200, e-mail:pcbc@pcbe.gov.pl

CERTIFICATE

EC No 1434-1VvDD-433/2019
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-HBs 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

e

1434 Michat Pachowski, PhD

President

Certificate No 1434-1VDD-433/2019
Issued under the Contract No MD-31/2019
Bears the PCBC hologram.

Warsaw, 29.08.2019

Application No: 59/2019
dule: H7

Polish Centre For Testing and Certification 234 kiobucka Street, 02-699 Warsaw Poland, phone +48 22 46 45 200, e-mail:pcbc@pcbe.gov.pl



CERTIFICATE

EC No 1434-IvDD-430/2019
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-HCV Test
Brands: Info®, Toyo®, Rapidan Tester®, Labmen®

in terms of design dpcumentation, 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

1434 Mitha{:r:(s?:;stki,l’hb

Application No: 58/2019
ule: HE

Certificate No 1434-IlVDD-430/2019
Issued under the Contract No MD-31/2019
Bears the PCBC hologram.

Warsaw, 29.08.2019

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

EC No 1434-IVDD-431/2019
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-HCV Test
Brands: Info®, Toyo®, Rapidan Tester®, Labmen®

complies with requil of Annex IV ing 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 Pachowsk, Pho

Application No: 58/2019
dule: H7

Certificate No 1434-IVDD-431/2019
Issued under the Contract No MD-31/2019
Bears the PCBC hologram.

Warsaw, 29.08.2019

Polish Centre for Testing and Certification 234 ktobucka Street, 02-699 Warsaw Poland, phone +48 22 46 45 200, e-mail:pcbc@pcbe.gov.pl
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CERTIFICATE

EC No 1434-IVDD-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®, Lab

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

Certificate No 1434-IVDD-436/2019
Issued under the Contract No MD-31/2019
Bears the PCBC hologram.
Warsaw, 29.08.2019

Michat Pachowski, PhD
President

1434

Application No: 57/2019
Module: H6

Polish Centre For Testing and Certification 234 ktobucka Street, 02-699 Warsaw Poland, phone +48 22 46 45 200, e-mail:pcbc@pcbe.gov.pl

CERTIFICATE

EC No 1434-1IVDD-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

Certificate No 1434-1VDD-437/2019

Issued under the Contract No MD-31/2019
Bears the PCBC hologram.
Warsaw, 29.08.2019

Michat Pachowski, PhD
President

1434

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
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CERTIFICATE

EC No 1434-IVDD-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®, Lab

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

™ e

Michat Pachowski, PhD

1434 e

Application No: 56/2019
lodule: H6

Polish Centre For Testing and Certification 234 ktobucka Street, 02-699 Warsaw Poland, phone +48 22 46 45 200, e-mail:pcbc@pcbe.gov.pl

CERTIFICATE

EC No 1434-1IVDD-435/2019
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

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

complies with requi of Annex IV ing 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 Micht Pachowski,Pho

Application No: 56/2019
Module: H7

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

Certificate No 1434-1VDD-434/2019
Issued under the Contract No MD-31/2019
Bears the PCBC hologram.

Warsaw, 29.08.2019

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

Warsaw, 29.08.2019
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