REPUBLICA MOLDOVA

LICENTA

[ LSerfa AMMIL £ e 20 Nr. 044322
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'Denumirea autorititii de licentiere Camera de Licentiere

Denumirea, forma juridici de organizare, sediul Societatea cu Raspundere Limitata®
(adresa juridicd) a titularului de licentd "BIOSISTEM MLD" '

— Data gi numdrul certificatului de - _ :
. inregistrare de stat a titularului de licentd 12.08.2010 MD 0101250

Numdrul de inregistrare

a intreprinderii sau IDNO 1010600028048

Codul fiscal

Genul de activitate, integral sau partial, - * Importul, comercializarea, asistenta tehnig
pentru a carui desfasurare se elibereazd licenta si reparatia dispozitivelor medicale *

) Data eliberarii licentei 4 octombrie 2010
. jeReperfectatd: 1)19.10.2012;2)14.05.2014

‘Valabild pind la 4 octombrie 2015

| Prelungita pina la: 03.10.2020

Semnitura conducitorului Dlrector Camerel de Licentrere
autoritdtii de licentiere S

-l




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

Republica Moldova, MD-2068 Pecriy6:mxa Mongosa, MD-2068
mun. Chisinau, bd. Moscovei, 14/1 Data 1k 1AN._ 2016 my#. Kumunoy, 6yn. Mockosei, 14/1
Tel. : (373-22) 43-44-81, 43-46-24 / / o Ten. : (373-22) 43-44-81, 43-46-24
Fax : (373-22) 43-44-22 N D30 — S9/43 ®axc : (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. (¢/f 1010600028048), cu
IBAN MD95ML000000002251429243.

Codul bancii MOLDMD2X329.

Director J[ﬁd{ Nina Turcan
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Nina Balmus

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

CEBYIFICAY
DE INBEGISTRARE

Societatea cu Rispundere Limitatd "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

* Functia, numele, prenumele persoanei
care a eliberal certificatul

MD 0101250



,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 Limitatd « BIOSISTEM MLD».
Denumirea prescurtati: «BIOSISTEM MLD» S.R.L.
Forma juridica de organizare: Societate cu Riaspundere Limitata.
Numirul de identificare de stat si codul fiscal: 1010600028048.
Data inregistririi de stat: 12.08.2010.
Sediul: MD-2001, str. Albisoara, 16/1, ap.(of.) 7, mun. Chisinau, Republica Moldova.
Modul de constituire: nou creata.
Obiectul principal de activitate:
1 Activitatea farmaceutica;
2 Importul, fabricarea, comercializarea, asistenta tehnici §i (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 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 i a intreprinzatorilor individuali si confirma datele din
Registrul de stat la data de: 11.07.2016.

%f@zz{(/

Specialist principal azari Aliona

tel. 022-266-252

Date cu caracter personal. Detinator: 1.S. Camera Inregistrérii 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




BIOSISTEM-MLD S.R.L.

Cod Fiscal: 1010600028048; IBAN: MD95ML000000002251429243;
Banca: BC "Moldindconbank" S.A. fil. Invest; Codul bancii: MOLDMD2X329;
Adresa postala a bancii: mun. Chisinau, bd. Moscovei, 14/1;

Catre Grupul de lucru pentru evaluarea
COP Nr. ocds-b3wdp1-MD-1585140592024
din 06.04.2020

din cadrul IMSP Spitalul raional laloveni

Declaratie

Prin prezenta, SRL ,,Biosistem-MLD”, declara ca,
- n-are restanta fata de buget public national.

- reageti Biosystems sunt compatibile cu coagulometru semi-automat CA-02.

Poiata Vitalie

L.S.

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



BIOSISTEM-MLD S.R.L.

Cod Fiscal: 1010600028048; IBAN: MD95ML000000002251429243;
Banca: BC "Moldindconbank" S.A. fil. Invest; Codul bancii: MOLDMD2X329;
Adresa postala a bancii: mun. Chisinau, bd. Moscovei, 14/1;

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



Data primirii 26.03.2019 18:26:38

Anexe la SNC
“Prezentarea situatiilor

financiare”
Aprobat de Ministerul Finantelor
SITUATIILE FINANCIARE al Republicii Moldova
pentru perioada 01.01.2018 31.12.2018
Entitatea BIOSISTEM MLD SRL
(Denumirea completa)
40717392 1010600028048
(Cod CUIIO) (Cod IDNO)
Sediul: MD __ MD-2001 MUN.CHISINAU; MUN.CHISINAU SEC.RISCANI 150
(Cod postal) Raionul (municipiul, UTA); Localitatea Cod CUATM
Albisoara, 16, 1, of.7
strada, nr, bl.
Activitatea principala; Comert cu ridicata al produselor farmaceutice
G4646
Cod CAEM, rev.2
Forma de proprietate: Proprietate privata 15
Cod CFP
Forma organizatorico-juridica: SOCIETATI CU RASPUNDERE LIMITATA 530
Cod CFOJ
Date de contact: Tel. +37322808719 e-mail biosistem.mld@gmail.com
WEB:
Numele si coordonatele al contabilului-sef: DI (dna) NASEDCHIN ALEXANDR Unitatea de masura: leu
Tel. +37369463619
Anexa 8
Nota informativa privind veniturile si cheltuielile clasificate dupa natura
Perioada de gestiune
Indicatori Cod precedenta curenta
rd.
1 2 3 4
Venituri din vinzari 010 20.497.176 27.523.075
Alte venituri din activitatea operationala 020 500 0
Venituri din alte activitati 030 361.872 296.617
Total venituri (rd.010 + rd.020 + rd.030) 040 20.859.548 27.819.692
Variatia stocurilor 050
Costul vinzarilor marfurilor vindute 060 11.372.168 15.709.392
Cheltuieli privind stocurile 070 118.975 149.589
Cheltuieli cu personalul privind remunerarea muncii 080 169.200 231.400
antrlbu‘;n Fie asigurari soc1gle de st.at oblvlgator.u si 090 46.530 60.512
prime de asigurare obligatorie de asistentd medicala
.Chelt.u.leh cu amortizarea si deprecierea activelor 100 90.494 120807
imobilizate
Alte cheltuieli 110 548.183 597.981
Cheltuieli din alte activitati 120 558.776 285.840
Total cheltuieli (rd.050 + rd.060 + rd.070 + rd.080 +
rd.090 +rd.100 + rd.110 + rd.120) 130 12.904.326 17.155.521
Profit (pierdere) pina la impozitare (rd.040 — rd.130) 140 7.955.222 10.664.171
Cheltuieli privind impozitul pe venit 150 959.194 1.291.160
f(;olf;to gplerdere) net al perioadei de gestiune (rd.140 — 160 6.996.028 9.373.011




BILANTUL

la 31.12.2018

Anexa 1

Nr. Sold la
cpt. ACTIV Cod
rd. Inceputul perioadei de gestiune | Sfirsitul perioadei de gestiune
1 2 3 4 5
1. | Active imobilizate
Imobilizari necorporale 010 1.787 1.137
Imobilizari corporale in curs de executie 020
Terenuri 030
Mijloace fixe 040 904.703 938.614
Resurse minerale 050
Active biologice imobilizate 060
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 130
(rd.010 + rd.020 + rd.030 + rd.040 + rd.050 + rd.060
+1d.070 + rd.080 + rd.090 + rd.100 + rd.110 +
rd.120) 906.490 939.751
2. | Active circulante
Materiale 140 457
Active biologice circulante 150
Obiecte de mica valoare si scurtd durata 160 63.968 51.520
Productia in curs de executie si produse 170
Marfuri 180 4.430.031 4.809.995
Creante comerciale 190 3.157.174 5.528.804
Creante ale partilor afiliate 200
Avansuri acordate curente 210 1.097.547 2.496.545
Creante ale bugetului 220 4.973 26.401
Creante ale personalului 230
Alte creante curente 240
Numerar in casierie si la conturi curente 250 4.742.040 9.066.228
Alte elemente de numerar 260
Investitii financiare curente in parti neafiliate 270
Investitii financiare curente in parti afiliate 280
Alte active circulante 290 5.373 3.712
Total active circulante 300
(rd.140 + rd.150 + rd.160 + rd.170 + rd.180 + rd.190
+1d.200 + rd.210 + rd.220 + rd.230 + rd.240 +
rd.250 + rd.260 + rd.270 + rd.280 + rd.290) 13.501.563 21.983.205
Total active (rd.130 + rd.300) 310 14.408.053 22.922 956




Nr. Sold la
cpt. PASIV Cod
rd. | inceputul perioadei de gestiune | Sfirsitul perioadei de gestiune
1 2 3 4 5
3. | Capital propriu
Capital social si suplimentar 320 5.400 5.400
Rezerve 330
Corectii ale rezultatelor anilor precedenti 340 X
Profit nerepartizat (pierdere neacoperitd) al anilor  [350
precedenti 12.639.655 8.809.868
Profit net (pierdere neta) al perioadei de gestiune 360 X 9.373.011
Profit utilizat al perioadei de gestiune 370 X
Alte elemente de capital propriu 380
Total capital propriu 390
(rd.320 + rd.330 + rd.340 + rd.350 + rd.360 - rd.370
+1d.380) 12.645.055 18.188.279
4. | Datorii pe termen lung
Credite bancare pe termen lung 400
Imprumuturi pe termen lung 410
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)
5. | Datorii curente
Credite bancare pe termen scurt 450
Imprumuturi pe termen scurt 460
Datorii comerciale 470 1.595.609 3.883.519
Datorii fata de partile afiliate 480
Avansuri primite curente 490 7.303 135.390
Datorii fata de personal 500 45.149 152.404
Datorii privind asigurérile sociale si medicale 510
Datorii fatd de buget 520 39.698 492.060
Venituri anticipate curente 530
Datorii fatd de proprietari 540
Finantari si incasari cu destinatie speciala curente  [550
Provizioane curente 560
Alte datorii curente 570 75.239 71.304
Total datorii curente 580
(rd.450 + rd.460 + rd.470 + rd.480 + rd.490 + rd.500
+1d.510 + rd.520 + rd.530 + rd.540 + rd.550 +
rd.560 + rd.570) 1.762.998 4.734.677
Total pasive (rd.390 + rd.440 + rd.580) 590 14.408.053 22.922.956




SITUATIA DE PROFIT SI PIERDERE

Anexa 2

dela 01.01.2018 pindla__ 31.12.2018
Perioada de gestiune
Indicatori Cod rd. precedentd curentd
1 2 3 4
Venituri din vinzari 010 20.497.176 27.523.075
Costul vinzarilor 020 11.372.168 15.709.392
Profit brut (pierdere brutd) (rd.010 —rd.020) 030 9.125.008 11.813.683
Alte venituri din activitatea operationala 040 500
Cheltuieli de distribuire 050 202 46.862
Cheltuieli administrative 060 622.704 729.327
Alte cheltuieli din activitatea operationala 070 350.476 384.100
Rezultatul din activitatea operationala: profit (pier-dere) (rd.030
+ rd.040 — rd.050 — rd.060 I—) rd.’070) b @ a 080 8.152.126 10.653.394
Rezultatul din alte activitati: profit (pierdere) 090 -196.904 10.777
Profit (pierdere) pina la impozitare
« d.Ogéer ) d.09()))p P 100 7.955.222 10.664.171
Cheltuieli privind impozitul pe venit 110 959.194 1.291.160
Profit net (pierdere netd) al perioadei de gestiune
« 100—55.110) Jalp g 120 6.996.028 9.373.011
Anexa 3
SITUATIA MODIFICARILOR CAPITALULUI PROPRIU
dela  01.01.2018 piniila 31.12.2018
NT. ‘ . Sold !a inc.eputul o o . Sold'la sﬁ'rsitul
4o Indicatori Cod rd. per10a$161 de Majorari Diminuari perloafiel de
gestiune gestiune
1 2 3 4 5 6 7
1 Capital social si suplimentar
Capital social 010 5.400 5.400
Capital suplimentar 020
Capital nevirsat 030 0 0 0 0
Capital neinregistrat 040
Capital retras 050 0 0 0 0
Total capital social si suplimentar 060 5.400 5.400
(rd.010 + rd.020 + rd.030 + rd.040 + rd.050)
2 Rezerve
Capital de rezerva 070
Rezerve statutare 080
Alte rezerve 090
Total reserve (rd.070 + rd.080 + rd.090) 100
3 | Profit nerepartizat (pierdere neacoperiti)
Corectii ale rezultatelor anilor precedenti 110
Profit nerepartizat (pierdere neacoperitd) al anilor 120 12.639.655 3.829.787 8.809.868
precedenti
Profit net (pierdere netd) al perioadei de gestiune 130 X 9.373.011 9.373.011
Profit utilizat al perioadei de gestiune 140 X 0 0 0
Rezultatul din tranzitia la noile reglementéri contabile| 150
Total profit nerepartizat (pierdere neacoperiti) 160 12.639.655 9.373.011 3.829.787 18.182.879
(rd.110 +rd.120 + rd.130 + rd.140 + rd.150)
4 | Alte elemente de capital propriu, din care 170
Diferente din reevaluare 171
Subventii entitatilor cu proprietate publica 172
Total capital propriu (rd.060 + rd.100 + rd.160 + 180 12.645.055 9.373.011 3.829.787 18.188.279
rd.170)




SITUATIA FLUXURILOR DE NUMERAR

Anexa 4

dela_ 01.01.2018 pinila__ 31.12.2018
Perioada de gestiune
Indicatori Cod precedenta curenta
rd.
1 2 3
Fluxuri de numerar din activitatea operationala
Incasari din vinzari 010 30.547.593 27.523.075
Plati pentru stocuri si servicii procurate 020 1.242.716 17.115.868
Ell;eiéii chge angajati i organe de asigurare sociala si 030 205.235 291.912
Dobinzi platite 040
Plata impozitului pe venit 050 1.213.720 1.291.160
Alte incasari 060
Alte plati 070 20.861.222 680.937
Fluxul net de numerar din activitatea operationala
(rd.010 — rd.020 — rd.030 — rd.040 — rd.050 + rd.060 — 080 7.024.700 8.143.198
rd.070)
Fluxuri de numerar din activitatea de investitii
Incasiri 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 140
(rd.090 — rd.100 +rd.110 + rd.120 + rd.130)
Fluxuri de numerar din activitatea financiara
Incasari sub forma de credite si imprumuturi 150
Plati aferente rambursarii creditelor si imprumuturilor 160
Dividende platite 170 3.110.000 3.829.787
Incasiri din operatiuni de capital 180
Alte incasari (plati) 190
e £
fil‘;’c‘fgg'(')ei ?3,?2'5”3323’3?' 210 3.914.700 4313411
Diferente de curs valutar favorabile (nefavorabile) 220 79.511 10.777
Sold de numerar la inceputul perioadei de gestiune 230 747.829 4.742.040
Sold de numerar la sfirsitul perioadei de gestiune (+ 240 4742 040 9.066.228

rd.210 +rd.220 + rd.230)




Anexa 6
Date generale
1. Certificat de inregistrare a entitatii, eliberat de Camera Inregistrarii de Stat.

Numir de inregistrare MD01012§0 Data inregistrarii _12.08.2014  Seria MD Numir 0101250

2. Capital social inregistrat de Camera Inregistrarii de Stat:

data 12.08.2010  suma 5.400 lei, inclusiv:

1) cota statului lei,

2) cota detinatorilor a cel putin 20% lei,

Modificari ulterioare:

a) , suma lei, inclusiv cota statului lei,

b) , suma lei, inclusiv cota statului lei,

3. Entitatile, activitatea carora necesita licenta, indica:

Licenta in vigoare:
) Numair ,data eliberarii

Termen de valabilitate
Tipul de activitate
Organul care a eliberat licenta

4. Numarul mediu scriptic al personalului in perioada de gestiune 5 persoane, inclusiv pe categorii:
1) personal administrativ 5 persoane,
2) muncitori persoane,
5. Numarul personalului la ~ 31.12.2018 5 persoane.
6. Remunerarea personalului entitatii in perioada de gestiune 231400 lei.
7. 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.
8. Avansurile si creditele acordate membrilor organelor specificate la pct.7 lei, inclusiv rambursate lei.
9. Valoarea activelor imobilizate si circulante, inregistrate in calitate de gaj!
1) valoarea de gaj lei,
2) valoarea contabila lei.
10. Numarul actiunilor ordinare la finele perioadei de gestiune unitagi.
11. Profit net (pierdere netd) a perioadei de gestiune pentru o actiune ordinara:
1) profit lei,
2) pierdere lei.
12. Dividende calculate pentru o actiune ordinari pentru perioada de gestiune:
1) platite lei,
2) planificate pentru plata lei.
13. Valuta strdina disponibila, recalculata in moneda nationald a Republicii Moldova — total 475.290 lei,

inclusiv (lei, denumirea si codul valutei):

1) 456949 codul valutei Euro
2) 18341 codul valutei US Dollar
14. 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




Informatiile privind activele imobilizate

Anexa 7

dela_ 01.01.2018 pinsila_ 31.12.2018
EAx1stenta la Amortizarea Deprecierea Intrareain |lesirea in cursul Ex1ste1‘1ta la Amortizarea Deprecierea
inceputul < < . . R . sfirsitul <« <
. . Nr. . . acumulatid la | acumulata la |cursul perioadei| perioadei (la . . acumulati la | acumulata la
Indicatori R perioadei (la A A perioadei (la . .
rind inceputul inceputul (1a costul de costul de sfirsitul sfirsitul
costul de erioadei erioadei intrare) intrare) costul de erioadei erioadei
intrare) P P intrare) P P
1 2 3 4 5 6 7 8 9
1. Imobilizari necorporale in curs de executie 100
2. Imobiliziiri necorporale in utilizare, total inclusiv:| 200 3.250 1.463 3.250 2.113
2.1 brevete si marci 210
2.2. licente de activitate 220 3.250 1.463 3.250 2.113
2.3. programe informatice 230
3. Imobilizari corporale in curs de executie 300
4. Terenuri 400 X X
5. Mijloace fixe, total din care: 500 995.526 90.823 154.068 1.149.594 210.980
5.1. cladiri 510
5.2. constructii speciale 520
5.3. magini, utilaje, instalatii de transmisie 530 977.141 83.929 147.402 1.124.543 197.903
inclusiv: tehnica de calcul 531
5.4. mijloace de transport 540
5.5. instrumente si inventar 550
5.6. costuri ulterioare aferente obiectelor
I N 560
neinregistrate in bilant
5.7. mijloace fixe primite in leasing financiar 570
5.8. mijloace fixe primite in gestiune economica 580
5.9. alte mijloace fixe 590 18.385 6.894 6.666 25.051 13.077
6. Resurse minerale 600
7. Investitii imobiliare, total 700




Anexa 9

NOTA INFORMATIVA
privind relatiile cu nerezidentii
Tabelul 1
Creante, investitii financiare i datorii pe termen lung aferente fondatorilor nerezidenti
Codrd./ | Sold la inceputul Modificari in perioada de gestiune Sold la sfirsitul
Indicatori cod tard perioadei de Intrari/ Iesiri/ Diferente de curs perioadei de
gestiune majorari diminuari valutar gestiune
1 2 3 4 5 6 7

Creante si investitii financiare pe termen lung — total 010
Creante comerciale, inclusiv pe fari: 020
Avansuri acordate, inclusiv pe tari: 030
Imprumuturi acordate si creante privind leasingul financiar, 040
inclusiv pe fari:

Alte creante si investitii financiare, inclusiv pe tari: 050
Datorii pe termen lung — total 060
Datorii comerciale, inclusiv pe tari: 070
Avansuri primite, inclusiv pe tari: 080
Credite bancare, imprumuturi si datorii privind leasingul financiar, 090
inclusiv pe fari:

Alte datorii, inclusiv pe tari: 100




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

Tabelul 2

Codrd./ | Sold la inceputul Modificari in perioada de gestiune Sold la sfirsitul
Indicatori cod tara perioadei de Intrari/ Lesiri/ Diferente de curs perioadei de
gestiune majorari diminuiri valutar gestiune
1 2 3 4 5 6 7

Creante si investitii financiare pe termen lung — total 010
Creante comerciale, inclusiv pe fari: 020
Avansuri acordate, inclusiv pe tari: 030
Imprumuturi acordate si creante privind leasingul financiar, 040
inclusiv pe tari:

Depozite, inclusiv pe fari: 050
Alte creante si investitii financiare, inclusiv pe fari: 060
Datorii pe termen lung — total 070
Datorii comerciale, inclusiv pe fari: 080
Avansuri primite, inclusiv pe fari: 090
Credite bancare, imprumuturi si datorii privind leasingul financiar, 100
inclusiv pe tari:

Alte datorii, inclusiv pe tari: 110




Creante, investitii financiare i datorii curente aferente fondatorilor nerezidenti

Tabelul 3

Sold la inceputul perioadei de gestiune

Modificari in perioada de gestiune

Sold la sfirsitul perioadei de gestiune

Cod La care termenul de | Termenul expirat mai Intrari/majorari La care termenul de
Indicatori (r:((l)é platd nu a sosjt sau mult de un an Total Transferdri din active si Tesiri/ Diferente de curs | platd nu a sosit sau | Termenul expirat
(ars | CSt€ expirat pina la datorii pe termen lung in diminuari valutar este expirat pind la | mai mult de un an
’ un an active si datorii curente un an
1 2 3 4 5 6 7 8 9 10

Creante si investitii financiare curente — total 010

Creante comerciale, inclusiv pe fari: 020

Avansuri acordate, inclusiv pe fari: 030

Imprumuturi acordate si creante privind leasingul financiar, 040

inclusiv pe tari:

Alte creante si investitii financiare, inclusiv pe tari: 050

Datorii curente — total 060

Datorii comerciale, inclusiv pe tari: 070

Avansuri primite, inclusiv pe tari: 080

Credite bancare, imprumuturi si datorii privind leasingul financiar,| 090

inclusiv pe fari:

Datorii privind dividendele calculate, inclusiv pe tari: 100

Alte datorii, inclusiv pe tari: 110




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

Tabelul 4

Sold la inceputul perioadei de gestiune

Modificari in perioada de gestiune

Sold la sfirsitul perioadei de gestiune

(r:;(/i La care termer}ul de | Termenul expirat mai Intrari/majorari La care termenul de
Indicatori coa platd nu a SOS}t sau mult de un an Total Transferari din active si Tesiri/ Diferente de curs | platd nu a sosit sau | Termenul expirat
tard este expirat pind la datorii pe termen lung in diminuari valutar este expirat pind la | mai mult de un an
’ un an active si datorii curente un an
1 2 3 4 5 6 7 8 9 10

Creante si investitii financiare curente — total 010

Creante comerciale, inclusiv pe fari: 020

Avansuri acordate, inclusiv pe tari: 030

Imprumuturi acordate si creante privind leasingul financiar, 040

inclusiv pe fari:

Depozite, inclusiv pe fari: 050

Alte creante si investitii financiare, inclusiv pe fari: 060

Datorii curente — total 070

Datorii comerciale, inclusiv pe tari: 080

Avansuri primite, inclusiv pe fari: 090

Credite bancare, imprumuturi si datorii privind leasingul financiar,| 100

inclusiv pe tari:

Alte datorii, inclusiv pe tari: 110




Investitii financiare 1n strainatate si participarea nerezidentilor in capitalul social

Tabelul 5

. . Codrd./| Sold la inceputul Intrari/ Tesiri/ Sold la sfirsitul
Indicatori 9 . . . L LT . . .
cod tara | perioadei de gestiune majorari diminuari perioadei de gestiune
1 2 3 4 5 6
Investitii financiare 010
Cote de participatie si actiuni de pind la 10% inclusiv, in capitalul 020
social al entitdtilor nerezidente, inclusiv pe tari:
Cote de participatie si actiuni de peste 10% in capitalul social al 030
entitatilor nerezidente, inclusiv pe fari:
Capital social 040
Cote de participatie si actiuni de pind la 10% inclusiv, inclusiv pe tari: | 050
Cote de participatie si actiuni de peste 10%, inclusiv pe tari: 060
Tabelul 7
Bunuri ale nerezidentilor inregistrate in conturi extrabilantiere
. . Codrd./| Sold la inceputul Intrari/ Tesiri/ Sold la sfirsitul
Indicatori - . . . S . . - . .
cod tard | perioadei de gestiune diminuari micsorari perioadei de gestiune
1 2 3 4 5 6

Bunuri primite in baza contractelor de comision, inclusiv pe tari 010
Bunuri primite spre prelucrare, inclusiv pe tari 020
Bunuri obtinute din materialele prelucrate, inclusiv pe tari 030




Venituri si cheltuieli aferente tranzactiilor cu nerezidentii

Tabelul 6

Perioada de gestiune

Indicatori Cod rd. precedenta curentd
1 2 3 4

Venituri — total 010
Venituri aferente- bunur}lf)r procurate si vindute peste hotare fara trecerea frontierei de stat a Republicii 020
Moldova, inclusiv pe tari:

Venituri din dobinzi aferente activitatii operationale si altor activitati, inclusiv pe tari: 030
Venituri din dividende si participatii in alte entitati, inclusiv pe tari: 040
Venituri din decontarea datoriilor cu termenul de prescriptie expirat, inclusiv pe tari: 050
Alte venituri, inclusiv pe tari: 060
Cheltuieli — total 070
Cheltuieli aferente bunurilor procurate si vindute peste hotare fara trecerea frontierei de stat a Republicii 080
Moldova, inclusiv pe fari:

Cheltuieli privind dobinzile, inclusiv pe fari: 090
Cheltuieli si provizioane aferente creantelor comerciale si altor creante compromise, inclusiv pe tari: 100
Alte cheltuieli, inclusiv pe tari: 110

Persoanele responsabile de semnarea rapoartelor financiare ale entitatii*

* conform art.36 din Legea contabilitatii
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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)

: Bicl: sieing))
avier Palomar \\'_ " 4 .. 30
Area Manager 08030 BCN,

27-April-2013 ~—
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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
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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 |, and
its technical documentation is performed following the requirements of the Annex Il

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.
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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 Creatine Kinase (CK)
a-Amylase-EPS Creatine Kinase-MB (CK-MB)
a-Amylase-Pancreatic Creatinine

Acid Phosphatase (ACP) Fructosamine

Alanine Aminotransferase (ALT/GPT) Fructose

Albumin g-Glutamyltransferase (g-GT)
Alkaline Phosphatase (ALP)-AMP Glucose

Alkaline Phosphatase (ALP)-DEA Iron — Chromazurol
AspartateAminotranferase (AST/GOT) Iron — Ferrozine

Bilirubin (direct) Iron Binding Capacity
Bilirubin (total and direct) Lactate Dehydrogenase (LDH)
Bilirubin (total) Lactate Dehydrogenase (LDH) - IFCC
Calcium — Arsenazo Lipase

Calcium - MTB Magnesium

Cholesterol Phosphorus

Cholesterol HDL Protein (total)

Cholesterol HDL direct Protein (urine)

Cholesterol HDL Precipitating reagent Pyridoxal Phosphate
Cholesterol LDL direct Triglycerides

Cholesterol LDL Precipitating reagent Urea/BUN-Color
Cholinesterase (CHE) Urea/BUN-UV

Citrate Uric Acid

CLINICAL CHEMISTRY — TURBIDIMETRY:

al-acid Glycoprotein C-Reactive Protein (CRP)
Albumin (Microalbuminuria) C-Reactive Protein-hs (CRP-hs)
Anti-Streptolysin O (ASO) Ferritin

Antithrombin 111 Immunoglobulin A (IgA)
Apolipoprotein A-I (Apo A-l) Immunoglobulin G (IgG)
Apolipoprotein B (Apo B) Immunoglobulin M (IgM)
b2-Microglobulin Prealbumin

Complement Component C3 Rheumatoid Factors (RF)
Complement Component C4 Transferrin

CLINICAL CHEMISTRY — MICROCOLUMN

CHROMATOGRAPHY:
17-Hydroxycorticosteroids Hemoglobin A1C
17-Ketosteroids Hemoglobin A2
5-Aminolevulinic Acid (ALA) / Metanephrines
Porphobilinogen (PBG) Vaniimandelic Acid

5-Hydroxyindoleacetic acid (5-HIAA)
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CLINICAL CHEMISTRY — STANDARDS and CALIBRATORS:

a-1-acid Glycoprotein Standard
Adenosine Deaminase (ADA) Standard
Albumin (Microalbuminuria) Standard
Anti-Streptolysin O (ASO) Standard
Antithrombin Il 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 (ASQ)
Antithrombin IlI

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 (Ig)

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 I

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 |
Rheumatoid Control Serum |
Rheumatoid Control Serum ||

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)
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AUTOIMMUNITY — ELISA:

ANA Screening

Anti-Annexin V 1gG/IgM (ANX)

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

Anti-Cardiolipin Antibodies (ACA-
lgG/IgM)

Anti-Centromere B Antibodies (CENP-
B)

Anti-Citrullinated Protein Antibodies
(ACPA)

Anti-Deamidated Gliadin Peptides IgA
(DGP IgA)

Anti-Deamidated Gliadin Peptides IgG
(DGP 1gG)

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 1gG/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- TG IgA)

Anti-tTransglutaminase I1gG Antibodies
(Anti- tTG 1gG)

ASCA-IgG/IgA (ASCA)

ENA 4-Profile

ENA 6-Screening

AUTOINMUNIDAD — INSTRUMENTOS:
AUTOIMMUNITY — INSTRUMENTS:

iPRO
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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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100201 ADBEA4 @ TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior apgroval

www.tuv.com

Certificate

Standard

Certificate Registr. No.

Certificate Holder:

Scope:

Validity:

ISO 9001:2015
01 100 6696

BIOSYSTEMS S.A.
Costa Brava, 30
08030 Barcelona
Spain

(including the locations according to annex)

Design, development, manufacture, distribution, installation and
servicing of:

- Instruments and reagents for clinical diagnostic.

- Instruments and reagents for agro-alimentary analysis.
Distribution and servicing of instruments and reagents for
veterinary diagnosis.

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

The certificate is valid from 2017-12-13 until 2019-12-18.
First certification 1996

2017-12-14

.
TUV RheintandCert GmbH
Am Grauen Stein - 51105 Kdln

/A TUVRheinland®

(( DAR%(WSME Precisely Right.
Akkreditierungsstelle

D-ZM-16031-01-00



Utilisation and application requires prior approval,

10/201 A08EAd & TUV TUEV and TUV are registered trademiarks

Annex to certificate

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

No. Location Scope

101 BIOSYSTEMS, S.A. Labelling and assembling of
Pl. Can Tapioles naus 7-12-13 reagents.
08110 Montcada i Reixac Warehousing and shipment
Spain of:

-Instruments and Reagents
for clinical diagnostic.
-Instruments and Reagents
for agro-alimentary analysis.
-Instruments and Reagents
for veterinary diagnosis.

2017-12-14

TUV Rheinfand Cert GmbH
Am Grauen Stein - 51105 Kéln

Page 1 of 1

www.tuv.com A TUVRheinIand®
Precisely Right.
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TUVRheinland

Certificate

. 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 fulfiled. The quality management system I1s subject to yearly surveillance.

Effective Date: 2017-11-28
Certificate Registration No.: SX 60124804 0001
An audit was performed Report No.: 28300434 002

This Certificate is valid until: 2018-12-12

Certification Body

{ DAKKS
b Deutsche

Akkreditierungsstelle
D-ZM-14169-01-02

Date 2017-11-28

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel.: +49 221 806-1371 Fax +49 221 806-3835 e-mail cert-validity@de tuv.com hitp www tuy comisaliaty

W0 2 Tl E
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Attachment to
Certificate

Registration No.:

Report No.:

Organijzation:

Scope:

({ DAKKS

Deutsche
Akkreditierungsstelle
D-Zm-14169-01-02

Date: 2017-11-28

TUV Rheinland poc:

LGA Products GmbH

TillystraRe 2, 90431 Nurnberg

SX 60124804 0001
28300434 002

BIOSYSTEMS S.A.
Costa Brava 30
08030 Barcelona
Spain

Site included:

Poligono Industrial "Can Tapicles"
Naves 7, 12 v 13

08110 Montcada i Reixac {Barcelona)
Spain

Scope:

Labelling and Assembling of reagents and
Warehousing and Shipment of instruments and
reagents for clinical diagnostic

Certification Body

. ®
TUVRheinland

1/1, Rev. 0
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Plaza de ia Verneda, 1
Poligone Industrial La Liana

£ i ; M 08191 Rubi (Barcelona ) Spain
2 i e | a a LA §years Tel +34 936 995 000 Fax +34 936 934 512
8 L " together info@deltalab.es

www.deltalab.es

"To Whom It May Concern”

Rubi, 7" March 2017

We, DELTALAB, S.L. with address at Plaza de la Verneda, 1, Pol. Ind. "La Llana”, 08191
Rubi (Barcelona), Spain, herewith certify that the company, BIOSISTEM MLD S.R.L.,
with address at STR. ALBISOARA 16/1, AP. 7 CHISINAU, MOLDOVA, is one of our
authorized distributors to promote and sell the products included in our in force
catalogue DELTALAB under the conditions specified there for the tender

This document is valid from the date mentioned above to December 31% 2017 with the
withdrawal possibility if it is advised one month beforehand.

ours Sincerely,

Salés and Marketing Director
Deltalab S.L.

Ref : 54/17

DELTALAB, 5.L. Registro Mercontil de Borcelona, Tomo 42.454, Folio 103, Hoja 8-310.285 - C.I.F. B-63.905.956 % s6s a8 | “a
R (LY




[State seal] Agencia Espariola de Medicamentos
MINISTRY OF HEALTH, ¥ Productos Sanitarios
SOCIAL SERVICES AND [Spanish ~ State  Agency  of

EQUALITY Medication and Sanitary Products]
S/REF DELTALAB, S.L
N/REF: PS/DP/MST PLAZA DE LA VERNEDA, 1
Date: 01/12/2015 POLIGONO INDUSTRIAL LA LLANA
Subject: Information to the addressce 081191 RUBI
(BARCELONA)

In response to your email dated 24/11/2015 requesting information on the products detailed below,
which are included as items for general laboratory use in your company’s catalogue, and after having
made the relevant inquiries, I can inform you that:

¢ Slides
¢ Uncoated cover slides
¢ Pasteur pipettes [State seal]

MINISTRY OF HEALTH, SOCIAL
SERVICES AND EQUALITY
SUPPORTING RECORD

AGENCIA ESPANOLA DE
MEDICAMENTOS Y PRODUCTOS

¢ Tips for general purpose pipettes
¢ Sample cups and cuvettes

¢ Spreaders for extensions

¢ Calibrated loops

o Petri dishes SANITARIOS
o Vials [SPANISH STATE AGENCY OF MEDICATION
AND SANITARY PRODUCTS]

* Caps EXIT

*  Serological pipettes Registration No: 26082/RG53761

« Cryovial Date; 14/12/2015 09:24:32
ryovials

¢ Ritips

e Cassettes for biopsy

¢ Microtitre plates

¢ E.S.R. system stands

¢ Anticoagulants and preservatives in bulk

¢ Stains for microbiology.
These products do mnot fall under the scope of Royal Decrees 1591/2009
of 16 October and 1662/2000 of 29 September, which regulate medical devices and medical devices for
in vitro diagnostics respectively. These decrees transpose Directive 93/42/EEC on medical devices and
Directive 98/79/EC of the European Parliament and of the Council dated 27 October 1998 on in vitro
diagnostic medical devices to Spanish legislation, therefore their marketing falls under commercial
legislation, consumer and user protection legislation and any applicable specific legislation.

THE HEAD OF THE DEPARTMENT OF SANITARY PRODUCTS
[lllegible signature]
M? del Carmen Abad Luna

EMAIL [Seal: Spanish State Agency of C/CAMPEZO, 1-EDIFICIO 8
i ) dication and Sanitary Products] 28022 MADRID
Page 1/1 TELEPHONE: 91 822 52 61

FAX: 91 8225289

Dofta Marta Casanova Herndndez, Traductora e 1. Marta Casanova, Sworn Translator and Interpreter of
Intérprete jurada de inglés nombrada por el Ministerio  English named by the Ministry of Foreign Affairs and

de Asuntos Exteriores y Cooperacion certifica que la Cooperation, hereby certify that the foregoing is a true
que antecede es traduccion fiel y completa al inglés de  and complete translation into English of a document
un documento redactado en espaiiol. written in Spanish.

En Salamanca, a 15 de diciembre de 2015 In Madrid, 15 December 2015

NOVA HERNANDEZ
Traductora-intéiprate Jureds de IN LE

[
—_H

Declaracion de Conformidad “CE”
“CE" Declaration of conformity

Directiva Productos Sanitarios para el Diagnéstico In Vitro 98/79/CE
In Vitro Diagnostic Medical Devices Directive 98/79%/EC

Fabricante / Manufacturer:  AQUISEL, s.1.
Direccian / Address: Autovia A-2 Km 585,1 08630 ABRERA (BARCELONA) - SPAIN

Declara bajo su responsabilidad que los productos stados debajo, han estado disefiados para |a aplicacidn
de tiagnéslmu In Vitro y onmplen todos los requisitos esenciales del anexo | del Real Decreto 1662/2000

alaleg de la Directiva 98/THCE sobre productos sanitarios para
dlsgnds!mu In Witro.

Dwclares under their respansibility that the products listed below have been designed for In Vitro dlegnostic
application amd that they comply with &l essenlial requirements a5 laid oul In Annex | of Real Decroto
166272000 transposition to the Sparish Legisiation of the Directive 8&TSEC for In Vitro Disgnosfic Medical
Devices.

“Tubos AQUISEL"; contenedores para la recogida de muestras de sangre, variantes:

The "AQUISEL fube”: for blood sampli Hlection, kinds:

+  KIEEDTA 3K (anticoaguiants) »  KIEEDTA 3K (anticosgulant

+ KZEEDTA 2K (antcoagulants) +  K2EEDTA 2K fanticosgulant)

+  4NCICITRATO 3Ma {anscoagulants) + ANC/CIrate 3NG (antcoagutant
GNCICITRATO 3Na (anscoagulante) +  GNCACiramm s fantcoaguian)
LH/H=paring L {anticcagulants| +  LHAJ Hoparin (anticoaguiant
LHMeparina Li - Gel {anticoagulanta) * LML Heparin + Gal (andcoaguiant)
Mongiodfcetato Li +Grinuos PS acivador (antigheotlies) - fodbAcetale L + Granulas sefivator (anfiglyeaific

Li+ ¥ . * LML Meparin + lodoAcetats L (snticoaguiant +

mnglmlmon: antighyuitic)
FXFiuansn Na + Oxsisio K (antighcolilico + N Fitaidle -+ K Doadate (nbiglycoltic + snticoaguiant]
anficoaguiante}
ZNVacio {sin Acilivos) + ZEmpy fon addie)

Z Tubo tratado (par swan) & Treatmant Tube (for serum)

z Gal sepanadar Z Trewiment Tubs with Separalar Gal {for serum)
2/ Tubo brabadds con Grénulos PS (pars susi) Z Trestmant Tubo with Granuins P ffor sarum)

2! Tt con Activader de 1 coaguiacion (par suara) * 2 Tubo with clafting activatar (for sarum)

¥ Tubo con activador + Gal saparador (para suern) + I/ Tube with clolfing activador + Separador Gel {for sevur)

Z/ Tubo con sctivador + Granulos PS (para susen) Z/ Tube with claffing actvalor + Granules PS (for serum)
Accesorion Accessortes
CAP-GALET (Funneis for Biood Sampkng)

i,

CAP-GALET (Embudn para mussiras de sangre)

Abrera a 09 Octubre de 2014 , Abrera 09 Octotear 2014
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Al deltalab

| DECLARACION DE CONFORMIDAD CE
I CE DECLARATION OF CONFORMITY

El fabncante | The manufacturer.

DELTALAB SL.

Plaza de la Verneca. 1

Pol Ind, La Llana

08181 RUBI [BARCELONA) — SPAIN

Dectara bajo su responsabilidad que el producte:
Declares under i5 responsibility that the product:

SISTEMA INVASIVO ESTERIL DE TOMA DE MUESTRAS CON Y SIN MEDIO DE
TRANSPORTE MARCA EUROTUBOD

INVASIVE STERILE EUROTUBO COLLECTION SWAB FOR SAMPLE COLLECTION WITH
AND WITHOUT TRANSPORT MEDIUM

[Codigos segan Anexa 1/ Codes in Annex 1)

Tipo: Sistema invasivo estérd de recogida de musstras por contacto directo con e pacients
Type: invasive stenie collection systemn by direct cartact with the pahent

Finalidad Prevista: Recogida y transporte de iologicas para i analisis
microbiolégicos

Intended Use: Collection and of bit ical samples for

analysis

Codigo GMDN | GMDN Code: 33722

CUMPLE LOS REQUISITOS DE LAS NORMAS Y DIRECTIVAS:
CONFORMS TO THE REQUISITES OF THE STANDARDS AND DIRECTIVES:

ESCOBILLON - Swah

I:lm:ll.u 93/M42ICEE Directiva Productos Sanitanos,

icion a [a lag en Real Decreto 1591/2009.
ﬂlnscﬁw 93M2ECC Medical Devices Diraclive.
Transposition to Spanish legisiation in Real Decreta 1591/2009.

Clasificacion: Clasz lia
Classification: Class lla
INFORMACION ADICIONAL

En referencis 3 jos escobillones. este decumerio 1ene su apoye en o Cenflicado CE numero 2006 08 0aTd CR
Epigrafe 1, de Garantia g Cakidad de |3 Frogucsan e Scueddo con los Anaxos W y VIl oe la Dimciva SMAZICEE,
amitids por ta Agensia Espafics de Medicamentos y Productos Sanianos (AEMPS), Organisma Natificado ndmer
0316

OTHER INFORMATION:

the swabs, this decumentation is supparted by the CE Carifissie number 2005 0F 0474 CP Epagraph 1,
Production Quality Assurance accordng to Annexes V and Vil of Divective S342EEC issued by the Agencia Espafala
g Madicemantos y Productos Santarios |AEMPE), Notified Body number 0318

AL deltalab :

N MEDIO DE TRAMSPORTE — Tube with mt

Directiva 98/79/CE Dlrutm Productes Sanitaries para Daegnﬁsum In Vitre.
T ala en Real Decreto 1662/2000

ﬂlrecuv\e SBTSEC in vitro Diagriostic Medical Devices Directive.

Ti ition fo Sparmish ion it Real Décreto 1662/2000.

_ Anna Mir
'Responsable Técnico / Technical Direcfor




Ll deltalab

ANEXO 1 - DESCRIPCION DE ARTICULOS
ANNEX 1 — ARTICLES DESCRIPTION

300200
300201
300202
300203
300210
300250
300251
300252
300253
300254
300258
300261
300283
300280
300281
Sl0zad
300285
300287
300290
200231
00252
300284
300235
300296
300287
300299
310200
fealvelved

DESCRIPCION
ESCOBILLON MAD. +ALGODON PEELA
ESCOBILLON PS+ALGODON PEEL
ESCOBILLON PS+VISCOSA PEELN
ESCOBILLON ALL+ALGODON PEEL
ESCOBILLON MAD. +ALGOD B/2 PEEL
ESCOBILLON MAD.+ALGODON TUBD
ESCOBILLON ALU +ALGODON TUBO
ESCOBILLON PS+VISCOSA TUBD
ESCOBILLON ALU +VISCOSA TUBD
ESC ALUM TRENZADO+VISCOSA TUBD
ESCOBILLON MAD ~VISCOSA TUBD

ESCOBILLON PS+ALGODON TUBD

ESCOBILLON 13X185MM PS
CIPOLIESTER

CARY BLAIR MADERA+ALGODON
AMIES ALUMINIO+VISCOSA
AMIES LIQUIDO PS+VISCOSA
AMIES CARBON PS+VISCOSA
AMIES PS+VISCOSA
STUART MADERA+ALGODON
STUART ALUMINIC+ALGODON
STUART ALUMIN. TRENZADO+VISCOSA
VIRLS ALUMINIO + POLIESTER
STUART 13X185MM PS CVISCOSA
H VIRUS ALUM. ALGODON
VIRUS PS+POLIESTER
CHLAMYDlA PE+POLIESTER
ESCOBILLON MAD. +ALGODON FLOW
ESCOBILLON PS+VISCOEA FLOW

DESCRIFTION
SYUAB IW PEELI1 WOOD+COTTON
SWAB IW PEEL/ PS+COTTON
SWAB IV PEELM PS+VISCOSE
SWAB I PEEL ALUM+COTTON
SWAB B/2 PEEL2 WOOD=-COTTON
SWAB IN TUBE WOOD=COTTON
SWWAB IN TUBE ALUM+COTTON
SWAB IN TUBE PS+VISCOSE
SWAB IN TUBE ALUM+VISCOSE
SWAB TWISTED ALUM+VISCOSE TUBE
SWAB IN TUBE WOOD+VISCOSE
SWAB IN TUBE PP+COTTON
SWAB 13X185MM PS WIPDLYESTER
CARY BLAIR SWAE WOOD+COTTON
AMIES SWAB ALUMINIUM+VISCOSE
AMIES SWAB LIQUID PS+VISCOSE
AMIES+CHARCOAL SWAB PS+VISCOSE
AMIES SWAE PS+\ISCOSE
STUART SWaB WOOD+COTTON
STUART SWAB ALUM+COTTON
STUART SWaB TWISTED ALU + VISC
VIRUS SWAB ALUMINIUM POLYESTER
STUART 13X165MM PS WVISCOSE
SWAE FOR VIRUS WIRE-COTTON TIP
VIRUS SWAB PS POLYESTER
CHLAMYDIA SWAB PS+POLYESTER
WOOD+COTTON SWaAB FLOW
P3+VISCOSE SWAB FLOW

Al deltalab

REF
3002111
3002121
3002501
300250.M
300251M
300258.8
200280.2
30028
3002817
300281TC
3002B5.M
3002875
300287.A
002955
3102531
3102111
300250.MY
300211.70
3002614V

DESCRIPCION
ESCOBILLON PS+ALG. PACK PEELZ
ESCOBILLON PS+\VISCOSA PEELZ
ESCOBILLON MAD +ALGOD. PURO TU
ESCOBILLON MAD +ALGODON TUBG
ESCOBILLON PS+ALGODON TUBD
ESCOBILLON PS+POLIESTER PEEL
PACK
CARY BLAIR PS-VISCOSA
ESC. AMIES+CARBON ALUMMISCOSA
AMIES ALUMINIO TRENZADO+ VISCOS
AMIES=CARBON ALU TRENZADCH VISC
AMIES CARBON PS VISCOSA 52100
AMIES PS VISCOSA CAJAS Bx100
ESCOB.AMIES PS+VISCOSA
STUART CARBON PS + VISCOSA
ESCOB. ALUM+VISCOSA FLOW
ESCOBILLON PS+ALGCDON B2 FLOW
ESCOBILLON MAD. +ALGODON TUBD
ESCOBILLON PS+ALG, PACK PEELAO
ESCOBILLOMN PS+ALGODON TUBO

DESCRIPTION
SWWAE B2 PS+COTTON PEELZ
SWAB PEELR2 PS+VISCOSE
SWWAB IN TUBE WOOD+PURE COTTON
SWAE IN TUBE WOOD+COTTON
SWAE IN TUBE PS+COTTON
SWAB PS+POLIESTER IND.WRAPPED

CARY BLAIR SWAE PS+VISCOSE

AMIES CHARCOAL SWAB
WIRE+VISCOSE

AMIES SWAB TWIST WIRE+VISCOSE
AMIES+CHARCOAL TWIS WIRE+VISCO
AMIES CHARCOAL PS RAYON EX100
AMIES PS VISCOSE CASES 6X100
AMIES SWAB PS+VISCOSE
STUART+CHARCOAL SWAB PS+VISCOS
ALUM+HVISCOSE SWAB FLOW
PS+COTTON SWAE B2 FLOW
SWAB IN TUBE WOOD+COTTON
SWAB PS+COTTON PEELMD
SWAB IN TUBE PS+COTTON

A deltalab

DECLARACION DE CONFORMIDAD CE |
CE DECLARATION OF CONFORMITY

El fabricants | The manufacturer

DELTALAB S.L.

Plaza de la Vemneds, n* 1

Pol. Ind. La Llana

08191 Rubi (Barcelona) - Espafia

Declara bajo su responsahilidad que el procucto’
Deciares under its respansibiity that the product

SISTEMA INVASIVO ESTERIL, CON PUNTA ABSORBENTE, PARA TOMA DE
MUESTRAS CON Y SIN MEDIO DE TRANSPORTE.

INVASIVE STERILE COLLECTION SWAB, WITH ABSORBENT TIPPED, FOR SAMPLE
COLLECTION WITH AND WITHOUT TRANSPORT MEDIUM

(Codigos segun Anexc T ! Codes m Annex 1)

Tipo: Escobilién estéril con punts absorbente para la recogida de muestras.
Type: Abscroent fipped sterfle swab for samplies collection

Finalidad Prevista: Recogida y de ¥ para analisis
microbiologicos

intended Use: Collection and transpon of bigiogical sampies for

analysis

Cddigo GMDN | GMDN Code: 33722

CUMPLE LOS REQUISITOS DE LAS NORMAS Y DIRECTIVAS:
CONFORMS TO THE REQUISITES OF THE STANDARDS AND DIRECTIVES:

ESCOBILLON - Swab

Directiva 33/42/CEE Directiva Productas Sanitarias
T a en Real Decreto 1581/2009,
Directive 934ZECC Medical Davices Directive.

Transposition to Spanizsh legisiation (n Real Decrato 1591/2009.

Clasificacion: Clase | Estéril
Classification: Class | Sterile
INFORMACION ADICIONAL

2payo en CE ndmeara
s Garmnlia de Caiced ge & Productién de acerds con ks Anexcs Vil punto &y
ounto 3 ag la I?mdm FIMNCEE. amiuds por la Agencia Eapaficts de Medicamentos y Producios Santanos
AEMPSL Organsme Nesifeade nimens 0315

OTHER INFORMATION:

For the swabs. thes documestation is suppored by the CE Centifieate number 2005 05 0475 CP Epigraph & _acearding
10 Annexes VIl secton § and W secron 3 of Dinectie S3M2EEC issued by the Agencia Espanol de Medicamentos y
Producios Sanitancs (AEMPS), Noofed Body rembar 0318,

En 'dcrvmslm

A deltalab

TUBD CON MEDIO DE TRANSPORTE — Tube with transport medium

Dl'eclwa S&/7T8ICE Directiva Producios Sanitarios para Diagnéstice In Vitre
ala &n Real Decreto 1662/2000.

mmmm:‘cm vitro Diagnostic Medical Devices Oirective.

1o Spanish

Jose Saez

Director General

A\

in Reai Decrato 16622000,

\ .'.d

Anna Mir
Responsable Técnico | Technical Director




Ll deltalab

ANEXO 1 - DESCRIPCION DE ARTICULOS/ANNEX 1 — ARTICLES DESCRIPTION

REF
300265

303806
304270
304277
304272
304273
304274
304275
304276
304277
304278
304275
304280
304281
304282
304285
304286
304287
04281
304292
304293
304204

DESCRIPCION
ESCOBILLON PS+FLOCK EN TUBO

ESCOB FLOCK ULTRA PEEL P
WICUM 2ZML ESC FLOCK NASOFAR.
100N

WVICUM 1ML ESC.FLOCK ESTANDARD
00N

WVICUM 1ML ESC FLOCK URETRAL 80MM
WVICUM 301 ESC FLOCK ESTANDARD

0N
WVICUM 3ML ESC FLOCK URETRAL
100N
WVICUM 3ML ESC.FLOCK NASOFARINGED
A0OMM
WVICUM 2ML ESC FLOCK URETRAL
100N
VICUM 1ML ESC.FLOCK NASOFARINGED
100N
WVICUM 2ML ESC FLOCK ESTANDARD
B0

WVICUM 2ML ESC FLOCK MINITIP 100MM

CARY BLAIR ZML ESC FLOCK
ESTANDARD BOMM
AMIES 1ML ESC FLOCK ESTANDARD
EMM

AMIES 1ML ESC FLOCK URETRAL B0MM
AMIES 1ML ESC FLOCK NASOFARINGED
100NN

AMIES 1ML ESC FLOCK MINITIP 100MM
AMIES 2ML ESC.FLOCK ESTANDARD
SO
VIRUS 1ML ESC FLOCK ESTANDARD
S0MM

VIRUS 1ML ESC FLOCK URETRAL 80MM
VIRUS 3ML ESC.FLOCK ESTANDARD
0OMM

VIRUS 3ML ESC FLOCK URETRAL 100MM
VIRUS 3ML ESC FLOCK NASOFARINGED
I

100MI
VIRUS 1ML ESC FLOCK NASOFARINGED

100N
WIRLS 2ML ESC.FLOCK NASOFARINGED
200N

VIRUS 2ML ESC FLOCK NASOF + ST,
100/B0MM

DESCRIPTION
SWAB | TUBE PS + FLOCK
FLOCKED SWAB PS STAND NC/BF
.PEEL P.
VICUM 2ML FLOCKED SWAB
NASOPH, 100MM
VICUM 1ML FLOCKED SWAB STANDARD
BOMM
VICUM TML FLOCKED SWAB URETRAL
SOMM
VICUM 3ML FLOCKED SWAB STANDARD
T00MM
VICUM 3ML FLOCKED SWAS URETRAL
100MM
VICUM 3ML FLOCKED SWAE
NASOPH, 100MM
VICUM 2ML FLOCKED SWAB URETRAL
100MM
VICUM 1ML FLOCKED SWAS
NASOPH. T00MM
VICUM 2ML FLOCKED SWAB STANDARD
SOMM
VICUM 2ML FLOCKED SWABR MINITIE
100MM
CARY BLAIR 2ML FLOCKED SWAS
STANDARD SOMM
AMIES 1ML FLOCKED SWAE STANDARD
BoMM
AMIES 1ML FLOCKED SWAS URETRAL
AMIES 1ML FLOCKED SWAB NASOPH
100MM
AMIES 1ML FLOCKED SWAE MINITIP
100MM
AMIES 2ML FLOCKED SWAB STANDARD
SOMM
VIRUS 1ML FLOCKED SWAS STAND.
VIRUS TML FLOCKED SWAB URETRAL
BOMM
VIRUS SML FLOCKED SWAB STANDARD
100M
VIRUS 3ML FLOCKED SWAB URETRAL
100MM
ViRUS ML FLOCK SWAB
NASOPH 100MM
VIRUS TML FLOCK SWAB
NASOPH. 100MM
VIRUS 2ML FLOCK. SWAE NASOPH.

100MM
VIRUS ZML FLOCK SWAB NASOPH +
ST. 100EIMM

Al deltalab

304288
304212

DESCRIPCION
AMIES 1ML 3 ESC FLOCK MRSA

LIM BROTH 2ML ESC FLOCK
ESTANDARD 80MM

DESCRIPTION
AMIES 1ML 3 FLOCKED SWABS MRSA

LiM BROTH 2ML FLOCKED SWAE
STANDARD 80MM

Al deltalab

DECLARACION DE CONFORMIDAD CE
CE DECLARATION OF CONFORMITY

El fabricante / The manufacturer:

DELTALAB S.L.

Plaza de la Verneda, 1

Pol. Ind. La Llana

08191 RUBI (BARCELONA) — SPAIN

Declara bajo su responsabilidad que el producto:
Declares under its responsibility that the product:

CONTENEDORES PARA MUESTRAS NO ESTERILES
GENERAL SPECIMEN CONTAINER NON-STERILE
(Cadigos segtin Anexo 1/ Codes in Annex 1)

Finalidad Prevista: Recogida y conservacion y/o transporte, de cualquier tipo de muestra
para diagndstico (por ejemplo, orina, heces, esputo, mucosa, tejido) para andlisis y/u otra
investigacion.
Intended Use: Collection and preservation and/or transport, of any type of diagnostic
specimen (e.g. urine, faeces, sputum, mucous, tissue) for analysis and/or other investigation.

Cédigo GMDN / GMDN Code: 47775

CUMPLE LOS REQUISITOS DE LAS NORMAS Y DIRECTIVAS:
CONFORMS TO THE REQUISITES OF THE STANDARDS AND DIRECTIVES:

Directiva 98/79/CE:

Directive 98/79/EC:

Clasificaciol
Classification:

José Saez
Director General | Managing Director
v

Fecha/
Pag. 1/8

Directiva Productos Sanitarios para el Diagnostico “in vitro”.

fiola en Real Decreto 1662/2000.

Trar icion a la

In-vitro” Diagnostics Medical Devices Directive.

Transposition to Spanish legislation in Real Decreto 1662/2000.

Anexo 3, Clase: Otros
Annex 3, Class: Other

Date: 20/11/2013

Anna Mr
Responsable Técnico / Technical Diector

CDCE-14 Rev.13

Al deltalab

ANEXO 1 — DESCRIPCION DE ARTICULOS
ANNEX 1 — ARTICLES DESCRIPTION

REF
202840
202841
202842
202843
202844
202845
202846
202847
202848
300100
300101
300300
300400
300500
300700
300702
300704
300705
300800
300802
300804
300900
300903
300904
300907
300908
300911
300912

DESCRIPCION
FRASCO DE SEGURIDAD 20ML
FRASCO DE SEGURIDAD 40ML
FRASCO DE SEGURIDAD 60ML
FRASCO DE SEGURIDAD 90ML (@48-h75)
FRASCO DE SEGURIDAD 120ML
FRASCO DE SEGURIDAD 250ML
FRASCO DE SEGURIDAD 500ML
FRASCO DE SEGURIDAD 1000ML
FRASCO DE SEGURIDAD 90ML(@53-h68)

TUBO 17 ML PS 16X150 MM

TUBO PS 8ML 16X75MM GRADUADO
C/BORDE

TUBO 4 ML PS 11X70 MM
TUBO 6 ML PS 12X88 MM GRADUADO
TUBO 3 ML PS 11X55 MM
TUBO 13X75 PS
TUBO 13X75 PS TAPADO
TUBO 13X75 PS TAPADO Y ETIQ
TUBO 10 ML PS 16X100 MM
TUBO 5ML PS 12X75 MM GRADUADO
TUBO 12X75 PS + TAPON 305802
TUBO 12X75 PS TAPADO Y ETIQ
TUBO 10ML PS 16X95MM GRADUADO

TUBO 16x95 PS TAPADO

TUBO 10 ML PS 16X95 MM TAPADO
ETIQUETADO

TUBO 16X100 PS TAPADO
TUBO 16X100 PS TAPADO Y ETIQ
TUBO 16X100 PS TAPADO C/308101
TUBO 16X95 PS TAPADO 305002

Fecha / Date: 17/01/2017

Pag. 2/8

DESCRIPTION
SECURITY CONTAINER 20ML
SECURITY CONTAINER 40ML
SECURITY CONTAINER 60ML
SECURITY CONTAINER 90ML (@48-h75)
SECURITY CONTAINER 120ML
SECURITY CONTAINER 250ML
SECURITY CONTAINER 500ML
SECURITY CONTAINER 1000ML
SECURITY CONTAINER 90ML(53-h68)

PS TUBE 16X150

PS TUBE 8ML 16X75MM GRADUATED
WITH RIM

TUBE 11X70 PS
TUBE 12X88 PS GRADUATED
TUBE 11X55 PS
TUBE 13X75 PS
TUBE 13X75 PS CAPPED
TUBE 13X75 PS CAPPED&LABELLED
TUBE 16X100 PS
TUBE 5ML PS 12X75MM GRADUATED
PS TUBE 12X75 + CAP 305802
TUBE 12X75 PS CAPPED LABELLED
TUBE 10ML PS 16X95MM GRADUATED
TUBE 16x95 POLYSTYRENE CAPPED
TUBE 16X95 PS CAPPED LABELLED
TUBE 16X100 PS CAPPED
TUBE 16X100 PS CAPPED LABELLED
TUBE 16x100 PS CAPPED W/308101
16X95 TUBE PS CAPPED 305002

CDCE-14 Rev.13.15




bl deltalab

A deltalab

REF DESCRIPCION DESCRIPTION REF DESCRIPCION DESCRIPTION
300913 TUBO 16X95 PS TAPADO TUBE 16X95 PS CAPPED 401200 TUBO CONICO 12 ML PP 16X102 MM CONICAL TUBE 16X102 PP
300914 TUBO 16x95 TAPADO 305002 16x95 TUBE CAPPED 305002 401201 TUBO CONICO 12 ML PP 16X100 MM CONICAL TUBE 16X100 PP
301200 TUBO CONICO 16X102 PS CONICAL TUBE 16X102 PS 401202 TUBO CONICO 16x102+TAPON 16MM CONICAL TUBE 16x102 + CAP 16MM.
301201 TUBO CONICO 12ML PS 16X100 MM CONICAL TUBE 16X100 PS 401204 TUBO CONICO 12ML PP 16X100 MM CONICAL TUBE 12ML PP 16X100MM
301202 TUBO CONICO 16X102 PS CONICAL TUBE 16X102 PS 401307 TUBO CONICO 16X102 PP TAPADO CONICAL TUBE 16x102 PP CAPPED
301205 TUBO CONICO 301200 TAP/305502 PS TUBE 12ML CONICAL CAPPED 401403 TUBO 12ML Pi;fégr’\f MM TAPADO PP 12 ML TUBE CAPPED
301206 TUBO CONICO 16X102+TAP.305502 PS CON. TUBE 16X102 + CAP305502 401700 TUBO 7 ML PP 13X100 MM PP TUBE 13X100
301207 TUBO CONICO 16x102 PS TAPADO CONICAL TUBE 16x102 PS CAPPED 408702 FRASCO 150 ML PP AL VACIO CUP F/VACUUM COLLECTION 150m!
301212 TUBO CONICO 12 ML PS 17X105 MM CONICAL TUBE 17X105 PS 408726 FRASCO 150 ML PP B/U AL VACIO CUP F/VACUUM COLLEC.150ml I/8
301213 TUBO CONICO 12ML PS 16X105MM CONICAL TUBE 12ML PS 16X105MM 409201 FRASCO 30ML PP ETIQUETADO 30ML CONTAINER LABEL PP
301403 TUBO 12ML P's:/ll_sgéc’)\‘z MMTAPADO TUBE 12ML PS CAPPED 409202 FRASCO 30ML PP 30ML CONTAINER PP
301700 TUBO 7 ML PS 13X100 MM TUBE 13X100 PS 409222 FRASCO 30ML PP BOLSA UNITARIA 30ML CONTAINER /W PP
309201 FRASCO 30ML PS ETIQUETADO 30ML UNIVERSAL LABELLED PS 409402 FRASCO 40ML PP GRADUADO 40ML CONTAINER PP GRADUATED
309202 FRASCO 30ML PS 30ML CONTAINER PS 409426 FRASCO 40ML PP B/U GRADUADO 40ML CONTAINER I/W PP
309206 FRASCO 30ML PS TAPON ROJO 30ML PS CONTAINER RED CAP 409501 FRASCO 60ML PP ETIQUETADO 60ML CONTAINER LABELLED PP
309207 FRASCO 30ML PS TAP.CU SEPARADA  PS 30ML CONTAINER SEPARATED CAP 409502 FRASCO 60ML PP 60ML CONTAINER PP
309222 FRASCO 30ML PS B/U 30ML CONTAINER /W PS 409507 FRASCO 60ML PP ROSCADO TVERDE ~ 60ML SCREW CAP CONT PP C/GREEN
309402 FRASCO 40ML PS PS 40ML CONTAINER 409511 FRASCO 60ML PP ETIQUETADO T/AZUL 60ML BLUE CONTAINER LABEL PP
309501 FRASCO 60ML PS ETIQUETADO PS 60 ML CONTAINER PRINTED LBL 409552 FRASCO 60ML PP C/ESPATULA 60ML CONTAINER W/SPOON
309502 FRASCO 60ML PS 60ML CONTAINER PS 409556 FRASCO 60 ML. B/UNIT. CUCHARA 60 ML PP COZL’?;_’\@%W’TH SPOON
309505 FRASCO 60ML PS T/AZUL CONTAINER PS 60ML BLUE CAP 409602 FRASCO 30ML PP C/CUCHARA 30ML CONTAINER WITH SPOON PP
309552 FRASCO 60ML PS ESPATULA 60ML CONTAINER WITH SPOON PS 409662 FRASCO 30ML.T/AZUL CUC S/ROSC SCREW CAP CONT.30mi PP
400400 TUBO 6 ML PP 12X88 MM GRADUADO TUBE 12X88 PP GRADUATED 409701 FRASCO 150ML PP ETIQUETADO 150ML CONTAINER LABELLED PP
400500 TUBO 3 ML PP 11X55 MM TUBE 11X55 PP 409702 FRASCO 150ML PP 150ML CONTAINER PP
400700 TUBO 5 ML PP 13X75 MM TUBE 13X75 PP 409703 FRASCO 150ML PP SIN ROSCAR 150ML CONT SEPARATED CAP PP
400705 TUBO 10 ML PP 16X100 MM TUBE 16X100 PP 409707 FRASCO 150ML PP T/VERDE PP 150 ML CONTAINER GREEN CAP
400800 TUBO 5ML PP 12X75 MM GRADUADO TUBE 5ML PP 12X75MM GRADUATED 409711 FRASCO 150ML AZUL ETIQUETADO 150ML BLUE CONTAINER LABEL PP
400806 TUBO 75X12 PP TAPADO T/ROJO TUBE 12x75 PP CAPPED 305806 409752 FRASCO 150ML PP C/CUCHARA 150ML CONTAINER WITH SPOON PP
400900 TUBO 16X95 PP TUBE 16X95 PP 409756 FRASCO 150ML B/U ESPATULA PP 150ML CONTAINER I/W SPOON PP
400908 TUBO 16x95 TAPADO 305007 16X95 PP TUBE CAPPED 305007 400802 FRASCO 50ML PP 50ML CONTAINER PP
401100 TUBO 5 ML PP 15X50 MM TUBE 15X50 PP 409826 FRASCO 50ML PP B/IU 50ML CONTAINER /W PP
Fecha/ Date: 17/01/2017 CDCE-14 Rev.13.15 Fecha/ Date: 17/01/2017 CDCE-14 Rev.13.15
Pag. 3/8 Pag. 4/8
AL deltalab AL deltalab
REF DESCRIPCION DESCRIPTION REF DESCRIPCION DESCRIPTION
409852 FRASCO 50ML PP CON ESPATULA 50ML CONTAINER WITH SPOON PP 300500.8 TUBO 11X55 PS TUBE 11X55 PS
409902 FRASCO 200ML PP 200ML CONTAINER PP 300800.1  TUBO 5 ML PS 12X75 MM SIN ENRASES TUBE 12X75 PS
409905 FRASCO 200ML PP AZUL TRANS. ETI  CONTAINER 200 ML PP BLUE-PLAIN LBL 300800.2 TUBO 12X75 PS REFORZADO TUBE 12X75 PS
409915 FRASCO 200ML PP AZUL TRANS S/E CONTAINER 200 ML PP BLUE 300900M TUBO 16X95 PS GRAD.CAJA 5X100 TUBE 16X95 PS GRAD.CASE 5X100
409926 FRASCO 200ML PP B/U 200ML CONTAINER PP I/W 309202.4 FRASCO 30ML PS PS 30 ML. UNIVERSAL PLAIN LBL
410046 FRASCO 50 ML PP T/PRECINTO TAMPER EVIDENT CONT.50ml H80mm 309202.NR FRASCO 30ML PS 30ml CONTAINER PS NO SCREW
410047 FRASCO T/BISAGRA 50ml H=80mm HINGED LID CONT.50ml H=80mm 309202V FRASCO 30ML PS TAPON VERDE 30ML CONTAINER PS GREEN CAP
410056 FRASCO PRECINTO 50ml H80mm B/U HINGED LID CONT.50m! H80mm I/B 309202.WO FRASCO 30ML PS SIN TAPON CONT.30ML PS NO CAP
419802 FRASCO 50ML PP T/PRECINTO 50ML CONT SEALED CAP PP 309222.1 FRASCO 30ML PS B/U ETIQUETADO CONTAINER 30 ML. UNIT BAG LABEL
419805 FRASCO 50ML PP T/PRECI AZUL PP 50 ML CONT. SEALED CAP BLUE 309501BE  FRASCO 60ML PS B/50 COD. BARRAS 60ML PS CONTAINER B/50 BAR COD
419825 FRASCO 50ML PP T/PREC.AZUL B/U 50ML CONT SEAL.BLUE CAP /W PP 309502.10 FP-60 SIROSCAR C/600 T/ROJO CONT.60ML C/600 RED CAP
419826 FRASCO 50ML PP T/PRECINTO B/U 50ML CONT SEALED CAP I/W PP 309502.6 FRASCO 60 ML. PS ETIQUETA BLANC PS 60 ML. CONTAINER PLAIN LABEL
429900 TUBO CONICO 50 ML PP TAPADO 50ML CONICAL TUBE PP 309602E FRASCO 32“TAILQZSE$EE')“OESPATULA 30ML CONTAINER WITH SPOON PS
429901 TR0 CoNC e PN 50ML CONICAL TUBE SKIRT PP 309622.1 FCO.30 CUCH. ETIQ. ESP. B/UNIT. PS S0ML SPOONMABELUNIT BAG
429903 TUBO 50ML PP CON.FALDON S/TAP 50ML CON.TUBE SKIRTE PP NO CAP 400004.1 FRASCO 125ML PP 57X73 125ML CONTAINER PP
429910 TUBO CONICO 15ML PP TAPADO 15ML CONICAL TUBE PP 400500.8 TUBO 11x55 PP B/400 TUBE 11x55 PP B/400
444602801 FRASCO DE SEG. 60ML T/AZUL CHILD PROOF CONT 60ML BLUE LID 400706E  TUBO 10ML C/A.BORICO TAP.ETIQ.B/U  100ML TUBE W/BORIC A. CAP.LAB. /W
444602802 ANTI-CHILD. SIN TAPON CHILD PROOF CONT.60ML NO CAP 400800.1  TUBO 5 ML PP 12X75 MM SIN ENRASES TUBE 12X75 WITHOUT RINGS PP
444602901 FRASCO SEGURIDAD 60ML T/AZUL CHILDPROOF CONT 60ML BLUE LID 400906BOR TUBO 16X100 TAP- 308106 AC. BOR TUBE 16X100 PP CAP ACID BORIC
444602903 ANTI-CHILD BLANCO T/BLANCO 60 CHILD PROOF WHITE CONTAINER 60 400906MD TUBO 16x100 PP TAPADO 308106 16x100 TUBE PP CAPPED 308106
444603202 AT DF',ERSEEC?N.?%ML UELARY SECURITY CONT. 30ML WHITE CAP 409201.8 FRASCO 30ML PP ETIQUETADO 30ML CONTAINER LABEL PP
444603204  F.SEGURIDAD BLANCO 30ML T/BLANCO ~ CHILDPROOF WH.CONT 30ML B/CAP 409201.SE  FRASCO 30ML PP ETIQUETADO B100 30ML CONTAINER LABEL PP B/100
444603300  FRASCO SEGURIDAD 60ML T/BLANCO ~ CHILDPROOF CONT 60ML WHITE LID 409202.8 FRASCO 30 ML TAPADO TAPON AZUL 30ML CONTAINER PP BLUE CAP
444603305 ANTI-CHILD.AZUL TAPON BLANCO CHILD PROOF BLUE CONT.WHITE CAP 409202 WO FRASCO 30ML PP SIN TAPON CONT. 30ML PP NO CAP
444603306 ANTI-CHILD. VERDE TAPON BLANCO  CHILD PROOF GREEN CONT.WHITE CAP 409203.2 FRASCO 30ML PP T/BLAN ENV. SEP PP 30 ML+ WHITE CAP SEPARAT.C/1800
444603308 ANTI-CHILD.ROJO TAPON BLANCO CHILD PROOF RED CONT.WHITE CAP 409203.2A FR.30ML PP T/BL.ENV.SEP.C/ANO PP 30ML WHITE CAP SEP.PLAIN BO
444603402 F. SEGURIDAD 125ML T/BLANCO CHILDPROOF CONT 125ML WHITE LID 409502.28 FR.60ML ETIQ.T/ROJO 10X50 CONT.60ML LABEL RED C.10X50
202845N TARRO HISTOLOGIA 250ML NEGRO ~ HISTOLOGY CONTAINER 250ML BLACK 409502.2C FR. 60ML PP ETIQ.T/ROJO 16X50 60ML CONT. PP LABEL RED CAP 16X50
202846/T  FRASCO DE SEGURIDAD 500ML TAPADO ~ SECURITY CONTAINER 500ML CAPPED 409502.4 FRASCO 60ML S/ROSCAR 38X65 PP 60ML CONT. UNCAPPED 38X65MM PP
202847/T FRASCO DE _?AE;BAUDRS DAD 1000ML  SECURITY CONTAINER 1000ML CAPPED 409502.4Y FRASCO 60m| SIROSCAR PP T/AMA 60ml CONT.UNCAPPED PP YEL/LID
409502G FRASCO 60ML GRADUADO 60ML CONTAINER GRADUATED PP

Fecha / Date: 17/01/2017
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REF
409502G.4
409507G
409511.4
409511.5
409562.Y
409552G
409552.TA
409702.3
409702.P
409702.PB
409703.5
409703WC
409711.4
4097115
409805.6
410046.5
410046A5
410046R 5
420900E
429900.25
4299008P
429901.25
4299108P
429927S/E
44462903M
309202.0
429930
429940
429945

DESCRIPCION
FR.60 GRAD.S/ROSCAR TAP.SEPARA
FRASCO 60ml PP GRAD.T/VERDE
FR.60ML AZUL CLARO S/ETIQUETA
FR.60ML AZUL TRANSL. ETIQ. BLANC
FRASCO 60ml PP C/ESPATULA T/AM
FRASCO 60ML PP GRADUADO C/ESPA
FRASCO 60ML PP C/ESPATULA T.AZUL
FRASCO 150m| PP TAPON BLANCO
FRASCO 150ML PP ROSCADO
FRASCO 150ML PP ROSCADO T.BLA
FRASCO 150 ML. T/AZUL S/ROSCAR
FRASCO 150ML PP SIN ROSCAR
T/BLANCO
FR.150ML AZUL CLARO S/ETIQUETA
FR.150ML AZUL TRANS. ETIQ. BLANC
FRASCO 50ML PP T/ROJO SEPARADO
FRASCO T/PREC.50ml H80mm C/500
FRASCO T/PREC.50ml 500UD AZUL
FRASCO T/PREC.50ml 500UD ROSA
TUBO 12ML PP S/TAPON C/FALDON
TUBO CONICO 50mi PP B/25
TUBO 50ML PP CONICO SIN ROSCAR
TUBO CON.50ml PP C/FALDON B/2
TUBO 15ml PP CONICO SIN ROSCAR
TUBO CONICO 50ML C/FALDON B/U
ANTI-CHILD BLANCO T/BLANCO 60
FRASCO 30ML PS ST. EO

TUBO 50ML PP CONICO IMPRESO B/25

TUBO 15 ML PP CONICO IMPRESO
GRANEL

TUBO 15 ML PP CONICO IMPRESO B/25

Fecha / Date: 17/01/2017

Pag. 7/8

DESCRIPTION
CONT.60 GRAD.UNCAPPED SEP.CAP
60ml CONT.PP GRAD.GREEN CAP
60ML LIGHT BLUE CONTAINER
60ML CONTAINER TRANS.BLUE LBL
60ml CONTAINER W/SPOON YEL/LID
60ML CONTAINER W/SPOON GRADUAT
60ML CONTAINER PP W/SPOON BLUE
CAP
PP CONTAINER 150ml WHITE CAP
150ML PP CUPPED CONTAINER
150ML PP CUPPED CONT.WHITE C.
150ML CONT SEPARATED BLUE CAP
150ML PP CONT.SEPAR.CAP WHITE
150ML LIGHT BLUE CONTAINER
150ML CONTAINER BLUE TRANSL.LB
50ML PP CONTAINER SEP. RED CAP
HINGED LID CONT.50ml H80 C/500
HINGED LID CONT.500U BLUE
HINGED LID CONT.500U PINK
PP 12ML TUBE W/SKIRT W/OUT CAP
50mlI CONICAL TUBE PP B/25
50ML CONICAL TUBE PP SEP.CAP
50ml CONICAL TUBE W/SKIRT B/25
15ml CONICAL TUBE PP SEP.CAP
50ML CONICAL TUBE SKIRT I/W PP
CHILDPROOF WHIE CONT.60ML WC
CONTAINER 30ML PS ST.EO
50ML TUBE PP CONICAL PRINT 25/B
15ML TUBE PP CONICAL PRINTED IN

15ML TUBE PP CONICAL PRINT 25/B

CDCE-14 Rev.13.15
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REF

429950
300500MI
175723
175724
400903
661035
408702C
408726.A
400805
202844/T
409557
419802.T
409502.4B
409702B
309205
429906SP
429901SP
175725
409511.4TA
202842A
202844A
409512
301201CA

Fecha / Date: 17/01/2017
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DESCRIPCION

DESCRIPTION

TUBO 50 ML PP CONICO IMPRESO C/F  50ML TUBE PP CONICAL PRINT SKIRTED
B/25

TUBO 11X55 PS

TUBO 5ML PS 13X75 TAPADO ROJO

TUBO 10ML PS 16X95 TAPADO ROJO
TUBO 10ML PP 16X95 TAPADO ROJO
TUBO 10ML PS 16X95 TAPADO NATURAL
FRASCO VACIO 120ml LOTE IMPRESO

FRASCO P/VACIO 120ml B/I C/AN.

TUBO 75X12 PP TAPADO T/AZUL

FRASCO DE SEGURIDAD 120ML TAPADO
FRASCO 60ML PP C/ESPATULA T/VERDE
FRASCO 50ML PP T/PREC. DESTAPADO

FRASCO 60ML PP T/AZUL NO TAPADO

FRASCO 150ML PP B/50

FRASCO 30ML PS T/AZUL ETIQ.
TUBO 50ML PP CONICO T/ROJO SIN
ROSCAR

TUBO CONICO 50ML PP FALDON SIN
ROSCAR

TUBO 3ML PS 11X55 TAPADO ROJO

FRASCO 60ML PP C/CUCHARA T/AZUL

FRASCO SEGURIDAD 60ML T/AZUL

FRASCO DE SEGURIDAD 120ML T/AZUL

FRASCO 60ML PP T/ROJO C/GRIS
TUBO CONICO 12ML PS 16X100 MM

TUBE 11X55 PS
TUBE 5ML PS 13X75 CAPPED RED
10ML TUBE PS 16X95 CAPPED RED
10ML TUBE PP 16X95 CAPPED RED

10ML TUBE PS 16X95 CAPPED NATURAL

VACUUM CONT.120ML CML
CUP F/VACUUM 120ml I/B PLAIN/C
TUBE 75X12 PP CAPPED C/BLUE

SECURITY CONTAINER 120ML CAPPED
CONTAINER 60ML PP W/SPOON GREEN

CONTAINER 50ML PP C/TAMPER EVID.
UNCOVERED
60ML CONTAINER PP BLUE CAP
UNCOVERED

150ML CONTAINER PP B/50

30ML CONTAINER PS BLUE CAP LABEL

50ML CONICAL TUBE PP SEP.CAP RED
TUBE 50ML PP SKIRTED SEP. CAP

TUBE 3ML PS 11X55 CAPPED RED
CONTAINER 60ML PP W/SPOON BLUE
CAP

CONTAINER 60ML BLUE CAP

SECURITY CONTAINER 120ML BLUE CAP

CONT. 60ML PP RED C. GREY B.
CONICAL TUBE 16X100 PS

CDCE-14 Rev.13.15
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DECLARACION DE CONFORMIDAD CE

_ CE DECLARATION OF CONFORMITY

El fabncante | The manufacturer:

DELTALAB S.L,

Plaza de la Vernada, 1

Pal. Ind. La Liana

028121 RUBI [BARCELOMA) — SPAIN

Declara bajo su responsabilidad que & producto
Daclares under its responsibility that the product:

TUBOS DE EXTRACCION — CITRATO TAMPONADO
BLOOD CONTAINERS - SODIUM CITRATE
(Cadigos segln Anexa 1/ Codes m Annex 1)

Finalidad Prevista: Recogida y conservacian ylo fransporte, de sangre para analisis ylu otra
mvestigacion {p.ej. para estudios de coagulacion del plasma)

Intended Use: Caftection and presenvafion anddw franspart, of biood for analysis anddor other
fe.g. for plasma coaguiation studies)

Codigo GMDM [ GMDN Code: 58139

CUMPLE LOS REQUISITOS DE LAS NORMAS Y DIRECTIVAS:
CONFORMS TO THE REQUISITES OF THE STANDARDS AND DIRECTIVES:

Directiva 98/TYCE: Dwectiva Productos Sanitaros para el Diagnostice "in vitre”.
o i

Directive 88THEC: “In-vitro” Diagnostics Madical Dewices
e . 5

Clasificacion:
Classification:

José Sa

Direnwrténera] I Managing Diractor

en Real Decreto 1652/2000

Directive.
in Real Decreto 16622000

o Spanish

Anexo 3, Clase: Otros
Annex 3, Class: Other

Anna Mir
Responsable Técnice | Technical Direclor

Il deltalab

REF
601102
601103
601203
621101
621102

601103.2
6012031

DESGRIPCION

TUBC CITRATO PP 4 ML
TUBD CITRATO PP 2,5ML
TUBOD CITRAT TAMP 3,2% PP 2,5ML
TUBO CITRATC 1ML PERFORABLE
TUBO CITRATO 2ML PERFORABLE
TUBO CITRATC 2.5ML RETRACTIL
TUBC CITRATO 3.2% 2.5ML GRANEL

DESCRIPCION DE ARTICULOS
ARTICLES DESCRIPTION

DESCRIPTION
CITRATE TUBE 4ML PP
CITRATE TUBE 2.5ML PP
CITRATE TUBE 3.2% 2.5ML PP
CITRATE TUBE 1ML PIERCEABLE
CITRATE TUBE 1ML PIERCEABLE
CITRATE TUBE 2.5ML WRAPPEDRACK

CITRATE TUBE 3.2% 2.5ML BULK




Al deltalab

‘ DECLARACION DE CONFORMIDAD CE
CE DECLARATION OF CONFORMITY

El fabricante | The manufacturer,

DELTALAB S.L.

Plaza de la Verneds, 1

Pol. Ind. La Llana

08191 RUBI (BARCELOMNA) — SPAIN

Declara bajo su responsabilidad que el producto;
Deciares under its rasponsibility that the product.

TUBOS DE EXTRACCION - KIEDTA
BLOOD CONTAINERS — K3EDTA
(Codigos segin Anexa 1/ Codes in Annex 1)

Finalidad Prevista: Recogida y conservacion ylo fransporte, de sangre para andlisis y/u otra

Investigackn (por ajemplo, hematologla de sangre como conteo sanguineo completo (SCS), y

determinacion cuantitativa de drogas.

Intended Use: Caliection and presenvalion andfor fransport of blood for analysis andior other

investigation (e.gwhole blood mmmogy such as complete biood coumt (CBC) and
diuly assay

Cadigo GMDN { GMDN Codle: 58143

CUMPLE LOS REQUISITOS DE LAS NORMAS Y DIRECTIVAS:
CONFORMS TO THE REQLISITES OF THE STANDARDS AND DIRECTIVES:

Directiva 9B/T9CE: Dlraciwa Pmdur:tua Sanitarios para ef Diagnostico “in vitro®,
an Raal Dacreto 1662/2000,
Directive 987HEC: in witra® Djagnmlrc.s Medical Devices Direchive

fo Spanish in Real Decrato 16622000
Clasificacion: Anaxo 3, Clase; Otros
Classification: Annex 3, Class: Other
k)
|
= F
Jose Saex Anna Mir

Director General | Managing Director

v

Responsable Técnico ! Technical Director

v 221203 GRCE-TT Raw.2

A deltalab

ANEXO 1 — DESCRIPCION DE ARTICULOS
ANNEX 1 — ARTICLES DESCRIPTION

REF
601603
601612
601613
601702
611604
621610
621611
621613

601603.2
601702.2
611603.1

DESCRIPCION
TUBO EDTA TRIPOTASICO 2,5ML PP
13X75MM

TUBO EDTA TRI-K PP 4ML
TUBO EDTA TRI-K PP 2,5ML

TUBO EDTA TRI-K PP 4ML
TUBO EDTA TRI-K 3ML PP 13X80 T/GOMA
PERF

TUBO EDTA TRIAML PP 12X55MM T/PRE
PERF.

TUBO EDTA TRI-K 2ML 16X55 FALDON
T/PRE-PERF.
TUBO EDTA TRI 2,5ML PP 13X80MM
T/PERFOR.

TUBO EDTA TRI-K 2.5ML RETRACTILADO

TUBO EDTA TRI-K 4ML RETRACTILADO

TUBO EDTA TRI-K PULV. 3ML 13X75
T/PERFO

Fecha / Date: 20/06/2016
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DESCRIPTION
EDTA TUBE TRI-K R/BOT 2.5ML PP
EDTA TUBE TRI-K 4ML PP
EDTA TUBE TRI-K 2.5ML PP

EDTA TUBE TRI-K 4ML PP
EDTA TRI-K TUBE 3ML PP 13X80
RUBBER CAP PERF.
EDTA TUBE TRI-K 1ML PP 12X55MM

C/PRE-PERF.

EDTA TUBE TRI-K 2ML 16X55 SKIRTED
C/PRE-PERF.

EDTA TUBE TRI-K 2.5ML PP 13X80MM
T/PRE-PERF.

EDTA TRI-K TUBE 2.5ML WRAP/RAC
EDTA TRI-K TUBE 4ML WRAPP/RACK
EDTA TUBE PUL.K3 3ML PIERC.CAP

CDCE-77 Rev.2.2

AL deltalab

‘ DECLARACION DE CONFORMIDAD CE
CE DECLARATION OF CONFORMITY

El fabricante ! The ranufacturer

DELTALAB S.L.

Plaza de la Verneda, 1

Pol, Ind. La Llana

06181 RUBI (BARCELOMNA) - SPAIN

Declara bajo su responsabilidad que al producio:
Deciares under its responsibility that the prodct

TUBOS DE EXTRACCION ~ SEROTUB
BLOOD CONTAINERS — SEROTUBE
(Cedigos segin Anexa 1/ Codes in Anmex 1)

Finalidad Prevista: i ige yla de sangre para andlisis yiu otra
investigacian (por ejemplo, dewrnlﬂaclon quimica del susre sanguinea}

Intended Use: Collsction and preservation andior transport. of bioad far analysis andfior other
investigalion (e.g blood serum chemislry deferminations)

Cédigo GMDN / GMDM Code: 58138

CUMPLE LOS REQUISITOS DE LAS NORMAS Y DIRECTIVAS:
CONFORMS TO THE REQUISITES OF THE STANDARDS AND DIRECTIVES:

Directiva 98/T9/CE: Directva Pr 105 ios para el Di "in witra"

i a l2 Jagislaci en Real Decrate 1662/2000.
Directive SBTHEC: “In-vitro® Diagriostics Medica! Devices Directive.

Transposition to Spanish legislation in Real Decreto 1662/2000.

Clasificacion: Anexo 3, Clase: Otroa
Classification: Annex 3, Class: Other
|
1
o |
A :
Jose Sape | Anna Mir

Direcbmiﬁenmal £ Managing Directtr Responsable Técnico | Technical Director

Fecha | Date: 22
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ANEXO 1 - DESCRIPCION DE ARTICULOS

G00300
BO0400
GO0B02
HO0610
GSO0B00
600801
620200
620300
520400
620800

ANNEX 1

DESCRIPCION
TUBC SUERO PP OML GRANULDS
TUBG SUERO PP 4ML GRANULOS
SEROTUB GLUCOSA PP 4ML
SEROTUB GLUCOSA PP 10ML
TUBO SUERD PP 9ML GEL
TUBD SUERO PP 4ML GEL
TUBC SUERD 2ML PERF GRANULOS
TUBO SUERO 10ML PERF GRANULOS
TUBG SUERO 4ML PERF GRANULOS
TUBD SUERD 10ML PERF GEL

RTICLES DESCRIPTION

| DESCRIPTION
SEROTUBE WIGRANULES PP aML
SERCTUBE WIGRANULES PP 4ML
SERUM GLUCOSE 4ML GRANULES PP
PP SERUM GLUCOSE 10ML GRANULES
SERUM TUBE WIGEL 9ML PP
SERUM TUBE W/GEL 4ML PP
SERUM TUBE 2ML PIER WIGRANLULES
SERUM TUBE 10ML PIER W/GRANULE
SERUM TUBE 4ML PIER W/GRANLULES
SERUM TUBE 10ML PIERCEABLE GEL

CDCE45 Ry 10




Certificado ES10/81672

The management system of

DELTALAB, S.L.

Pol. Ind. La Llana, Plaza De La Verneda, 1
08191 Rubi (Barcelona)

has been assessed and certified as meeting the requirements of

1ISO 9001:2015

For the followina activities

Design, manufacture and sale of laboratory material for the collection, transport and
conservation of samples for microbiological, molecular biology, haematology,
biochemistry, histology, microscopy and colorimetric analysis.

Commercialization of equipment for the storage of prepared samples, cryogenic stored
samples, general labware and industrial packages.

Disefio, fabricacion y comercializacion de material de laboratorio para la toma,
transporte y conservacién de muestras para analisis de microbiologia, biologia
molecular, hematologia, bioquimica, histologia, microscopia y coloracion.
Comercializacion de equipos para el almacenamiento de muestras preparadas,
almacenamiento de muestras para criogenizacion, material general de laboratorio y
envases industriales.

in/ from the following sites

Pol. Ind. La Llana, Plaza De La Verneda 1 - 08191 Rubi (Barcelona)

This certificate is valid from
29 November 2017 until 11 October 2019,
Issue 7. Certified since October 2010.

Este certificado es valido desde
29 de noviembre de 2017 hasta 11 de octubre de 2019.
Edicion 7. Certificado desde octubre de 2010..

ENAC

CERTIFICACION
Authorized by N° 05/C-SC001

Direccion de Certificacion

SGS ICS Ibérica, S.A. (Unipersonal)
CiTrespaderne, 29, 28042 Madrid. Espana.
t 34913138115 f 34913138102 www.sgs.com

Page 1of 1

This document is issued by the Company subject to its General Conditions of Certification
Services accessible al www.sgs.comiterms_and_conditions. him. Attention s drawn to the
limitations of liabifity, indemnification and jurisdictional issues established therein. The
authenticity of this document may be verified at hitp:liwww.sgs.comien/certified-chients-
and-productsicertified-client-directory. Any unauthorized alteration, forgery or falsification
of the content or appearance of this document is unlawful and offenders may be
prosecuted to the fullest extent of the law.



Certificate ES10/81671

The management system of

DELTALAB, S.L.

Poligono Industrial La Llana, Plaza De La Verneda 1,
08191 Rubi, Barcelona. Spain

has been assessed and certified as meeting the requirements of

ISO 13485:2016
EN ISO 13485:2016

For the following activities

Design, manufacture and sale of sterile and non sterile medical
devices for the collection, transport and conservation of biological
samples for clinical and IVD analysis.

Disefio, fabricacién y comercializacion de productos sanitarios
estériles y no estériles para la toma, transporte y conservacion de
muestras bioldgicas para analisis clinicos y de IVD.

Thas certificate is valid from 18 September 2017 until 11 October 2019
and remains valid subject to satisfactory surveillance audits.

Re certification audit due before 10 September 2019

Issue 7. Certified since 12 October 2010

Authorised by

[~
3

SGS United Kingdom Ltd

Rossmore Business Park Ellesmere Port Cheshire CHB5 3EN UK
t+44 (0)151 350-6666 f+44 (0)151 350-6600 www.sgs.com

SGS 13485 2016 0417

Page 1 of 1
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This document is issued by the Company subject to iis General Caonditions of
Cerfification Services accessible at www.sgs.comiterms_and ourdlﬂons.m

Attention is drawn to the Emitations of liabllity, and
issues established therein, The authenticity of this d -wheverlﬁarlat
hitp: Sg. fified-clients-and-products/certified-client-directory.
Any mmhuﬁzad alteration, forgery o falsifﬂﬂon of the wmantor appearance
of this d i unlawful and offenders may be pi d to the fullest
extent of the law.
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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

Representative : Molenstraat 15 2513 BH The Hague
The Netherlands

Medical Product Name: Reagent strips for Urinalysis
Device : IVDD-Classification: Professional use

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

(where applicable)
DIRUI 1 ITEMS (GLU) DIRUI 1 ITEMS (KET) DIRUI 1 ITEMS (PRO)
DIRUI 2 ITEMS (PRO,GLU) DIRUI 2 ITEMS( KET,GLU)
DIRUI 3 ITEMS(PRO,PH,GLU) DIRUI 3 ITEMS (PRO, KET,GLU)
DIRUI 4 ITEMS (PRO,PH.BLD,GLU) DIRUI 4 ITEMS (PRO,PH,SG,GLU)
DIRUI 5 ITEMS (PRO,PH, BLD,KET,GLU)
DIRUI 8 ITEMS DIRUI H8
DIRUI 8 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 Representative: -
Changchun, China Yu Ge /002
Dirui Industrial §
_j/ L \D’—:' Sl \\-}Z\’ |
(place and date of issue) (name and signalufé%?;c uivalent "

. ~ . R S
marking of authorized person)




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

IAUEUE

PR 1ISO 9001:2015
EBEICSHE 01 100 1832306
IEBHBE: HERETNERNBRAR

Z—itSERRB: 91220101605902656F
sEfpbhE: piEAR‘MESHEKED
PHEAREIFEX =AHE 95 S

fi4m: 130012

ZERbhE: [F_Eikibit

WIESEE: FSMSERETTRR AT A& . £ MNEE

IERRSERE TR T 1S0 9001:2015 FERNER.

BUHA: HEPBHHAM 2018-05-03 E 2021-05-02.
IIER AL T HFEERNEEFRRFFN.

2018-05-03 lé . l v

TOV thl\land CLrt GmbH
Am Grauen Stein - 51105 Kéln

www.tuv.com 12 ((DAkl.,ﬁiche A TUVRheinland®
il v Precisely Right.



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

www.tuv.com

Certificate

Standard

Certificate Registr. No.

Certificate Holder:

Scope:

Validity:

1ISO 9001:2015
01 100 1832306

Dirui Industrial Co., Ltd.

Unified Social Credit Code: 81220101605902656F
Registration Address: 95 Yunhe Street,

New & High Tech. Development Zone,

Changchun City, Jilin Province 130012, P. R. China
Operation Address: same as above

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.

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

2018-05-03 lé ,““’"‘/;“

TOV R mlandu:ert GmbH
Am Grauen Stein - 51105 Kéin

(( Dﬁklgm A TUVRheinland®
Do 16051 6200 Precisely Right.
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TUVRheinland

Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Dirui Industrial 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 davices
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 io yearly surveillance.

Effective Date: 2018-06-26
Cerlificate Registration No.: SX 80127937 0001
An audit was performed. Report No.: 15047317 007

This Certificate is valid until: 2020-03-01

Certification Body

{paws

Akkreditierungsstelle
D-ZM-14165-01-02

Date 2018-06-28

TUV Rheinland LGA Products GmbH - TillystraRe 2 -'904 tirnberg

Tel: +40 221 506-1371 Fax' +40 221 806-3835 e-mall cert-vaidity@de tuv com http Mwww tuv.com/fsafety

LD CANR P T, Tr= amd 1LY @i euaisegs U lamanm 5 0ol waban 20 2 aliai g e s 3o
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TUVRheinland

TUV Rheinland PR AL
LGA Products GmbH
Tillystrake 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 Analyvzers, Clinical
Chemistry Test Analyzers, Immunochemiztry Test Rnalyzers,
Vaginal Infections Test Analyzers

Certification Body

(( S Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2018-06-26
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- — [ POLSKIE CENTRUM BADAK I CERTYFIKACJI S.A. [
r' TLR(LA?) ittt il | oerormmntie ol J POLISH CENTRE FOR TESTING AND CERTIFICATION I

0 1

21.08.2016
Izmir / Turkey

EC CERTIFICATE No. 1434-1IVDD-56/2016
EC Design-Examination [t

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

DECLARATION FOR THE ISSUANCE OF QUALITY CERTIFICATES

To Whom It May Concern,

k= PCBC certifies that the design documentation relating to in vitro diagnostic medical
|} device, List A: I
According to TVD 98/79/EC directive, o . I
= HBsAg Test
FOR ANNEX II LIST A which includes HIV, Hepatitis B and Hepatitis C tests; the Notified Body =3 Brands: Info®, Toyo®, Rapidan Tester®, Labmen® £
must verify that the product meets the Common Technical Specification (CTS) and must release each {3
batch of product before it is placed on the European market. The batch release often requires testing. manufactured by:

These have EC Design Examination certificates by the notified body. [ =l KLAB Tibbi Mal. San. Tic. A.§
= TOR al. San. Tic. A.§.

ITOB 10031 Sokak No: 15 Tekeli Menderes

FOR ANNEX III which includes all other tests for Professional use; the manufacturer prepares a

declaration of conformity in a similar way to the general devices. . Izmir, Turkey

For the above mentioned reason, we hereby declare that we provide CE Certificate for only the { was examined by PCBC according 1o Annex IV p. 4 Directive 98/79/EC | Iﬁ-.' ]
Hepatitis B, Hepatitis C and HIV tests for Professional use. For the group of other Professional tests; | (with subsequent amendinents) transposed inte the Polish law and comply with the 1

it is enough to present a self-Declaration of Conformity to the EU standards. 1 essential requirements of the Directive.

Cordially, 151 This certificate is valid from 2016-08-29 to 2019-08-28

TURKLAB TIBBI MALZEMELER SAN TiC A.S . | Date of certificate issue: 2016-08-29

(=l Date of first certificate issue: 2008-08-29 e

Anna Wyroba
Vice President,of PCBC

PCBC Natified Body
c € 1434 23A, Klobucka Str., PL-02-699 Warsaw

Application No. 45/2016

TCRKLAB TIBBI MALZEMELER SAN. ve TIC. A.S. Contract No. MD-18/2016 Module H6

ITOB 10031 Sok. No:15 Menderes — lzmir / Turkey  TEL: +90 232 376 80-81 FAX: +90 232 376 80 40
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13.02.2020

MANUFACTURER’S AUTHORIZATION

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

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

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

Dr. Sahin Yaglidere

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



CERTIFICATE

No. J-2670/2/2018

This is to certify that:

TURKLAB TIBBI MALZ. SAN. VE TIC. A.S.

Sasali Merkez Mh. Doga Dostlari Sitesi 131 Sk. No: 2/5
35621 Cigli, Izmir, Turkey
Factory: ITOB 10031 Sk. No: 15 Menderes / izmir - Turkey

is in conformance with

EN ISO 9001:2015

in the Following scope of activities:

design, development, manufacturing, final control
and distribution of in vitro diagnostic medical devices
intended For self-testing and professional use,
ECG electrodes and antibiotic susceptibility discs

The audit carried out by the Polish Centre For Testing and Certification has afforded evidence of the above.

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

This certificate is valid:

from 24.08.2018 to 21.12.2020

PARTHER OF
e
ke

Anna Wyrob%, M.Sc.
Vice President

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

P TR TR SRR CoboR TR

AC 019
amMs



Certificate No. J - 2670/2/2018

Issued under the Contract No. 2897/JM/3/2017
Date of certification decision: 24.08.2018
Bears the PCBC hologram.

Warsaw, 24.08.2018
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CERTIFICATE

No. M - 56/2/2018

This is to certify that:

TURKLAB TIBBI MALZ. SAN. VE TIC. A.S.

Sasali Merkez Mh. Doga Dostlari Sitesi 131 Sk. No: 2/5

35621 Cigli, izmir, Turkey
Factory: ITOB 10031 Sk. No: 15 Menderes / Izmir - Turkey

is in conformance with

EN ISO 13485:2016

in the Following scope of activities:

design, development, manufacturing, final control
and distribution of in vitro diagnostic medical devices
intended for self-testing and professional use,
ECG electrodes and antibiotic susceptibility discs

The audit carried out by the Polish Centre For Testing and Certification has afforded evidence of the above.

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

This certificate is valid:

from 24.08.2018 to 21.12.2020

PARTNER OF

Anna Wyroha, M.Sc.
Vice Presjdent

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

ACO019
QaMs



Certificate No. M -56/2/2018

Issued under the Contract No. 2897/JM/3/2017
Date of certification decision: 24.08.2018
Bears the PCBC hologram.

Warsaw, 24.08.2018



bk THEEIENEFFRX Add: Jurong Economic and Delvelopment Zone
BRgm: 212400 Z.P:212400

MHl: +86 051180775555 Tel: +86 0511 80775555
CLINDIAG SYSTEMS CO., LTD 1£H: +86 051180770077 Fax: +86 0511 80770077

Manufacturer’s Authorization
Date: 11 / 09 / 2019

To whom it may concern,

We, CLINDIAG SYSTEMS CO., LTD, locating at #29 Zhiyuan Road, Jurong Economic
Development Zone, Zhenjiang, China, do hereby authorize: Biosistem-mld SRL, with business office
at Albisoara 16/1 ap.7, Chisinau, Republic of Moldova, to be our official representative for

registration of all our products in Moldova.

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.

Yours faithfully,

e

Signed: Mu Zhicheng

In the capacity of: General Manager

Name: CLINDIAG SYSTEMS CO., LTD

B 45 (License): 321183000201511110080 & R85 (Credit number): 913211830782629327



REGISTRATION NO. 04716Q10011R0S

CERTIFICATE
OF QUALITY MANAGEMENT SYSTEM

This is to certify that the quality management system of

Clindiag Systems Co., Ltd.

Registered Address: No.29 Zhiyuan Road, Jurong Economic Development
Zone, Jiangsu Province, P.R.China Postcode: 212400
Manufacturing Address: No.29 Zhiyuan Road, Jurong Economic

Development Zone, Jiangsu Province, P.R.China

Has been assessed and conformed to the following standard(s)
GB/T 19001-2016idt ISO 9001: 2015
The certificate is valid for the following scope:

The Design, Development, Production and Service of
Semi-Automatic Biochemistry Analyzer, Coagulometer Analyzer,
Semi-Automatic Electrolyte Analyzer, Semi-Automatic Microplate
Reader, Microplate Washer, Automatic Urine Analyzer And Urine
Test Strips, Fully Automatic Biochemistry Analyzer, Fully
Automatic Hematology Analyzer, Vitro Diagnostic Reagent

(for export Only)

Date of issue: January 15, 2019
Date of expiry: January 14, 2021

Director:
A BEIJING HUA GUANG CERTIFICATION

OF MEDICAL DEVICES CO., LTD.

MANAGEMENT SYSTEM
CNAS C047 -Q

Note:The Certificate Information are available on the official website of Certification and Accreditation Administration of
the Peonle’s Republic of China (www.cnca.gov.en) or the Website of CMD (www.ecmdc.com.cn).



REGISTRATION NO. 04716Q10000011

CERTIFICATE OF QUALITY MANAGEMENT
SYSTEM FOR MEDICAL DEVICES

This is to certify that the quality management system of

Clindiag Systems Co., Ltd.

Registered Address: No.29 Zhiyuan Road, Jurong Economic Development
Zone, Jiangsu Province, P.R.China Postcode: 212400
Manufacturing Address: No.29 Zhiyuan Road, Jurong Economic

Development Zone, Jiangsu Province, P.R.China

Has been assessed and conformed to the following standard(s)
YY/T 0287-2017idt ISO 13485: 2016

The certificate is valid for the following scope:
The Design, Development, Production and Service of

Semi-Automatic Biochemistry Analyzer, Coagulometer Analyzer,
Semi-Automatic Electrolyte Analyzer, Semi-Automatic Microplate
Reader, Microplate Washer, Automatic Urine Analyzer And Urine
Test Strips, Fully Automatic Biochemistry Analyzer, Fully
Automatic Hematology Analyzer, Vitro Diagnostic Reagent.

(for export Only)

Date of issue: January 15, 2019
Date of expiry: January 14, 2021

- Director: -, a4

BEIJING HUA GUANG CERTIFICATION
OF MEDICAL DEVICES CO., LL'TD.

Note:The Certificate Information are available on the official website of Certification and Accreditation Administration of
the Pannlale Renunhlic of China (www enea oovend or the Wehsite of CMD (www.ecmde.cont.cn).
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This i1s to state that Technical Documentation (CL0O1, rev. 2.0) for
product(s)

Declaration of Conformity

Coaguometer
(Model:CA-01, CA-02)
(IVD products other than those covered by Annex II, IVD for self-testing
and devices for Performance evaluation according to manufacturer’s
declaration)

Manufactured by

CLINDIAG SYSTEMS CO., LTD
No.29 Zhiyuan Road, Jurong Economic Development Zone,

Zhenjiang, Jiangsu Province, China

Has been assessed as meeting the Essential Requirements and
relevant provisions of EC Directive 98/79/EEC for in Vitro Diagnostic

Medical Device

Doy
= = Mr. Xu Xin
Valid from May, 2018 to May, 2023 General Manager



ssfully participated in the service engineer's training
“Random Access Biochemistry Analyzer A15, A25" T

May f'8;22, Moscow 2@_09




CLINDIAG

Clindiag Systems BVBA

Steenberg 66
Ninove
BELGIUM

18.12.2014

To: Whom it may concern

SERVICE TRAINING CERTIFICATE

We Clindiag Sustems BVBA, located Steenberg 66, Ninove
9401, who are official manufacturers of the Clindiag laboratory
products, having own Clindiag group factories at several
countries, do hereby authorize Mr. Alexandr Nasedchin the
representative of Biosistem-mld SRL located at Albisoara Str,
16/1 Chisinau, Moldova to provide the technical support of the
Clindiag laboratory analyzers as per the following list:

1. Semi auto chemistry analyzers SA-20 & SA-10.
2. Auto chemistry analyzers FA-200 & FA-300.
3. Coagulation analyzers CA-01& CA-02.

Romain Cieters Al CLINDIAG
Manager Clindiag [ | " 7 "Clindiag Systems BVBA
Steenberg 66

9401 Ninove - BELGIUM
Tel.: 054/250.936
Fax: 054/243.058
ON: 806.140.472
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