ORDIN DE PLATA NR.: 664 TIP.DOC. 1
DATA EMITERII:25 martie 2021

PLATITI: 3600-00 LEI: Trei Mii Sase Sute lei 00 bani
PLATITOR: (R) "BIOSISTEM CONTUL DE PLATI/CODUL IBAN
MLD™ S.R.L. MDO5ML0O00000002251429243

CODUL FISCAL :1010600028048 7/

PRESTATORUL PLATITOR CODUL BANCII:
BC""Moldindconbank"S.A. suc."Invest" Chisinau -MOLDMD2X329:
BENEFICIAR (R)I_.M_S_P SCM CONTUL DE PLATI/CODUL IBAN
Gheorghe Paladi MD69VI1000002251711136MDL

CODUL FISCAL :1003600152673 /

PRESTATORUL BENEFICIAR CODUL BANCII
B.C."VICTORIABANK"S.A. :VICBMD2X

DESTINATIA PLATII:“Pentru garantia pentr: TIPUL TRANSFERULUI
u oferta la licitatia publica nr.2103650: NORMAL/URGENT :N
9 din 30.03.2021

L.S.

CODUL TRANZACTIEI:001
DATA PRIMIRIN:25/03/2021
DATA EXECUTARII:

SEMNATURILE
EMITENTULUI

CONDUCATOR:Web Poiata Vitalie
MIIGYwYJKoZ 1 hveNAQcCol IGVDCCBIACAQEXCzAJBgUrDgMCGgUAMASGCSqGSIb:

DQEHAaCCBGwwggRoM I IDUKADAgGECANNHAACjb i 1rgFksQOG4AAAAAKNUMAOGCSq:
S1b3DQEBCWUAMC I x IDAeBgNVBAMTFONFUIQXLUNBLU1VbGRpbmRjb251 YW5rMB4 :

DT IXMDEyODExMzgwNVoXDT I OMDEyODEXNDgwNVowgZ8xCzAJBgNVBAYTAKI1EMRA :
gYDVQQ I EwdNb2xkb3ZhMREWDWYDVQQHEwWhDaG 1 zaW5hd TEWMBQGALUEChMNQmI

(semnatura electronica)
CONTABIL-SEF:Web Nasedchin Alexandr
M1 1GZwYJKoZ lhveNAQcCo I 1GWDCCB IQCAQEXCzAJBgUrDgMCGgUAMASGCSGS Ib3:
DQEHAaCCBHAwggRsM I 1DVKADAgECAhNHAAC j cahRKgbJeg8QAAAAAKNXMAOGCSQG:
S1b3DQEBCWUAMC I x IDAeBgNVBAMTFONFUIQXLUNBLU1vbGRpbmRjb251 YW5rMB4X:
DT IXMDEyODExMzkxOFoXDT I OMDEyODEXNDkxOFowgaMxCzAJBgNVBAYTAK1EMRAwW:
YDVQQ I EwdNb2xkb3ZhMREWDWYDVQQHEWhDaG I zaW5hd TEWMBQGALUEChMNQm v

L.S. (semnatura electronica)
CONDUCATOR:

(semnatura manuala)
CONTABIL-SEF:

(semnatura manuala)
SEMNATURA PRESTATORUL L.S.

MOTIVUL REFUZULUI [ngmhyﬁgmdbmeMavnmm
___________________________________________ Date2021:0326 1571353 EET

Reason: MoldSign Signature
Location: Moldova




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

v g ";, L= = o P =
—— g — AR gl e
= d‘“ ) D @ ‘
NP >\



,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 prezentarii 21.05.2020 10:13:29

[ Perioada de gestiune

Indicatori Codrd
SITUATIILE FINANCIARE | precedenta curenta |
Anexe Ia SNC [ 1 | 2 | 3 [ 4 |
“Prezentarea situatiilor
orabat de Ministerul Finantelor
al Republicil Moldova Alte cheltuieli din activitatea operationala 070 [384100
2019 pentru perioada 01.01.2019 - 31.12.2019 de lichidare Rezultatul din activitatea operationala: profi (pierdere) (rd.030 + 080 |106s3300
BIROUL NATIONAL DE STATISTICA rd.040 - rd.050 - rd.060 - rd.070)
Entitate: BIOSISTEM ML Rezultaul dinalte actvitai: proft (lerdere) 0% (10777
Sediul: SEC‘QS‘S—LNSCAN‘ SIR ADSCARA N 16811067 Profit (pierdere) pina I impozitare (rd.080 + rd.090) 100 |10664171
Raionul(municipiul):106, DOF RISCAN! Cheltuieli privind impozitul pe venit 110 1291160 1178993
Satul(comunai . 5
O ML STRALBISOARA NALLS BL1 OF.7 Profit net (pierdere neta) al perioadei de gestiune (rd.100 - rd.110) 120 |9373011 8902416
Cod postal2001
150, SEC.RISCANI SITUATIA MODIFICARILOR CAPITALULUI PROPRIU
Activitatea Comert cu ridicata al produselor de la pina 1o
Forma proprictate:16, Proprietate colectiva Anexa 3
Forma organizatorico-juridica: i 5 . .
Nr. ndicator Codrd | _Soldainceputul Majorari Sold la sfirsitul perioadei
dio perioadei de gestiune n de gestiune
: 1 2 3 4 5 6 7
Numele si coordonatele al contabilului-sefNasedchin Alexandr - ST
Telefon: +37322808719 Capital social si suplimentar
Numarul mediu scriptic al personalului in perioada precedent: § persoane.
(Capital social 010
Unitatea de masura: leu (Capital suplimentar 020
1 |Capital nevarsat 03 [0 0 0 0
. R P - . < < (Capital istrat 040
Nota informativa privind veniturile si cheltuielile clasificate dupa natura opltal nelnregistra
Anexa 8 (Capital retras 050 [0 0 0 U
. - Total capital social si suplimentar (rd.010 +
Indicatori Codrd Perioada de gestiune 10,020 + d.030 + 1d.040 + 10.050) 060
precedenta curenta
1 3 3 " Rezerve
Venituri din vinzari 010 (Capital de rezerva 070
Alte venitur din activitatea operationala 020 2 |rezerve statutare 080
Venituri din alte acti 030 Alte rezerve 090
Total venituri (rd.010 + rd.020 + rd.030) 040 Total reserve (rd.070 + rd.080 + rd.090) 100
[Vartatia stocurilor 050 Profit nerepartizat (pierdere neacoperita)
(Costul vinzarilor marfurilor vandute 060 h
Cheltuieli privind stocurile 070 Corecti ale rezuitatelo anior precedenti 110 X
Cheltuieli cu personalul privind remunerarea munci 080 Ezg:g:;f‘“"‘m (pierdere neacoperita) al anilor | 5
(Contributil de asigurari sociale de stat obligatori si prime de -
asigurare obligatorie de asistenta medicala 0% 3 [Profit net (plerdere neta) al perioadel de ge: 130 X
(Cheltuieli cu amortizarea si deprecierea activelor imobilizate 100 Profit utilizat al perioadei de gestiune 140 X
ot chomn 0 Rezultatul din tranzitia la noile reglementari 150
. contabile
Cheltuieli din alte activitati 120 Frotal profit nerepartizat (plerders
Total cheltuieli (rd.050 + d.060 + d.070 + rd.080 + rd.090 + 130 neacoperita) (rd.110 + rd.120 + rd.130 - rd.140 | 160
rd.100 + rd. 110 + rd.120) + d.150)
“rd. 4
Profit (pierdere) pina la impozitare (rd.040 - rd.130) 140 [Atte etemente de capital propriu, 70
Cheltuiell privind impozitul pe venit 150
Profit (pierdere) net al perioadei de gestiune (rd.140 - rd.150) 160 |4 [Diferente din reevaluare 71
Subventii entitatilor cu proprietate publica 172
Total capital propriu (rd.060 + 4,100 + rd.160 | o
+rd.170)
BILANTUL
la SITUATIA FLUXURILOR DE NUMERAR
Anexa 1 de lapina la
id I Anexa 4
Nr. cpt. ACTIV Cod rd. Sold la
Inceputul perioadel de gestiune Sfirsitul perioadei de gestiune Perioada de gestiune
Indicatori Cod rd
1 2 3 4 5 precedenta curenta
\Active imobilizate 1 2 3 4
moblizan necomorale 0 Tz lag7 Fluxuri de numerar din activitatea operationala
Imobilizari corporale in curs de executie 020 ’_ Incasari din vinzari 010
Terenuri 030 [ Plati pentru stocuri si servicii procurate 020
Mijloace fixe 040 |938614 2208503 Plati catre angajati si organe de asigurare sociala si medicala 030
Resurse minerale 050 Dobinzi platite 040
/Active biologice imobilizate 060 Plata impozitului pe venit 050
Investitii financiare pe termen lung in parti neafiliate 070 Alte incasari 060
Investitii financiare pe termen lung in parti afliate 080
Investiti imobiliare 090 ::‘e "'Ia"m o e tiomala (4010 070
uxul net de numerar atea operationala E
Creante pe termen lung 100 020 1030 16080 - 6050 + 14,060 - 14.070 ) 080
|Avansuri acordate pe termen lung 110 - -
fate active imobilizate 120 Fluxuri de numerar din activitatea de investi
Total active imobilizate(rd.010 + rd.020 + rd.030 + Incasari din vinzarea activelor imobilizate 090
£d.040 + rd.050 + rd.060 + rd.070 + rd.080 + rd.090 + 130|995l 2209080 Pratl aferente Intrarlor de active Imobilizate 100
1d.100 + rd.110 + rd.120) :
Dobinzi incasate 110
Active circulante Dividende incasate 120
Materiale 140 6209 Alte incasar (plati) 130
Sold la ) Perioada de gestiune
Nr. cpt. ACTIV Cod rd - - - - Indicatori Cod rd
Inceputul perioadel de gestiune Sfirsitul perioadei de gestiune precedenta curenta
1 2 3 4 5 1 2 3 4
|Active biologice circulante 150 Fluxul net de numerar din activita 140
Obiecte de mica valoare si scurta durata 160 51520 47842 rd 100 + rd.110 + rd.120 + rd. 13“'
Productia in curs de executie si produse 170 Fluxuri de numerar din activitatea financiara
Marfuri 180 4800095 5710647 \ncasari sub forma de credite si imprumuturi 150
Creante comerciale 150 (5526804 433772 Plati aferente rambursarii creditelor si 160
Creante ale partilor afiliate 200 Dividands platite 70
|Avansuri acordate curente 210 |2496545 1647170
2 Incasari din operatiuni de capital 180
(Creante ale bugetului 220 ednd 166486 Alte incasar (plati) 190
(Creante ale personalulul 230 Fluxul net de numerar din activitatea financiara (rd.150 - 200
Alte creante curente 240 | rd.160 - rd.170 + rd.180 + rd.190)
Numerar in casierie si la conturi curente 250 |a066228 8911899 Fluxul net de numerar total (= rd.080 + d.140  d.200) 210
/Alte elemente de numerar 260 Diferente de curs valutar favorabile 220
Investitil financiare curente in parti neafiliate 270 Sold de numerar la inceputul perioadei de gestiune 230
Investitii financiare curente in parti afiiate 280 Sold de numerar la sfirsitul perioadei de gestiune (= d 210 20
Alte active circulante 20 3712 742 +1d.220 + rd.230)
Total active circulante (rd.140 + rd. 150 + rd. 160 + Dat !
rd.170 + rd. 180 + d.190 + rd.200 + rd.210 + rd.220 + ate generale
1d.230 + rd. 240 + rd.250 + rd.260 + rd. 270 + rd.280 + 300 21983205 20828724 Anexa 6
rd.290)
Fotal active (rd.130 % 14.300] 10 |zzozzsss 23037804 1. Certificat de inregistrare a entitati, eliberat de Camera Inregistrarii de Stat.
otal active (r 1d.300) 2202206 23037604 Numar de inregistrare Data inregistrarii Seria Numar
Capital propriu 2. Captal socal inregistrat de Camera nregstrar de St
Capital social si suplimentar 320 |5400 5400
Rezerve ) 2) cota detinatorior a cl putin 20% ncrease i
] Modificari ulterioare:
Corecti ale rezultatelor anilor precedenti 340 x 2" sumale, s ot st o,
Profit nerepartizat (pierdere neacoperita) al anilor alei, inclusiv cota statului lei.
3 |precedenti S s [12119049 3. Entitaie, actvitotes corora necesita icenta, indica:
Profit net (pierdere neta) al perioadei de gestiune 360 X 8902416 Licenta in vigoare:
Profit utilizat al perioadei de gestiune 370 x ‘gra NumarDataTTermen del o oo activatglOrgant core a liberat
/Alte elemente de capital propriu 380 ‘ ; ‘ i i i ‘ |
Total capital propriu (4320 + 16330 + 1300 £ 19330 300 gjany 1020805
4 ptc ol personaluli n perioada de gestune & erscane, inclusiv pe categor
Datorii pe termen lung 1) personal administrativ 6 persoane,
2) muncitori persoane.
Credite bancare pe termen lung 400 5. Numarul personalului la 31 decembrie 2019 6 persoane.
i pe termen lung w0 6. Remunerarea personalulu entitati n perioada de gestiune 326523 e
4 7. Remunerarea membrilor organelor de de conducere si sialte aparute sau asumate in legatura cu pensiile membrilor
Datorii pe termen lung privind leasingul financiar 420 actuali sau ale fostilor membri ai acestor organe, pe categorii i
\Alte datorii pe termen lung 430 8. Avansurile si creditele acordate membrilor organelor specificate la pct.7 lei, inclusiv rambursate lei.
Frotal datorii pe termen lung (rd.400 + rd.410 + o 9. Valoarea activelor imobilizate si circulante, inregistrate in calitate de gaj
420 + 1d.430) 1) valoarea de gaj i,
2) valoarea contabila lei.
Datorii curente 10. Numarul actiunilor ordinare la finele perioadei de gestiune unitati.
11 Profit net (pierdere neta) a perioadei de gestiune pentru o actiune ordinara
Credite bancare pe termen scurt 450 Droft e,
Imprumuturi pe termen scurt 460 B DZ)dw u ‘ | N . N " " i "
ividen eca (culate pentru o actiune ordinara pentru perioada de gestiune:
Datoril comerciale 470 [38e3510 1331028 N patie il pentr o
Datorii fata de partile afiliate 480 2) planificate pentru plata lei.
[Avansar primite carente 200 135390 59545 13. Valuta straina disponibila, recalculata in moneda nationala a Republici Moldova - total lei,
= inclusiv (Iei, denumirea si codul valutei):
Datorii fata de personal 500 152408 2013 -
s Datoril privind asigurarile sociale si medicale 510 Nr. Ord. lei denumirea lvontei
" |Datorii fata de buget 520 |492060 434500 | i
\Venituri anticipate curente 530
Datorii fata de proprietari 540 14. Numerar legat - total lei
Finantar! si Incasart cu destinatis speciala curents 550 Inindurile, in care se inscriu sumele e gai, in toate coloanele prin fractie se reflecta:
a) la numarator - valoarea de gaj;
Provizioane curente 560 b) la numitor - valoarea contabila
/Alte datorii curente 570 |71304
Total datorii curente (1d.450 + rd.460 + rd.470 +
10,480 + 1490 + 1d.500 + 1d.510 + 1d.520 + rd.530 + 580 la734677 Anexa 9
rd.540 + rd.550 + rd.560 + rd.570) NOTA INFORMATIVA
Total pasive (rd.390 + rd.440 + rd.580) 590 |22022056 3037804 . o A -
122922956 \— privind relatiile cu nerezidentii
Tabelul 1
SITUATIA DE PROFIT SI PIERDERE N - n N
de la pina la Creante, investi anciare si datorii pe termen lung aferente fondatorilor nerezidenti
i i Anexa 2 et S p——" Modificari in perioada de gestiune I 1o sfrstul perioadei
icatort coara Perioada de gestiune o | perioadei de gestiune | intrari / majorari lesi Diferente de curs valutar de gestiune
precedenta curenta T S 3 4 5 . S
1 2 3 4
- Creante si investitil
Venituri din vinzari 010 127523075 127319617 e termen lung - 010
Costul vinzarilor 020 15709392 15672962 total
Profit brut (pierdere bruta) (rd.010 - rd.020) 030 [11813683 11646655 Creante comerciale,inclusivpe | o
Alte venituri din activitatea 040 28586 :
Cheltuiell de distribuire 050 |46862 16306
Cheltuieli administrative 060 729327 964136 1 [ 2] 3 4 5 6 7




[ 1 [ 2] 3 [ 4 [ 5 [ 5 [ 7 | . ] - - Tapelul 4
Avansuri acordate, inclusiv pe | 030 ‘ Creante, inves nanciare si datorii curente aferente ner ', CU p ilor
[tari: Sold la inceputul perioadei de I N N Sold la sfirsitul perioadei de
gestiune Modificari in perioada de gestiune gestiune
1 2 3 4 B 6 7 ndicator Cod ;d»/ La care Transferari La care
r Indicatori co termenul de Termenul active si datorii " termenul de Termenul
"'r‘lslrr“’g‘l‘:a";"nafj“’;“’s:j‘;rea"'E 00 tara | plata nu a sosit | expirat mai Total pe termen lung |lesiri / diminuari 'z':;’i’a“‘ﬁl‘;f plata nu a sosit | ~expirat mai
Inclusiv pe tont: sau este expirat| mult de un an in active si sau este expirat| mult de un an
P pina la un an datorii curente pina la un an
2 3 4 5 6 7 8 9 10
[ 1 [ 2] 3 [ 4 [ 5 [ 5 I 7 | Creante si inves
Alte creante si investitii 050 financiare cllreme - 010
financiare, inclusiv pe tari: total
1 2 3 a 5 6 7 L
Datorii pe termen lung - total | 060
Datorii comerciale, inclusiv pe 070 1 [ 2] 3 | 4 | 5 ] 6 I 7 I 8 I 9 | 10 |
Avansuri acordate, 030
inclusiv pe tari:
[ 1 [ 2] 3 [ 4 [ s [ 3 [ 7
|Avansuri primite, inclusiv pe tari:| 080 | | | | | 1 2 3 4 5 6 7 8 9 10
T T T T T T 1 Imprumuturi acordate si
creante privind leasingul | 040
1 2 3 4 5 6 7 financiar, inclusiv pe tari:
Credite bancare, imprumuturi
atorii privind leasingul financiar,| 090
i X 1 I 3 | 4 [ 5 | 6 I 7 [ 8 I 9 [ 0 |
inclusiv pe tari:
Depozite, inclusiv pe 050
tari:
1 [2 ] 3 [ 4 [ 5 [ 6 [ 7 | : : : : : : + + + : 1
Alte datori, inclusiv pe tari;| 100 | | | | | | 1 5 3 " 5 5 S A 5 o
4,020 + rd.030 + rd.040 + rd.050 Alte creante si investitii
1.070 + rd.080 + rd.090 + rd. 100 financiare, inclusiv pe | 060
col.3+col.4-col.5+col.6
A N 1 2 3 4 5 6 7 8 9 10
nexa
Datorii curente - total | 070
NOTA INFORMATIVA
O Ol A Datorii comerciale, 080
privind relatiile cu nerezidenti inclusiv pe tari:
Tabelul 2
Creante, investitii financiare si datorii pe termen lung aferente nerezi ilor, cu i T 1 [ 2] 3 T " T 5 I o T 7 I R T s T 10 I
fondatorilor Avansuri primite, mc/us;vl 000 | ‘ | ‘ | ‘ l ‘ ‘
ificari in peri pe tari:
dcatort co(duad./ Sold la inceputul Modificari in perioada de gestiune 1d Ia sfrsitul perioadei
tara | Perioadei de gestiune Intrari / majorari lesiri / diminuari | Diferente de curs valutar de gestiun
1 2 3 4 5 6 7 8 9 10
k] 2 3 4 s L ’ Credite bancare,
Creante si investif imprumuturi si datorii 100
financiare pe termen lung - 010 privind leasingul
[total financiar, inclusiv pe tari
g:.anle comerciale, inclusiv pe 020
- [ 1 [2] 5 T "« [ s [ e [ 7 [ &8 [ 5 [ w0 |
Alte datorii, inclusiv pe
: B —— ————— ] [ | \ | | | | \ | |
Avansuri acordate, inclusiv pe | 030 ‘ | ‘ ‘ | ‘
i Rd.010= d.020 + rd.030 + rd.040 + rd.050 + rd.060
Rd.070= rd.080 + rd.090 + rd.100 + rd.110
1 2 3 2 B B3 7 Col.(9+10) = col.(3+4) + col.5 - col.7 = col.8
Imprumuturi acordate si creante
privind leasingul financiar, 040 Anexa 9
frctusiv pe tart: NOTA INFORMATIVA
privind relatiile cu nerezident:
1 [2[ 5 T & [ s [ e [ 7] Tabelul 5
Deposite, inclusiv pe tari: 050 | | | [ [ | Invest nanciare in strainatate si participarea nerezidentilor in capitalul social
Codrd/| 5o1q 1a inceputul perioadei de Sold la sfirsitul perioadei de
[ 1 [ 2] 3 | a | 5 [ 6 | 7 | Indicatori cod i Intrari/ majorari lesiri/ diminuari s
Alte creante si investiti 060 tara
financiare, inclusiv pe tari: 1 2 3 2 5 6
Investitii financiare 010
1 2 3 4 5 6 7 Cote de parti pane si acuum de pina la
Datorii pe termen lung - total| 070 10% inclusiv, in capitalul social al 020
rmen entitatilor nerezldenle, mc!usrv pe tari:
Datorii comerciale, inclusiv pe | g0
tari:
1 2 3 4 5 6
1 [ 2] 3 T " T 5 T 6 T 7 Cote de atie si actiuni de peste
- 10% in capitalul social al entitatilor 030
|Avansuri primite, inclusiv pe tari] 090 | | | | | inclusiv pe tari:
[ el [ 2] 3 [ 4 I 5 [ L] [ 7 1 [ 2] 3 4 5 6
1 2 3 4 5 6 7 1 2 3 4 5 6
Credite bancare, imprumuturi si Capital soci 040
datorii privind leasingul financiar,
,,,(,L,S,vvp‘,e arcasing 100 Cote de participatie i actiuni de pina fa | o<o
10% inclusiv, inclusiv pe tari:
[ 1 [ 2] 3 [ 4 [ 5 [ 3 [ ’ | [ 1 [2] 3 ] 4 [ 5 [ 6 |
Alte datorii, inclusiv pe tarii 110 | | | | | | Cote de patie si actiuni de peste | 060 ‘ | ‘ ‘
10%, inclusiv pe tari:
Rd.010= rd.020 + rd.030 + rd.040 + rd.050 + rd.60
Rd.010= rd.020 + rd.030
Rd.040= rd.050 + rd.060
Col.6 = col.3+col.4-col.5
Anexa 9
NOTA INFORMATIVA NOTA INFORMATIVA Anexa 9
privind relatiile cu nerezidenti o A
Tabelul 3 privind relatiile cu nerezidentii
Creante, investitii financiare si datorii curente aferente fondatorilor nerezidenti o R R Tabelul 6
Sold la inceputul perioadei de Modificar i ioada di " Sold la sfirsitul perioadei de Venituri si cheltuieli aferente tranzactiilor cu nerezident
estiune odificari in perioada de gestiune gestiune Perioada de gestiune
Cod rd./ Indicatori (Cod rd./ cod
3 od rd, La care Transferari di precedenta curenta
Indicatori cod | termenul de Termenul active si datorii Diferente de | termenul de Termenul T 5 3 n
tara | plata nu a sosit |~ expirat mai Total pe termen lung |lesiri/ diminuari| o SRS CE | plata nu a sosit| - expirat mai
sau este expirat| mult de un an in active si sau este expirat| mult de un an Venituri - total 010
pina la un an datorii curente pina la un an \Venituri aferente bunurilor procurate si vindute peste hotare fara 020
1 2 3 a 5 s 7 8 9 10 trecerea frontierei de stat a Republicii Moldova, inclusiv pe tari:
Creante si inves!
(inanclare curente - | 010 I k2 B s
- Veniturt din dobinz ferente octiati operatansle i ltor 030
Creante comerciale, 020 activitati, inclusiv pe tari
inclusiv pe tari:
L L B Ja
1 2 3 a 5 6 7 8 9 10
‘ [ | ‘ | ‘ | ‘ [ ‘ ‘ \Venituri din dividende si participatii in alte entitati,inclusiv pe
Avansuri acordate, 030 tari 040
inclusiv pe tari: + : +
1 2 3 4 5 6 7 8 9 10 ‘1 [2 ‘3 “ ‘
Venituri din decontarea datoriilor cu termenul de prescriptie 050
Imprumuturi acordate si expirat, inclusiv pe tari:
creante privind leasingul | 040
financiar, inclusiv pe tari ‘ | | ‘ ‘
1 2 3 4
1 2 3 " 5 s 7 s 5 0 e venituri inclusv pe | 060 | ‘ ‘
Alte creante si investitii =
financiare, inclusiv pe | 050
tari: 1 2 3 4
Cheltuieli - total 070
1 2 3 4 5 6 7 8 9 10 (Cheltuieli aferente bunurilor procurate si vindute peste hotare fara 080
Datorii curente - total | 060 trecerea frontierei de stat a Republicii Moldova, inclusiv pe tari:
Datorii comerciale, 070
linctusiv pe tari: n B B [«
Cheltuieli privind dobinzile, inclusiv pe
ot 090
1 [ 2 ] 3 I 4 [ 5 I 6 [ 7 | 8 [ 9 [ 10 | ari:
Avansuri primite, inclusiv|
ipe tari: 080 [ l2 s [a |
Cheltuieli si provizioane aferente creantelor comerciale si altor 100
1 2 3 2 5 5 7 3 9 0 creante compromise, inclusiv pe tari:
Credite bancare,
imprumuturi si datorii | 00 [ ) la |
privind leasingul e
privind lea . Alte cheltuieli, inclusiv pe
financiar, inclusiv pe tari i 110
1 2 3 4 S L] 7 8 S 10 Rd.010= rd.020 + rd.030 + rd.040 + rd.050 + rd.060
Datorii privind Rd.070= rd.080 + rd.090 + rd.100 + rd.110
dividendele calculate, 100
inclusiv pe tari:
Anexa 9
I 7 2] 3 I " T 5 I o T B I A T s T T | NOTA INFORMATIVA
p privind relatiile cu nerezidentii
inclusiv pe
110 Tabelul 7
Bunuri ale nerezidentilor inregistrate in conturi extrabilantiere
rd.020 + rd.030 + rd.040 + rd.050 Cod rd./| i i
060= rd.070 + rd.080 + rd.090 + rd. 100 + rd. 110 Indicatori cog | Seldlainceputul perioadeide | yntrari/ majorari lesiri/ diminuari Sold la sfrsit perioadel de
COI (9+10) = col.(3+4) + col.5 - col.7 * col.8 tara 9!
1 2 3 4 5 6
Anexa 8 Bunuri primite in baza contractelor de 010
ccomision, inclusiv pe tari:
NOTA INFORMATIVA islon. Inclusiv pe tark
privind relatiile cu nerezidenti 1 BEM 3 " 5 s




1 [ 2] 3 [ 4 [ 5 | 6 |
Bunuri primite spre prelucrare, inclusiv pe | o, [ ‘ ‘ [ ‘
1 [ 2] 3 [ 4 [ 5 | 6 |
Bunuri obtinute din materialele
v . 030
prelucrate, inclusiv pe tari:
Col.6 = col.3+col 4-col.5
Informatiile privind activele imobilizate
Anexa 7
Existenta la . Intrarea in lesirea in Existenta la
wr | nceptl | QTR |t | o |l | st e
Indicatori | perioadei (la Py P perioadei (la | perioadei (la | perioadei (la
rind| P e inceputul inceputul tostul de Sostul de ostul de sfirsitul sfirsitul
ntrare) perioadei | perioadei ey ey ntrare) perioadei | perioadei
A 1 2 3 4 5 6 7 8 9
1. Imobilizari necorporale in curs de |00
executie
2. Imobiliz: ecorporale in utilizare, 200
total inclusiv:
2.1 brevete si marci 210
2.2. licente de activitate 220
2.3. programe informatice 230
3. Imobilizari corporale in curs de 300
executie
4. Terenuri 1400 x x
5. Mijloace fixe, total din care: 500
5.1. cladiri 510,
5.2. constructii speciale 520
5.3. masini, utilaje, instalatii de
transmisie 530
inclusiv: tehnica de calcul 531
'5.4. mijloace de transport 540!
5.5. instrumente si inventar 550
5.6. costuri ulterioare aferente obiectelor
o o 560
neinregistrate in bilant,
5.7. mijloace fixe primite in leasing
. 570
financiar
'5.8. mijloace fixe primite in gestiune 580
leconomica
5.9. alte mijloace fixe 590
6. Resurse minerale 600
7. Investitii imobiliare, total 700
ile de semnarea financiare ale entitatii*
* conform art.36 din Legea contabilitatii
D S - Nota licativa (fisierul pdf)
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BIOSISTEM-MLD S.R.L.

Cod Fiscal: 1010600028048; IBAN: MD95ML000000002251429243;

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

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

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

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

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

Vitalie Poiata

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



Certificate

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

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

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

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

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

2019-12-20

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kéin

www.tuv.com

(DAl A TOVRheinland®

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

Utilisation and application requires prior approval

registered trademarks

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



Annex to certificate

Standard ISO 9001:2015

Certificate Registr. No. 01 100 6696

No. Location

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

2019-12-20

Klicken Sie hier, um Text einzugeben.

www.tuv.com

Scope

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

TOV Rheinland Cert GmbH
Am Grauen Stein - 51105K6In

Page 1 of 1

A TUVRheinland®

Precisely Right.

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

10/201 1017 E A4



N ®
TUVRheinland

Certificate

i The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

BIOSYSTEMS S.A.
Costa Brava 30
08030 Barcelona
Spain

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

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

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

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

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

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

( DAKKS

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

Date 2020-01-08

D. Swiatko

TOV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

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

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



. ®
TUVRheinland

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

| Attachment to

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

D-ZM-14169-01-02

} Date: 2020-01-08

10205 0408 ®  TOV, TUEY and TUY are registered trademarks, Utiisation and spplication requires prior approval.



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

Page 2 of 5



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

Page 5 of 5



1

Representative :

Medical
Device :

c € Declaration of Conformity c €

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

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

The Netherlands

Molenstraat 15 2513 BH The Hague

Product Name:

Reagent strips for Urinalysis

IVDD-Classification: Professional use

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

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

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

DIRUI 1 ITEMS (KET)

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

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

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

DIRUI 8 ITEMS DIRUI H8

DIRUI 9 ITEMS

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

DIRUI H11-800MA DIRUI H12-800MA

DIRUI H13-Cr DIRUI H14-Ca

DIRUI H13-Cr (H-800)

DIRUI H14-Ca (H-800)

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

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

Valid Since
May 9™ 2012
Changchun, China

(place and date of issue)

Yu Ge ZL0Uo—4 N\
Dirui Industrial

X IR

W\
N

Representative: - - -

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




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

Certificate

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

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

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

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

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

2018-05-03 M 4\“)‘/;_‘

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

www.tuv.com

é_ TUVRheinland®
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Certificate

) The Certification Body of
TUV Rheinland LGA Products GmbH
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ne Ulydaiilcalivii

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

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

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

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

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

DAkkS

-, Deutsche

Date 2018-06-26

Akkreditierungsstelle
D-ZM-14169-01-02

TUV Rheinland LGA Products GmbH - TillystraRe 2 -

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

Certification Body

Niirnberg

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

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

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

Attachment to

Certificate

Registration No.: SX 60127937 0001

Report No.: 15047317 007

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

Scope: Products:

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

Controls)

- Immunochemistry Test Systems (Reagents, Analyzers,
Controls)

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

Site included:

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

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

Certification Body

DAKKS
"~ Deutsche

Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2018-06-26

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



EC DECLARATION OF CONFORMITY

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

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

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

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

Classification: Professional Use IVD, 98/79/EC

Conformity Assessment Route: Annex Il

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

premises of the manufacturer.

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

Revision No:

Place, Date of Issue: Izmir, 08.03.2019

Signature Dr. Sahin Yaglidere, Md

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

DOC03/02




CERTIFICATE

No J-2670/4/2020

This is to certify that:

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

and

Location
listed in Annex to the certificate

is in conformance with

EN ISO 9001:2015

in the Following scope of activities:

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

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

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

This certificate is valid:
from 22.12.2020 to 21.12.2023

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

PARTNER OF
®
*

Member of the Board

THE INTERNATIONAL CERTIFICATION NETWORK

SYSTEMOW
ZARZADZANIA

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



ANNEX TO THE CERTIFICATE
VALID ONLY IN CONNECTION WITH THE CERTIFICATE

No J - 2670/4/2020

This is to certify that the Following Location:

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

in the Following scope of activities:

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

meets the requirements of the standard listed on the certificate

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

PARTNER OF
————©
*

Member of the Board

Page 1 of 1

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

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

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

gecerliligini koruyacaktir.

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

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

Anna  <<Elektronik imza>>
Malgorzata
Wyroba

Yonetim Kurulu Uyesi

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

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

~ e,

[EMINLI TERCUMAN

Z a1 rd
Q2 TORBALI 6 fiC

SE?E'!‘[“@ Ziéi-{!:?: I ‘;,_.w._: e . o
w [




CERTIFICATE

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

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

and .

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

is in conformance with

EN ISO 13485:2016

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

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

This certificate is valid:
from 22.12.2020 to 21.12.2023

e

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

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

PARTNER OF i
GRS &

CERTYFIKACIA

U sYsTEMOW
ZARZADZAMIA

AC 019 \
QMs |
|

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

SADECE SERTIFiKA iLE BAGLANTILI OLARAK GECERLIDIR.
; No. M -56/4/2020

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

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

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

Sertifikada listelenen standardin gereksinimlerini kargilar.

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

Anna  <<Elektronik imza>>
Malgorzata
Wyroba

Yonetim Kurulu Uyesi

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

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

SWORN TRANSLATOR / YEMINLI TERCUMAN
ERKAN ALTUNER




' ANNEX TO THE CERTIFICATE

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

This is to certify that the Following Location:

i

’}}5

|
|

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

in the Following scope of activities:

|

desigh, development, manufacturing, final control

d

reagents and reagent products for blood groupin

ptofessional use IVD tests and ECG electrodes

distribution of in vitro medical devices:
9
(gel cards and red blood cells reagents),

e §

TORB_AU 6. N@
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meets the requirements of the standard listed on the certificate
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Date of certification deci
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—Polish Centre for Tesiing and Cerification 459 putawska Street, 02-844 Warsaw, Poland, phone +48 22 46 45 200, e-mail: pa

0. 2897/IM/4/2020
n: 14.10.2020
signature.

An na Elektronicznie
podpisahy przez Anna

Ma}g orzata Matgorzata Wyroba

. Data: 2020.10.16

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

Page 1 of 1

bc@pcbc.gov.pl
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CERTIFICATE

No M-56/4/2020

This is to certify that:

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

and

Location
listed in Annex to the certificate

is in conformance with

EN ISO 13485:2016

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

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

This Certificate shall remain valid provided that above standard are respected by the Organization.
This certificate is valid:
from 22.12.2020 to 21.12.2023

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

PARTNER OF
®
*

£ 3
eaw 2 %

vvvvv e CERTYFIKACJA & ITION ARRANCY
SYSTEMOW Member of the Board

ZARZADZANIA

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



ANNEX TO THE CERTIFICATE
VALID ONLY IN CONNECTION WITH THE CERTIFICATE

No M -56/4/2020

This is to certify that the Following Location:

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

in the Following scope of activities:

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

meets the requirements of the standard listed on the certificate

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

PARTNER OF
————©
*

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

SYSTEMOW
ZARZADZANIA

Page 1 of 1

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