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Denumirea autorititii de licentiere Camera de Licentiere

Denumirea, forma juridicd de organizare, sediul Societatea cu Raspundere Limitata
(adresa juridicd) a titularului de licenta "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 a'ctiyitat% integral sau partial, * Importul, comercializarea, asistenta tehniea/
pentru a carui desfasurare se elibereazd licenta si reparatia dispozitivelor medicale *

o Data eliberarii licentei 4 octombrie 2010
% yeReperfectatd: 1)19.10.2012:2)14.05.2014
;—\z

Valabila pina la 4 octombrie 2015

- Prelungita pina la: 03.10.2020

Semndtura conducidtorului
autoritdtii de licentiere




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

Republica Moldova, MD-2068 Pecrrybmika Monzosa, MD-2068
mun. Chiginau, bd. Moscovei, 14/1 Data 1 L, lAN 2016 myH. Knmumy, 6ya. Mockoseit, 14/1
Tel. : (373-22) 43-44-81, 43-46-24 / / 7 Ten. : (373-22) 43-44-81, 43-46-24
Fax :(373-22) 43-44-22 Nr. ﬂ Z 9Z - / ﬂ ”/ ‘jo P daxc : (373-22) 43-44-22
cod: MOLDMD2X329 ' ' koa: MOLDMD2X329

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

Codul bancii MOLDMD2X329.

i
. nit [ .
Director JC Nina Turcan
SRR PR
& ' [ A :

Nina Balmus

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

GERTIFICAT
BE IWREGISTRARE

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

Numarul de identificare de stat - codul fiscal
1010600028048

12.08.2010

Data inregistrarii

12.08.2010
Data eliberarii ==

Svirepova Ludmila, registrator

" Funclia, numele, prenumele persoanei
care a eliberal certificatul

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

Sectia fonduri speciale si informatii curente

EXTRAS

din Registrul de stat al persoanelor juridice

nr. 14419 din 11.07.2016

Denumirea completa: Societatea cu Raspundere Limitati «BIOSISTEM MLD».
Denumirea prescurtati: «BIOSISTEM MLD» S.R.L.
Forma juridica de organizare: Societate cu Riispundere Limitata.
Numarul de identificare de stat si codul fiscal: 1010600028048.
Data inregistrarii de stat: 12.08.2010.
Sediul: MD-2001, str. Albisoara, 16/1, ap.(of.) 7, mun. Chisiniiu, Republica Moldova.
Modul de constituire: nou creata.
Obiectul principal de activitate:
1 Activitatea farmaceutica;
2 Importul, fabricarea, comercializarea, asistenta tehnica si (sau) reparatia dispozitivelor
medicale si (sau) a opticii;
3 Acordarea asistentei medicale de catre institutiile medico-sanitare private;
4 Comertul cu ridicata al calculatoarelor, echipamentelor periferice si software-ului;
5 intretinerea si repararea masinilor de birou si a tehnicii de calcul;
6 Consultatii in domeniul sistemelor de calcul.
Capitalul social: 5400 lei.
Administrator: POIATA VITALIE, IDNP 0983103892591,
Asociati:
1. POIATA VITALIE , IDNP 0983103892591
cota 1803.60 lei, ce constituie 33,4 %
2. NASEDCHIN ALEXANDR , IDNP 2002001070747
cota 1798.20 lei, ce constituie 33,3 %
3. KOJEVNIKOV DMITRII, IDNP 0972305012362
cota 1798.20 lei, ce constituie 33,3 %.

Prezentul extras este eliberat in temeiul art. 34 al Legii nr. 220-XVI din 19 octombrie 2007 privind
inregistrarea de stat a persoanelor juridice si a intreprinzatorilor individuali si confirméd datele din
Registrul de stat la data de: 11.07.2016.

%{2{/ e

Specialist principal azari Aliona

tel. 022-266-252

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



BIOSISTEM-MLD S.R.L.

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

Lista fondatorilor Biosistem-mld SRL

Nr. Nume, Prenume IDNP
1. Vitalie Poiata 0983103892591
2. | Alexandru Nasedchin 2002001070747
3. Dmitrii Kojevnikov 0972305012362




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 principali; 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 scurta 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
+1rd.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 asigurarile 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. precedenta 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) )alp g 120 6.996.028 9.373.011
Anexa 3
SITUATIA MODIFICARILOR CAPITALULUI PROPRIU
dela  01.01.2018 piniila 31.12.2018
N ‘ . Sold !a inc.eputul o . . Sold'la sﬁ'rsitul
4o Indicatori Cod rd. penoa@el 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 $i servicii procurate 020 1.242.716 17.115.868
Elliléii 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,

Modificéri 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:
) Numir ,data eliberarii

Termen de valabilitate
Tipul de activitate
Organul care a eliberat licenta

4. Numarul mediu scriptic al personalului 1n 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 entitaii 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 Intrarea in |Iesirea in cursul Ex1ste1‘1ta la Amortizarea Deprecierea
inceputul 9 < . . 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 tarad 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/ Tesiri/ 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 fari:

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
tars | 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 ari: 060

Datorii curente — 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




Investitii financiare 1n strainatate si participarea nerezidentilor in capitalul social

Tabelul 5

. . Codrd./| Sold la inceputul Intrari/ Tesiri/ Sold la sfirsitul
Indicatori 9 . . . L T - . .
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 entitatilor 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



Anexa nr.7 la Instructiunea
aprobata prin ordinul IFPS
nr. 400 din 14 martie 2014

~ CC 04 AE
CERTIFICAT
privind lipsa sau existenta restantelor fata de bugetul public national
NE L A1916404 din | 10.04.2019

1. Destinatar / Monyuarems

Pentru participarea la proceduri de achizitii publice

2. Date despre contribuabil / Mndopmanus o Hanoromniarensiinke

Denumirea Codul fiscal / Numirul de identificare
Hanmenosanue DOuckainbhblii kou / MneHtdukauuoHHblii Homep
|BIOSISTEM MLD S.R.L. 1010600028048 |
Adresa sediului de baza (strada, numarul) Codul - Denumirea localitatii

.AJPCC OCHOBHOI'O MECTOPACHO.10KEHUS (_\'nuua_ HOMEP) Koxn - HanmeHoBaHue HacejieHHOro TMVHKTa

|Albisoara nr. 16 b1 of.7 [0150-SEC.RISCANI |

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat /
[ToaTBepkaCHNE OTCYTCTBHS WM HATMYMS HEJIOMMKH COTJIACHO JIaHHBIX ABTOMAaTH3UpoBaHHON MH(OpMaLMOHHOM
Cucrembl

La data emiterii prezentului certificat restanta la bugetul public national constituie/ Ha nary
BbIJIa4YM JIaHHO} CMpaBKK HeJIOMMKa Tepel HallMOHANBHBIM MyOINYHBIM OIOPKETOM COCTABIISIET:
0,00 lei/neii.

4. Valabil pini la / JlefictBureaen 10 25.04.2019

5. Autentificarea organului fiscal TTREPIR ; ana

Sef DDF Riscani
a DGAF mun.Chi

Functia'JlomkHocTs

Ana STOICOV

Numele si prenumele/®aymms 1 nvs

L.S/ M.II

Este extras din Sistemul Informational al SFS SIA ,,Contul curent al contribuabilului”// 10.04.2019 ora 10:00:08
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)
NOTA (0,53)




ORDIN DE PLATA NR.: 135 TIP.DOC. 1
DATA EMITERII:9 aprilie 2019

PLATITI: 150-00 LEI: Una Suta Cincizeci lei 00 bani
PLATITOR: (R) "BIOSISTEM CONTUL DE PLATI/CODUL IBAN
MLD" S.R.L. MD95ML000000002251429243

CODUL FISCAL :1010600028048 /

PRESTATORUL PLATITOR CODUL BANCII:
BC"Moldindconbank"S.A. suc."Invest" Chisinau :MOLDMD2X329:
BENEFICIAR (R)IMSP Spitalu CONTUL DE PLATI/CODUL IBAN

1 Clinic Municipal N1 MD69VI000002251711136MDL

CODUL FISCAL :1003600152673 /

PRESTATORUL BENEFICIAR CODUL BANCITI:

B.C."VICTORIABANK"S.A. :VICBMD2X
DESTINATIA PLATII:Pentru garantia pentru: TIPUL TRANSFERULUT
oferta la licitatia publica nr. ocds-b: NORMAL/URGENT :N:

3wdpl-MD-1554206433900 din 23 apr 2019

CODUL TRANZACTIEI:001:
DATA PRIMIRII:09/04/2019 : SEMNATURILE
DATA EXECUTARII: : EMITENTULUI

CONDUCATOR:Web "BIOSISTEM MLD" SRL Director :
MITGQQYJKoZIhvcNAQcCoIIGMJCCBi4CAQEXCZzAJBgUrDgMCGgUAMASGCSgGSIb:

DQEHAaCCBEowggRGMIIDLgADAgECAKRNHAABcVycdZVmKkP29AAAAAFXXMAOGCSg:
SIb3DQEBCWUAMCIXIDAeBgNVBAMTFONFULQOxLUNBLUlvbGRpbmRIb251YW5rMB4 :

DTES5MDEyODEWMTY yOFoXDT IxMDEyODEwWM] YyOFowfjELMAKGALUEBhMCTUQXGIA :
gNVBAOTEUJpb3Npc3R1bSBNTEQgU1IMMRIWEAYDVQQLEWkwN kyMDAZMTQXFzA

(semnatura electronica)
CONTABIL-SEF:Web "BIOSISTEM MLD" SRLContabil :
MIIGUgYJKoZIhvcNAQcCoIIGQzCCB)8CAQExCzAIJBgUrDgMCGgUAMASGCSGSIb3:
DQEHAaCCBFswggRXMIIDP6ADAGECAhNHAABCcVpWe /gMeSmneAAAAAFXWMAOGCSAG:
SIb3DQEBCWUAMCIxIDAeBgNVBAMTEFONFUlQxLUNBLU1vbGRpbmRjb251YW5rMB4X :
DTE5MDEyODEWMTQWNFoOXDTIXMDEyODEWM]QwNFowgY4xCzAIJBgNVBAYTAk1EMSCw @
YDVQQOKExX5NZWR1Y29yIFNSTCwgQmlvc21zdGVtIEIMRCBTUkwXEjJAQBgNVBAST

L.S. (semnatura electronica)
CONDUCATOR:

(semnatura manuala)
CONTABIL-SEF:

(semnatura manuala)
SEMNATURA PRESTATORUL L.S.

MOTIVUL REFUZULUI : L.S.




CISQ is a member of

==

THE INTERNATIONAL CERTIFICATION NETWORK
www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodies, is the largest provider of management
System Certification in the world.

IQNet is composed of more than 30 bodies and counts
over 150 subsidiaries all over the globe.

www.img.it

CERTIFICATO N.
CERTIFICATE N. 9190.CRC3

SI CERTIFICA CHE IL SISTEMA QUALITA' DI
WE HEREBY CERTIFY THAT THE QUALITY SYSTEM OPERATED BY

CERACARTA SPA
VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

UNITA' OPERATIVE / OPERATIVE UNITS
VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

E' CONFORME ALLA NORMA /IS IN COMPLIANCE WITH THE STANDARD

1ISO 9001:2008
PER LE SEGUENTI ATTIVITA' / FOR THE FOLLOWING ACTIVITIES

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso industriale, ferroviario, medicale
e biglietteria anche conto terzi. Produzione e stampa di etichette e biglietti anche a lettura/scrittura in radio
frequenza (RFID). Sviluppo e produzione di creme, gel sterile e non sterile per applicazioni elettrodiagnostiche e
ad ultrasuoni, anche conto terzi. Commercializzazione ed immissione in commercio di accessori per
applicazioni elettrodiagnostiche, ad ultrasuoni e per strumenti elettromedicali. Sviluppo e produzione di elettrodi
per ECG. Gestione della produzione ed immissione in commercio di elettrodi per ECG. Immissione in
commercio di piastre per elettrobisturi e defibrillatori. Commercializzazione di video stampanti, carte fotografiche
per video stampanti, stampanti e relativi materiali di consumo ed accessori
Manufacture and print of special recording chart papers for industrial, railway, medical use and ticketing also on
behalf of third parties. Manufacture and print of labels and tickets also radio frequency reading/writing (RFID).
Development and manufacture of creams, gels sterile and not sterile for electromedical and ultrasound
procedures also on behalf of third parties. Trade and placing on the market of accessories for electromedical
and ultrasound diagnostic devices and for electromedical equipment. Development and manufacture of
electrods for ECG. Production management and placing on the market of electrods for ECG. Placing on the
market of electrosurgical plates and defibrillation pads. Trade of videoprinters, photographic papers for
videoprinters, printers and related consumable and accessories

Ulteriori informazioni riguardanti I'applicabilita dei requisiti ISO 9001:2008 possono essere ottenute consultando l'organizzazione
Further clarifications regarding the applicability of ISO 9001:2008 requirements may be obtained by consulting the organization
IL PRESENTE CERTIFICATO E' SOGGETTO AL RISPETTO DEL
REGOLAMENTO PER LA CERTIFICAZIONE DEI SISTEMI DI GESTIONE

THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE
REQUIREMENTS OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
2002-11-26 2017-10-13 2020-10-07

L'Organizzazione dovra ottenere la certificazione secondo la norma ISO 9001:2015 entro il 2018/09/14;
in caso contrario, il presente certificato cessera la propria validita in tale data
The Organization shall obtain the certification according to ISO 9001:2015 within 2018/09/14;
otherwise the validity of this certificate will expire

IMQ S.p.A. - VIA QUINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Ornago

Data di scadenza del precedente ciclo di certificazione: 2017-10-07 FEDERAZIONE

Data di conclusione dell'audit di rinnovo: 2017-10-11

Data della decisione di rinnovo: 2017-10-13

CisQ

WWW.cisg.com

ACCREDIA ;
LENTE ITALIANO DI ACCREDITAMENTO S IAF _(E, 09’ 19' 29

CISQ é la Federazione Italiana di Organismi di

Organismo di Certiﬁcglziong Federato CISQ
Certificazione dei sistemi di gestione aziendale.

SGQ N°005A, SGA N°006D, SCR N°005F,
SSI N°003G, FSM N°0071, SGE N°006M, ) - ) A X
EMAS N°003P, PRD N°0058, PRS N°0BOC 1 processi riconducibili a settori IAF sottolineati risultano non ancora coperti da accreditamenta WWW.imq.it
ISP N°063E. LAB N°0121, LAT N°021 Processes related to underlined IAF sectors are not yet covered by accreditation % ? i
’ 3 La validita del certificato & subordinata a sorveglianza annuale e riesame completo del Sistema di Gestione con periodicita triennale CISQ is the Italian Federation of management
system Certification Bodies.

Membro deglt Avcordi di Mutwip Ricanascimento FATAF @ ILAC The validity of the certificate is submitted to annual audit and a reassessment of the entire Management System within three years

Signatory of EA, IAF and ILAC Mutual Recognition Agreements
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/IMQ as an IQNet Partner hereby states that the organization

CERACARTA SPA
VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

for the following scope:

Manufacture and print of special recording chart papers for industrial, railway, medical use and
ticketing also on behalf of third parties. Manufacture and print of labels and tickets also radio
Sfrequency reading/writing (RFID). Development and manufacture of creams, gels sterile and not
sterile for electromedical and ultrasound procedures also on behalf of third parties. Trade and

placing on the market of accessories for electromedical and ultrasound diagnostic devices and for
electromedical equipment. Development and manufacture of electrods for ECG. Production
management and placing on the market of electrods for ECG. Placing on the market of
electrosurgical plates and defibrillation pads. Trade of videoprinters, photographic papers for
videoprinters, printers and related consumable and accessories

Further clarifications regarding the applicability of ISO 9001:2008 requirements may be obtained by consulting the organization

has implemented and maintains a
Quality Management System
which fulfills the requirements of the following standard

ISO 9001:2008

Issued on: 2017 -10-13

First issued on: 2002 - 11 - 26
for the validity date, please refer to the original certificate* issued by IMQ

Registration Number: 1T - 112265

| {***3 .
ey | 7 -
T SO CEmTTEATONNETOR O

Alex Stoichitoiu Ing. Claudio Provetti
President of IONET President of CISQ

IQNet Partners**:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany FCAV Brazil
FONDONORMA Venezuela ICONTEC Colombia Inspecta Certification Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland PCBC Poland
Quality Austria Austria RR Russia SIGE México SII Israel SIQ Slovenia SIRIM QAS International Malaysia
SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey Vingotte Belgium YUQS Serbia
IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc.

* This attestation is directly linked to the IQNet Partner’s original certificate and shall not be used as a stand-alone document _
#* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com




ClSQ is a member of i

M€ D www.ignet-certification.com

. it IQNet, the association of the world’s first
www.imq.! class certification bodies, is the largest

C E RTI F I C ATO N . provider of management System

Certification in the world.

CER TIF/ CA TE N 9 1 24. C RC4 'I.QNet is composed of more than 30

b and ts over 150 subsidiaries

all over the globe.

SI CERTIFICA CHE IL SISTEMA QUALITA' DI
WE HEREBY CERTIFY THAT THE QUALITY SYSTEM OPERATED BY

CERACARTA SPA
VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

UNITA' OPERATIVE / OPERATIVE UNITS

VIA SECONDO CASADEI 14 Z.1. VILLA SELVA - 47122 FORLI' (FC)

E' CONFORME ALLA NORMA /IS IN COMPLIANCE WITH THE STANDARD

EN ISO 13485:2012

PER LE SEGUENTI ATTIVITA' / FOR THE FOLLOWING ACTIVITIES

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso medicale anche conto terzi. Produzione e
stampa di etichette ad uso medicale. Sviluppo e produzione di creme, gel sterile e non sterile per applicazioni
elettrodiagnostiche e ad ultrasuoni, anche conto terzi. Commercializzazione ed immissione in commercio di accessori per
applicazioni elettrodiagnostiche, ad ultrasuoni e per strumenti elettromedicali. Sviluppo e produzione di elettrodi per ECG.
Gestione della produzione ed immissione in commercio di elettrodi per ECG. Immissione in commercio di piastre per
elettrobisturi e defibrillatori. Commercializzazione di video stampanti, carte fotografiche per video stampanti, stampanti e
relativi materiali di consumo ed accessori per uso medicale
Manufacture and print of special recording chart papers for medical use also on behalf of third parties. Manufacture and print
of labels for medical use. Development and manufacture of creams, gels sterile and not sterile for electromedical and
ultrasound procedures also on behalf of third parties. Trade and placing on the market of accessories for electromedical and
ultrasound diagnostic devices and for electromedical equipment. Development and manufacture of electrods for ECG.
Production management and placing on the market of electrods for ECG. Placing on the market of electrosurgical plates and
defibrillation pads. Trade of videoprinters, photographic papers for videoprinters, printers and related consumable and
accessories for medical use

Ulteriori informazioni riguardanti I'applicabilita dei requisiti EN ISO 13485:2012 possono essere ottenute consultando l'organizzazione
Further clarifications regarding the applicability of EN ISO 13485:2012 requirements may be obtained by consulting the organization

IL PRESENTE CERTIFICATO E' SOGGETTO AL RISPETTO DEL
REGOLAMENTO PER LA CERTIFICAZIONE DEI SISTEMI DI GESTIONE
THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE
REQUIREMENTS OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS

DATE:  PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
1999-07-20 2017-10-13 2020-10-07

L'Organizzazione dovra ottenere la certificazione secondo la norma ISO 13485:2016 entro il 2019/02/28;
in caso contrario, il presente certificato cessera la propria validita in tale data
The Organization shall obtain the certification according to ISO 13485:2016 within 2019/02/28;
otherwise the validity of this certifi {ll expire

CISQ é la Federazione Italiana di

IMQ S.p.A. - VIA QUINTILIANG=43 - 20138 MILANO ITALY Organismi di Certificazione dei

Management Systems Division - Flavio Ornago i i di i iendall
Data di scadenza del precedente ciclo di certificazione: 2017-10-07 CISQ is the Italian Federation
Data di conclusione dell’audit di rinnovo: 2017-10-11 of management system
Data della decisione di rinnovo: 2017-10-13 Certification Bodies.

FEDERAZIONE

ACCREDIATN C’SQ

SGQ N°005A, SGA N°006D, SCR N°00SF,
SSI N°003G, FSM N°0071, SGE N°006M,
EMAS N°003P, PRD N°005B, PRS N°080C
ISP N°063E, LAB N°0121, LAT N°021
Membro degli Accordi di Mutuo Riconoscimento EA, IAF e ILAC | . it del certificato & subordinata a sorveglianza annuale e riesame completo del Sistema di Gestione con periodicita triennale
Signatory of EA, IAF and ILAC Mutual Recognition Agreements  Tpe vajidity of the certificate is submitted to annual audit and a reassessment of the entire Management System within three years

WWW.Cisg.com



GIMA S.p.A. EXPORT DIVISION
Via Marconi, 1 G I M A tel. +39 02 953854209/221/225
20060 Gessate (MI)  Italy fax +39 02 95380056

www.gimaitaly.com export@gimaitaly.com

Gessate, 7 February 2012

CONFORMITY OF GIMA PRODUCTS

According to the annex VIl of the Council Directive 93/42/EEC

as amended by the European Directive 2007/47/EEC concerning medical devices

GIMA declares that all medical devices illustrated on

GIMA INTERNATIONAL CATALOGUE
meet the provisions of the following Council Directive (when applicable)

93/42/EEC AS AMENDED BY THE EUROPEAN DIRECTIVE 2007/47/EEC

as below:

A) For all products classified in CLASS I, we have in our company a technical file as
required from annex VII, and it is available a certificate of conformity signed by the
responsible inside the EU (generally GIMA).

B) For all products in CLASS lla and llb it is available, or it will be available in one month,
a declaration of conformity signed by an official European Notified Body or the ISO
9002 certificate of the manufacturer.

GIMA S.p.A.
Q.A. Department
Nicola Manzoni

LSV

Capital € 364.000,00 V.A.T. (IVA) Registration No. IT 00734640154 - Registered in Italy: R.E.A. Mi 477226
Reg. Imp. Tribunale di Milano 00734640154 - Registered Office: Via Tommaso Grossi, 2 —20121 Milano




CERTIFICATE

Kiwa Cermet Italia S.p.A.
Societa con socio unico,
soggetta all’attivita di
direzione e coordinamento di
Kiwa ltalia Holding Srl

Via Cadriano, 23

40057 Granarolo dell’Emilia
(BO)

Tel +39.051.459.3.111

Fax +39.051.763.382
E-mail: info@kiwacermet.it
www.kiwacermet.it

C=ERM=T

10164 - A

Reg. Number Valid From
First issue date 2012-10-15 Last change date
Valid Until 2021-10-14 IAF Sector

Quality Management System Certificate

ISO 9001:2015

kiwa

2018-10-01

2018-10-01

29

We certify that the Quality Management System of the Organization:

GIMA S.p.A.

Is in compliance with the standard UNI EN ISO 9001:2015 for the following

products/services:

Trade, packaging and service of medical devices (MD), in vitro diagnostic
products (IVD), personal protective equipments (PPE), biocides, veterinary

items, medical accessories furniture and aids

Chief Operating Officer
Giampiero Belcredi

The maintaining of the certification is subject to annual surveillance and dependent on the observance of

Kiwa Cermet Italia contractual requirements.

This certificate is composed of 1 page.

GIMA S.p.A.

Registered Headquarters

- Via Grossi, 2 20121 Milano ltalia
Certified Sites

- Via Marconi, 1 20060 Gessate ( Ml ) ltalia

(AP ACCREDIA TS

SGQ N® 007A
SGA N° 0100
PRD N° 0698
FSM N® 0041
PRS N° 089C



CERTIFICATE

Kiwa Cermet Italia S.p.A.
Societa con socio unico,
soggetta all’attivita di
direzione e coordinamento di
Kiwa ltalia Holding Srl

Via Cadriano, 23

40057 Granarolo dell’Emilia
(BO)

Tel +39.051.459.3.111

Fax +39.051.763.382
E-mail: inffo@kiwacermet.it
www.kiwacermet.it

C=ERM=T

kiwa

2018-10-01

Reg. Number 10164 - M Valid From

First issue date 2012-10-15 2018-10-01

Last change date

valid until 2021-10-14

Quality Management System Certificate

ISO 13485:2016

We certify that the Quality Management System of the Organization:

GIMA S.p.A.

Is in compliance with the standard UNI CEIl EN ISO 13485:2016 for the following
products/services:

Trade, packaging and service of: medical devices (MD), in vitro diagnostic products
(IVD), medical accessories, furniture and aids,

Chief Operating Officer
Giampiero Belcredi

The maintaining of certification is subject to annual surveillance and dependent upon the observance of
Kiwa Cermet Italia contractual requirements.

Refer to quality manual for details of exclusion of UNI CEI EN ISO 13485:2016 requirements.

This certificate is composed of 1 page.

GIMA S.p.A.

Registered Headquarters

- Via Grossi, 2 20121 Milano ltalia

Certified Sites

- Via Marconi, 1 20060 Gessate ( Ml ) ltalia

SGQ N® 007A

ACCREDIA R Ne 0898
’ PRD N° 069B
INTE (TALIANO D4 ACCRIDITAMENTO » FSM N® 0041

PRS N° 089C




Anexa nr.7 la Instructiunea
aprobata prin ordinul IFPS
nr. 400 din 14 martie 2014

~ CC 04 AE
CERTIFICAT
privind lipsa sau existenta restantelor fata de bugetul public national
NE L A1916404 din | 10.04.2019

1. Destinatar / Monyuarems

Pentru participarea la proceduri de achizitii publice

2. Date despre contribuabil / Mndopmanus o Hanoromniarensiinke

Denumirea Codul fiscal / Numirul de identificare
Hanmenosanue DOuckainbhblii kou / MneHtdukauuoHHblii Homep
|BIOSISTEM MLD S.R.L. 1010600028048 |
Adresa sediului de baza (strada, numarul) Codul - Denumirea localitatii

.AJPCC OCHOBHOI'O MECTOPACHO.10KEHUS (_\'nuua_ HOMEP) Koxn - HanmeHoBaHue HacejieHHOro TMVHKTa

|Albisoara nr. 16 b1 of.7 [0150-SEC.RISCANI |

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat /
[ToaTBepkaCHNE OTCYTCTBHS WM HATMYMS HEJIOMMKH COTJIACHO JIaHHBIX ABTOMAaTH3UpoBaHHON MH(OpMaLMOHHOM
Cucrembl

La data emiterii prezentului certificat restanta la bugetul public national constituie/ Ha nary
BbIJIa4YM JIaHHO} CMpaBKK HeJIOMMKa Tepel HallMOHANBHBIM MyOINYHBIM OIOPKETOM COCTABIISIET:
0,00 lei/neii.

4. Valabil pini la / JlefictBureaen 10 25.04.2019

5. Autentificarea organului fiscal TTREPIR ; ana

Sef DDF Riscani
a DGAF mun.Chi

Functia'JlomkHocTs

Ana STOICOV

Numele si prenumele/®aymms 1 nvs

L.S/ M.II

Este extras din Sistemul Informational al SFS SIA ,,Contul curent al contribuabilului”// 10.04.2019 ora 10:00:08
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)
NOTA (0,53)




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

licitatiei publice Nr. ocds-b3wdp1-MD-1555569940627
din 26 apr 2019

din cadrul IMSP SR Cahul

Declaratie

Prin prezenta, SRL ,,Biosistem-MLD”, declara, ca termenul de valabilitate restant (la momentul

livrarii) va constitui nu mai putin de 80% din termenul total de valabilitate al produsului.

26.04.2019 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



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

BioSystems

REAGENTS & INSTRUMENTS

EC DECLARATION OF CONFORMITY

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

Hereby DECLARES

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

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

under the specifications declared by BioSystems S.A.

It means that the products:

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

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

Barcelona, November 6" 2012

Dr. Antonio Elduque
Managing director
BioSystems S.A.

J‘.qg .tuv‘00

g

iy,

TOVReintans

.
o, &
“2091906%

® Cortified Management

System

= ENISO 5001
® ENISO 13435

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



CLINICAL CHEMISTRY — BIOCHEMISTRY:

a-Amylase-Direct

a-Amylase-EPS
a-Amylase-Pancreatic

Acid Phosphatase (ACP)

Alanine Aminotransferase (ALT/GPT)
Albumin

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

Bilirubin (total and direct)

Bilirubin (total)

Calcium — Arsenazo

Calcium — MTB

Cholesterol

Cholesterol HDL

Cholesterol HDL direct

Cholesterol HDL Precipitating reagent
Cholesterol LDL direct

Cholesterol LDL Precipitating reagent
Cholinesterase (CHE)

Citrate

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

Fructosamine

Fructose
g-Glutamyltransferase (g-GT)
Glucose

Iron — Chromazurol

Iron — Ferrozine

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

Magnesium

Phosphorus

Protein (total)

Protein (urine)

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

Uric Acid

CLINICAL CHEMISTRY — TURBIDIMETRY::

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

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

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

Rheumatoid Factors (RF)
Transferrin

CLINICAL CHEMISTRY — MICROCOLUMN

CHROMATOGRAPHY:

17-Hydroxycorticosteroids

17-Ketosteroids

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

5-Hydroxyindoleacetic acid (5-HIAA)

Hemoglobin A1C
Hemoglobin A2
Metanephrines
Vanilmandelic Acid

Page 1 of 5



CLINICAL CHEMISTRY — STANDARDS and CALIBRATORS:

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

Bilirubin Standard

Biochemistry Calibrator

Biochemistry Calibrator (Human)

Cholesterol HDL/LDL Calibrator

CRP/CRP-hs Standard

Ferritin Standard

Hemoglobin A1C-Turbi (HbA1C-Turbi)
Standard

Prealbumin Standard

Protein Calibrators

Protein (urine) Standard

Rheumatoid Factors (RF) Standard

CLINICAL CHEMISTRY - INSTRUMENTS:

A15
A25

BA400
BTS-350

CLINICAL CHEMISTRY — BIOCHEMISTRY — REAGENTS

AUTOMATED SYSTEMS:

a-Amylase-Direct

a-Amylase-Pancreatic

Adenosine Deaminase (ADA)

Alanine Aminotransferase (ALT/GPT)

Albumin

Alkaline Phosphatase (ALP)-AMP

Alkaline Phosphatase (ALP)-DEA

Aspartate Aminotransferase
(AST/GOT)

Bilirubin (direct)

Bilirubin (total)

Calcium-Arsenazo

Cholesterol

Cholesterol HDL direct

Cholesterol LDL direct

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

Iron Ferrozine

Lactate dehydrogenase (LDH)
Lipase

Magnesium

Phosphorus

Protein (total)

Protein (urine)

Triglycerides

Urea/BUN UV

Uric acid
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CLINICAL CHEMISTRY — TURBIDIMETRY — REAGENTS

AUTOMATED SYSTEMS:

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

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

Ferritin

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

Rheumatoid Factors (RF)

Transferrin

CLINICAL CHEMISTRY — INTERNAL QUALITY CONTROL.:

ADA Controls

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

CK-MB Control Serum

Control Urine

Fertility Biochemistry Control
Hemoglobin A1C Control (Elevated)

Hemoglobin A1C Control (Normal)
Hemoglobin A2 Control

Lipid Control Serum |

Lipid Control Serum Il

Protein Control Serum |

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

AUTOIMMUNITY - IFA (IMMUNOFLUORESCENCE):

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

Anti-Thyroid Antibodies (ATA)

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

Autoantibodies MsK/MsS (AA-
MsK/MsS)

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

Autoantibodies RK/RS (AA-RK/RS)

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

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

Glomerular Basement Membrane
Antibodies (GBMA)

Page 3 of 5



AUTOIMMUNITY — ELISA:

ANA Screening

Anti-Annexin V IgG/IgM (ANX)

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

Anti-Cardiolipin Antibodies (ACA-
lgG/Ig)

Anti-Centromere B Antibodies (CENP-
B)

Anti-Citrullinated Protein Antibodies
(ACPA)

Anti-Deamidated Gliadin Peptides IgA
(DGP IgA)

Anti-Deamidated Gliadin Peptides IgG
(DGP IgG)

Anti-dsDNA Antibodies

Anti-GBM Antibodies - EIA (GBM)

Anti-Gliadin Antibodies (AGA-IgG/IgA)

Anti-Histones Antibodies (HIST)

Anti-Insulin Antibodies (INS)

Anti-Jo1 Antibodies

Anti-M2 Antibodies (M2)

Anti-MPO Antibodies

Anti-Nucleosome Antibodies (NCL)

Anti-Phospholipid IgG/IgM (APLA)

Anti-PR3 Antibodies

Anti-Ribosomal P Antibodies (Rib P)

Anti-Scl70 Antibodies

Anti-Sm Antibodies

Anti-Sm/RNP Antibodies

Anti-SSA (Ro) Antibodies

Anti-SSB (La) Antibodies

Anti-Thyroglobulin Antibodies (Anti-Tg)

Anti-Thyroid Peroxidase Antibodies
(Anti-TPO)

Anti-tTransglutaminase IgA Antibodies
(Anti- tTG IgA)

Anti-tTransglutaminase IgG Antibodies
(Anti- tTG IgG)

ASCA-IgG/IgA (ASCA)

ENA 4-Profile

ENA 6-Screening

AUTOINMUNIDAD - INSTRUMENTOS:
AUTOIMMUNITY - INSTRUMENTS:

iPRO

Page 4 of 5



RAPID TESTS — LATEX AGGLUTINATION:

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

Rheumatoid factors (RF) - Slide

INFECTIOUS IMMUNOLOGY — SYPHILIS:

RPR-Carbon

TPHA

INFECTIOUS IMMUNOLOGY - FEBRILE ANTIGENS:

Febrile Serodiagnostics Multiscreening
Febrile Serodiagnostics Salmonella
Brucella abortus

Brucella abortus, Rose Bengal
Proteus Ox19

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

Salmonella typhi O

Brucella Positive Control

Proteus Positive Control
Salmonella Positive Control
Serology Negative Control
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10/201 408 E A4 ® TUV, TUEV and TUV are registered tradernarks. Utilisation and application requires prior approval

Certificate

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

Certificate Holder: BIOSYSTEMS S.A.
Costa Brava, 30
08030 Barcelona
Spain

(including the locations according to annex)

Scope: 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.

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

2017-12-14

[
TOV RheintandCert GmbH
Am Grauen Stein - 51105 KaIn

www.tuv.com

A TUVRheinland®

(( DAKKS Precisely Right.

Deutsche
Akkreditierungsstelle
D-ZM-16031-01-00




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

10/201 408EA4 @

Annex to certificate

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

No. Location Scope

/01 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 Rheinland Cert GmbH
Am Grauen Stein - 51105 Kéln

Page 1 of 1

www.tuv.com A TUVRheinIand®

Precisely Right.



Certificate

The

Certification Body of

TUV Rheinland LGA Products GmbH

hereby certifies that the organization

BIOSYSTEMS S.A.
Costa Brava 30
08030 Barcelona

Spain

N ®
TUVRheinland

has established and applies a quality management system for medical devices

for the following scope:

Design and development, manufacture, distribution and
servicing of instruments and reagents for

clinical diagnostic

(see attachment for sites included)

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

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

Effective Date:
Certificate Registration No.:
An audit was performed. Report No.:

This Certificate is valid until:

{ DAKKS
% Deutsche

Akkreditierungsstelle
D-ZM-14169-01-02

Date 2017-11-28

2017-11-28
SX 60124804 0001
28300434 002

2019-12-12

Certification Body

TUV Rheinland LGA Products GmbH - Tillystrae 2 - 90431 Niirnberg

Tel.: +49 221 806-1371 Fax: +49 221 806-3935

e-mail cert-validity @de.tuv.com http://www.tuv.com/safety

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




TUV Rheinland

LGA Products GmbH
TillystraBe 2, 90431 Nurnberg

Attachment to

Certificate

Registration No.: SX 60124804 0001
Report No.: 28300434 002

Organization: BIOSYSTEMS S.A.
Costa Brava 30
08030 Barcelona
Spain

Scope: Site included:
Poligono Industrial "Can Tapioles"
Naves 7, 12 y 13
08110 Montcada i Reixac (Barcelona)
Spain

Scope:

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

Certification Body

({ pAKKs

Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2017-11-28

. ®
TUVRheinland

1/1, Rev. 0

10/020d 0408 @ TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.




| POLSKIE CENTRUM BADAN I CERTYFIKACJI S.A.

POLISH CENTRE FOR TESTING AND CERTIFICATION

oo
FACTORY HEAD OFFICE
ITOB 10031 Sk. No:15 Menderes — lzmir / TURKEY Sasali Merkez Mah. Doga Dostlan Sitesi 131. Sok. No:2/5 Cigli - lzmir
8040
et A QT 3

www.turklab.com.tr Tel: +90 232 376 80 81 Fax: +90 232

21.08.2016
Izmir / Turkey

EC CERTIFICATE No. 1434-IVDD-56/2016

DECLARATION FOR THE ISSUANCE OF QUALITY CERTIFICATES EC Design-Examination IZ

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

To Whom It May Concern,
PCBC certifies that the design documentation relating to in vitro diagnostic medical

§ ) Sl

’: I] device, List A: I 1}
According to TVD 98/79/EC directive, ' el =

,; 31 HBsAg Test =t
FOR ANNEX II LIST A which includes HIV, Hepatitis B and Hepatitis C tests; the Notified Body =1 Brands: Info®, Toyo®, Rapidan Tester®, Labmen® i
must verify that the product meets the Common Technical Specification (CTS) and must release each ikt Jle
batch of product before it is placed on the European market. The batch release often requires testing. manufactured by: Hindd

These have EC Design Examination certificates by the notified body. TURKLAB Tibbi Mal. San. Tic. A S
ibbi Mal. San. Tic. A.S.

ITOB 10031 Sokak No: 15 Tekeli Menderes
Izmir, Turkey

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.

For the above mentioned reason, we hereby declare that we provide CE Certificate for only the
Hepatitis B, Hepatitis C and HIV tests for Professional use. For the group of other Professional tests;
it is enough to present a self-Declaration of Conformity to the EU standards.

was examined by PCBC according to Annex IV p. 4 Directive 98/79/EC
(with subsequent amendments) transposed into the Polish law and comply with the
essential requirements of the Directive.

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

Date of certificate issue: 2016-08-29
Date of first certificate issue: 2008-08-29

TURKLAB TIBBI MALZEMELER SAN TiC A.S

5 S / izmin
STLARESI,

Anna Wyroba
Vice President,of PCBC

PCBC Notified 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




] V'S IEDVIIAALIED I NVAVE NAINAD ADISTOd

e 9107/91-0N "ON weRu0)
910z/€y "ON uoneolddy

1234} w u

MESIEM 669-20~"1d 1S BIPNQOY ‘VET
Apog paynoN D€0d

DEDd JO JUSPISALJ OIA

a._e..&ﬂ euuy

67-80-8007 :9NSS1 STEOLIIG0 1811 JO 218
62-80-9T07 :SUSSI ALOIINIS JO BT
87-80-610T ©} 6Z-80-9T0T WOIJ PIEA ST 8)EOLILIA0 SIYT

*9ATORII(] SY) JO SjuSWAIINbaI [BNjUIsSD
oy yum A1dwioo pue me] ystjod ay) ojul pasodsuer) (SJUSWpPUSWE Juanbasqns yIm)
DH/6L/86 2A10M + *d Al Xouuy 01 uIPI029E DI A9 POUTUIEXS SEM

AayanJ, ‘armzy
SIIPWIAL IIPYIL ST -ON H&YO§ T€001 HO.LI
*S§'V 1L ‘ues ‘(e IqqLL GV DRINL

:Aq pamorynuEUl
@muqe] ‘@19)sa 1, uepidey] ‘@oLo [, ‘@oJu] :spuelg
IS8 L ADH-YUY
1V ISI7 ‘091A5p
[Borpaw onsouserp onrA ul 0 Sunejal uopeusWINOOp USISIP ) JeY) SO DD
SIJNAJP [EIIPIW IN)SOUSBIP OIYIA UL HO )H/6L/8E P2ATINIIQ

uoneuiwexg-usiseq@ DA

IMOT/TS-AAAI-PEYT "ON ALVOIALLIAD DH

NOILVOIALI¥HD ANV ONILLSAL JOJ TALNED HSI'TOd ]

L EnRon 910Z/8 -0 "ON 1venuo) =
910¢/Sy "ON uoneonddy f 1

14341 W U

MESIEM 669-20~"Td 1S BIONqO[Y ‘VET
Apog paynoN Dg0d

DHDd JQ JUSpISAI] 20IA
BqoJLM BUTY
~OoS)

67-80-800T :0NSS] IO 1511 JO SrR(T
62-80-910 :9nS51 31030 JO Ae(T
87-80-610T O} 6T-80-9107 WOy PIEA ST 3EOLII00 SIYL

"3A0QE 31 JO 2oUapIA3 papisoid sey JgDd Aq IO PaLLIes WwsAS soueInsse
Anpenb oy} Jo 1pne oy |, *me| ysijod 2y} ojur pasodsues (sjustupuswe Jusnbasqns yim)
DH/6L/86 AN 9 “f "[9XD A] Xuuy Jo sjuswannbai oy Pim sorjdwod

@uaurqer] ‘@191 L, uepidey ‘@ofo], ‘@oJuy :spueag
191, 3ysdH

VIl
‘S30IASP [IIPAUI OUSOUSEIP OINIA UL JO UoNoadsul [eul pue sImjoggnueus ‘uSisap oy Jof

Aayun [, “ararzy
SOPUIIAL IR, ST 0N He¥OS 1€00T HOLI _
*§'V 1L "ues e 19qIL GV DRIQL 1]

:Aredwios U1 wagsAs sousinsse Ajrenb sogIeo DEDJ

$301A3P [EIPIW IYSOUSEIP OIA UT WO YF/GL/S6 AN

u)sAg auwInssy Lend) mg )
ITOT/LS-AAAI¥EYT 'ON HALVOIALLAAD DA % 1

\ % p
: VOfOA%

NOLLVOIAILATD ANV ONILLSHL 4O TILNID HSI'TOd

| v's IFOVIITIALIAD I NVAVE WNHINTD ADISTOd



9TOT/LI-IA "ON 1oenjuog)
910T/bt "oN uonwoyddy

134! W U

9H 3[apoy

MESIEM 669-20~'Td “1S BJonqoy ‘VET
Apog paynoN Dg0d

DEDd Jo Jusplsald 39IA

) 6Z-80-8007 :aNSS] S1EOLILI00 I35 JO 31
6Z-80-9T0 :onSS1 31BOL1190 JO 3pe(]
8780610 ©) 67-80-9T0T WX PI[BA ST S/EOINISO SHL

*9ANI9RII(] 313 JO SpuoWRINDAI [eNUsSd
oy i A[dwiod pue me[ Ysiod oY1 oyul pasodsuen (sjustupuswue jusnbasqns ym)
[ i DH/6L/86 2AN%3n( ¢ "d AT Xouuy 0] SuIpI1029E DD Aq poUIIExa sem ]

Aavang, “rmuzy =
] SAIIPUSIA] I[AYIL, ST :ON HeN0S 1€00T O.LI .
Irall "$°V LI “ues Ty IqqLL GV DRIAL

:Aq paImorynuETI

: = @uamqe] ‘@19, uepidey ‘@oLo], ‘@oyuf :spueig
=1 1931, sgH-UV

1V IS “901Ap
[eotpawu onsouSerp onia ur o) Sune[s1 uoneISWNOOP USISAP Y} 18y} SN JHEDd
SIDIAIP [RIPIW IN)SOUTBIP 01)IA Ul UODF/6L/86 IANIIIQ

uoneuImexy-usdisaq DA

INOT/YS-AdAAI-¥EYT "ON ALVOIALLAAD OH

NOILVOIIILEAD ANV DNILSHL ¥Od H.INHD HST10d

[ v'S IFDVIIIALIAD I NVAVE WNRLINAD ADIS10d |2

LH SInpopy 9107/91-Q "ON 108100 i

910Z/cy "ON uonedt[ddy

3 g

DE0d JO puapIsal 39IA &1l
BqoIfp BUUY ,

MESIEM 669-70-1d “BS BAONQO[Y “VET
Apogd paynoN Dg0d

67-80-800T :3nSS] 1LY 1S3 Jo e
62-80-910 :90SS} SO0 JO aje(]
87-80-610T ©1 67-80-9T0T WO PI[eA SI JEOIILIAO SIY

*9A0qe 3y JO 25UIPIAS papiAoid sey DD AG N0 PAILIED WIISAS dourInsse
Aypenb aup Jo 3ipne oy, *me[ ystjod 3y ojul pasodsuen (sjustupusiue juanbasqns ypm)
DA/6L/86 AN 9 ¥ *d [oxa A Xsuuy Jo sjuswaambaz syl P sorpdwios

@uauIqer] ‘@199 ], uepidey] ‘@oLo], ‘@ojuf :spuetg
/L ADHDUY

VBT
‘S301ASp [BOIpaW O1SOUSLIP OXYIA UI JO UOROSdSU [eUl pue srmoepnuew ‘uSisap o J0f

Aan ], “armzy
SIIPUIIAl TP ST :ON YOS 1€00T HOLI
"§V 1L "teg TEJA IqQLL SV DRINL

:Auedwos w1 waysAs soueansse Ajrenb sogniso HGHJ

$301ASP [EIIPIUI JYSOUSEIP OANA UT UO YT/6L/86 FANIUI

wR)sAS aouemssy ANfend g
9107/€S-AAAI-¥EFT "ON HLVOIALLIAD DA

NOILVOLILLIAD ANV ONILLSHL YO TALNID HSI10d ]

| V'S ICOVIIAALEAD 1 NVAVd NNYLNAD HISTOd



SHAUPON 9107/6 -0 "ON JoE[UOD
910Z/9¢ 'ON uoneoyddy
MESIEM 669-20~Td “NS BYONQOD VET 1234 W U

Apog peynoN Dg0d

DEDd JQ WUSPISAI 9IA
vqoJip euuy

67-80-800 :ONSST 91€IL1IR0 I811f JO SeT
67-80-910T :9NSS1 3LOPIM30 JO oje(
87-80-6107 ©) 67-80-9T0T WOL PI[EA SI 9JEOIIIA0 ST,

"9AN2311(] Y2 JO syuswasinbar fenussss
oy yum A1duwios pue me| ysijod 243 ojul pasodsuen (siuswpusure jusnbesqns ypim)
DH/6L/86 dAn0au  *d AT Xouuy 0} SuIpI0soe HE)J 4q PoUTIEXD SEM

Ayan I, ‘arwzy
SIIPWIIAl 193 ST *ON Heyo§ 1€00T 4O.LI
"$'V 1L ues el 14qIL GV TANL

:Aq parnmojnuew

@uamqe] ‘@159, uepidey ‘@oLo], ‘@ojuy spueig
ISOL T/T ATH - Uy

1V ISIT “901A0p
[eatpaw ssouSelp onlA Ul 0) SUNE[SI UOHEIUSLUNIOP USISIP SYi Jey) SAFIISD DFDd
SIJIAIP [BIPIW d)SOUSLIP 0IYIA UI WO JH/6L/86 FANIII(

uonemImexy-usisa@ DA

IN0T/8SAAAI-¥EYI "ON HLVIIALLIAD DA

LH 3[npoy 910T/L1-AN "ON 19enuo)
910T/py ON uonsoiddy
MESTEA 669-20~Td “NS BHONGOTY “VET 34! W U

Apog paynoN DEDd

DEDd JO JuopIsalg 01
BQOIfp\ BUUY

62-80-800C -2NsS S7eoyIIsg ISIYY JO e
6T-80-9 TOT :anSSt e0LILI0 JO ofe(]
8780610 0} 67-80-910T WOY PI[EA S ]8I0 SIY],

*3A0GE 3]} JO 20uSpIAd papiaoad sey DD Aq N0 PaLITed WANSAS ouRINSSE
Ayyenb a1y Jo 1pne oy 1, *me| ystjod St oyl pasodsuen (sjustupuoure jusnbasqns yim)
DH/6L/36 2AIRRN( 9 “p d [oxd AT Xouuy Jo sjususelinbox oy Y safjdwod

@uouIqe] ‘@IsIL, uepidey ‘@040, ‘@oyu] :spueig
191, SEH-HUV

VT
530143 [E3[paLl OSOUSEIp ONIA U JO uoroadsul feuy pue sxnognuew ‘uSisop ot 1o

A, rorzy
SOIIPUSIAL 19YRY, ST :ON HeN0S [€00T HOLI
"V IL ‘ueg e 19qIL GV DRIQL

:Auedwos ur weysAs soueansse Anjenb sagniso DI

$301A9P [EJIPAL JYSOUSEIP OYA W UO DF/6L/86 SANINMI

UK)SAS duURINSSy Aypend) g
9107/SS-AUAI-¥EVL "ON HALVOIALLIAAD DA

=]

el e el e e e e e e e e el e e e e e e e e e e Tl e IR
A R R R R R R e e R R R R R R R R R Rl e R R Rl R e e e e

=

NOLLVOIALIED ANV ONILSAL JOd FALNHD HSTTOd

V'S IFOVIIIALIAD INVAVE WOHINTD ADISTOd

NOILVOHILYHD ANV ONILSAL ¥0d HALNAD HSTTOd

B V'S IfOVIAALAAD I NVAVH WOTINTD HDIST0d |

BRI Rl Rl Rl el el e el e e e e R R R R R R R R R R R R R Rl Rl el e E R



LH S[0poy 910T/61-TN "ON wenuoy

e wwww\ﬂm\wwn—vwzﬂw_ﬂ_“w”wmw 9107/9¢ "ON uonearddy
MESIEM 669-20~Td “HS PIONGOTY “VET 12341 W U MESTEM 669-70Td “TIS BIONGO[Y ‘VET 12341 W U
Apog paynoN D€0d Apog paynioN DEDd
([ O€Dd JO JuUapIsald WIA

29Dd Jopuspisaig 301
QoL vuuy

aac‘ﬁ? vuuy

67-80-8007 :3NSSI 9RO IS JO 1B
6Z-80-910 :2nSs! 3}edL1I JO 38T
87-80-6107 ©) 67-80-9T07 WOY PI[eA ST 21010 SIY],

62-80-800T :9NSSI 3JLOLIISI ISIY JO jB(]
67-80-9T0T :onss} 3JedLf1Ia0 JO ajeq
87-80-610T 0} 6T-80-9T0T WX PI[eA §1 31O SIY T,

i RIR R R R RRIRIRIR R

B R R R R R R R R R R R R R R R R R R R

*3A0qE AU} JO 3UIPIAS papiaoid sey DGO Aq IO PaLLIEd WSAS doULINSSE
Aurenb 51 yo upne sy, “me| ysijod sy ojul pasodsuer; (sjuswpusiue Jusnbasqns yim)
DH/6L/86 9A11I(J 9 “p *d ‘[oXa A Xouuy Jo sjuswrannbar oy yim sardwos

*9AT9QII(] 913 JO SUSALNDAI [BIIUISSS
a1 yua A1dwos pue mej ysijod 3y} oy pasodsuen (sjuowpuswue jusnbasqns yia)
Dd/6L/86 2an0a11(1 9 *d I xauuy 03 Sutp10ase I £Qq paUTEXS sem

Aavan , ‘armzy
SIIOPUIIAl 1[PHRL, ST :ON HBHOS T€£00T OLI
"$°V L "ues Te 19qLL GV DAL

@uaumqe| ‘@I191s9 L, ueprdey ‘@oLo], ‘@oju] spueig
ISOL TUT AIH - Buy

RAS

14q pasmogjnuew S90[ASP [ea1patU oUSOUSEIP OIIA Ul JO Uondadsur [euly pue aamjoppnuew ‘uSisap Sy 1o}

@uuqe ‘@peduo) uepidey ‘@199,
uepidey ‘@oLo], ‘@oyu] ‘@eumdQ uepidey ‘@eaoN uepidey :spueig
159, Loueudaag oDy

e

Aany, “anuzy
SAIIPUIIA] IPYIL ST :ON Heq0S 1€001 HO.LI
"V 9L, ueS eIl I4LL IV TUNL

:Auedwod ur wiasAs souensse Ajpenb sagnuso gDd

:8uns9)-J13s JoJ 991A9p
[eoIpaur di3soudeIp OXIA U 0} SUR[SI UOHERIUSWNSOP USISP oY) JeY) SN0 DEDJ

SII1AIP [BIIPIW IISOUSBIP OINA UL U0 YT/6L/86 FANIIIQ SIIIAIP EIIPAW IYSOUSEIP OL)IA UL U0 DH/6L/86 FANRIIQ
UR)SAS JdueInssy Aiend) (g
9107/6S-AAAI-vEYI "ON HLVOIALLATD D4

uonyeunmexg-ussaq DA

ILOT/IS-AAAI-¥EFT "ON HLVOIALLIAD DA

=
m_
o

-

B vsir IVIAALAHD I NVAVE WANLNAD ANMS10d | |

NOLLYOLILLYED
NOLLVOIALINE) ANV ONLLSAL ¥Od SLLNAD HSII0d LIMED ANY ONILSAL ¥Od HYLNED HSI10d

=HVS ICOVIIIALTED I NVAVE WAYLNAD ADISTOd



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

PARTNER OF
R ———— TR
v

Anna W’yrob%, M.Sc.
Vice President

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

P STERATKNG CRFTF AT TR

AC 019
QaMs



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



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 fespected by the Organization.

This certificate is valid:

from 24.08.2018 to 21.12.2020

PARTNER OF
rT———

Anna Wyroba, M.Sc.
Vice Presjdent

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

AC 019
QMs



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
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