ORDIN DE PLATA NR.: 2050 TIP.DOC. 1 :
DATA EMITERIN:-27 aprilie 2023

PLATITI: 14000-00 LEI: Patrusprezece Mii lei 00 bani

PLATITOR: (R) "BIOSISTEM CONTUL DE PLATI/CODUL IBAN
MLD"™ SRL MD95ML0O00000002251429243

CODUL FISCAL :1010600028048 /

PRESTATORUL PLATITOR CODUL BANCII;
BC""Moldindconbank™S_.A. fil."Invest" Chisinau -MOLDMD2X329:

BENEFICIAR (R) IMSP AMT Bo CONTUL DE PLATI/CODUL IBAN
tanica MD63V1000002251030103MDL
CODUL FISCAL :1003600153360 /

PRESTATORUL BENEFICIAR CODUL BANCII;

B.C."VICTORIABANK"S.A. :VICBMD2X
DESTINATIA PLATII:Pentru garantia pentru: TIPUL TRANSFERULUI
oferta la procedura de achizi?ie public: NORMAL/URGENT  :N:
a nr. ocds-b3wdpl-MD-1679558248982 din 2: :
8.04.2023

L.S.

CODUL TRANZACTIEI:001
DATA PRIMIRIN:27/04/2023
DATA EXECUTARII:

SEMNATURILE
EMITENTULUI

CONDUCATOR:Web Poiata Vitalie .
MITGYwYJKoZ I hveNAQcCol IGVDCCBIACAQEXCzAJBgUrDgMCGgUAMASGCSqGSIb:

DQEHAaCCBGwwggRoM I 1 DUKADAGECARNHAACj bi 1rgFksQOG4AAAAAKNUMAOGCS -
S1b3DQEBCWUANC I x 1DAeBgNVBAMTFONFU I QXLUNBLU1VbGRpbmRjb25i YW5 rMB4 -

DT IXMDEYyODExMzgwNVoXDT I OMDEYyODEXNDgwNVowgZ8xCzAJBgNVBAYTAKLEMRA:
gYDVQQIEwdNb2xkb3ZhMREwWDWYDVQQHEwWhDaG I zaW5hd TEWMBQGALUEChMNQmI

(semnatura electronica)
CONTABIL-SEF:Web Nasedchin Alexandr :
MI1GZwYJKoZ IhvcNAQcCol IGWDCCBIQCAQEXCzAJBgUrDgMCGgUAMASGCSAGSIb3:
DQEHAaCCBHAwggRsMI1 IDVKADAgECAhNHAACj cahRKgbJeg8QAAAAAKNXMAOGCSQG:
S1b3DQEBCWUAMCIx1DAeBgNVBAMTFONFUIQXLUNBLU1VbGRpbmRjb251 YW5rMB4X:
DT IXMDEYyODExMzkxOFoXDT I OMDEyODEXNDkxOFowgaMxCzAJBgNVBAYTAK1EMRAwW :
YDVQQ IEwdNb2xkb3ZhMREwDwWYDVQQHEwWhDaG I zaW5hd TEWMBQGALUEChMNQm v

L.S. (semnatura electronica)
CONDUCATOR:

(semnatura manuala)
CONTABIL-SEF:

(semnatura manuala)
SEMNATURA PRESTATORUL L.S.
i jﬂ N
MOTIVUL REFUZULUI T |
Digitally signed by Poiata Vitalie __ ___ 9l ____ _________________________________
Date: 2023.04.27 17:04:54 EEST

Reason: MoldSign Signature '.:4:1 N
Location: Moldova "







~\,/\/ Portalul

Guvernamental
pentru afaceri

GUVERNUL

REPUBLICII MOLDOVA

R

SERVICIUL FISCAL DE STAT

CERTIFICAT

privind lipsa sau existenta restantelor fata de bugetul public national

Din

on 21.04.2023

DATE DESPRE CONTRIBUABIL/MH®OPMALINA O HANOI OMNATENbLMKE

Codul fiscal/Numarul de identificare
duickanbHbIr Koa/VaeHTUGUKaLMOHHBIA HoMep

1010600028048

Denumirea
HavmeHoBaHue

BIOSISTEM MLD S.R.L.

ATESTAREA LIPSEI SAU EXISTENTEI RESTANTELOR CONFORM DATELOR SISTEMULUI INFORMATIONAL
AUTOMATIZAT/I'IO,D,T_BEP)K,EI,EHI/IE OTCYTCTBUA NN HAJTNYNA HELLOMMKN COTTIACHO JAHHbIX
NHPOPMALMOHHOM ABTOMATU3MPOBAHHOW CUCTEMBI

La data emiterii prezentului certificat restanta fata de bugetul public national constituie/Ha gaty
BblauM JaHHOW CrpaBKM, HEAOUMKa Nepef, HaLMOoHasbHbIM NyBINYHbIM GIOMKETOM COCTaBASET

0,01 lei/nei

VALABIL PANA LA/OENCTBUTENEH OO 06.05.2023

Prezentul certificat este eliberat in temeiul Art. 131, alin. (5°) din Codul fiscal nr. 1163/1997,
in baza datelor furnizate de Serviciul Fiscal de Stat in Portalul Guvernamental al
Antreprenorului/CepTuduKaT BblaH B COOTBETCTBUM CO CT. 131, . (53) Hanorosoro kogekca
N21163/1997, Ha OCHOBaHUWM [aHHbIX, MPeaoCTaBNeHHbIX [OCYyQapCTBEHHOM HanoroBo
cnyx6om Ha MopTane lMpasuTenscTBa NpegnpuvHMMaTens

Generat si semnat de Portalul Guvernamental al Antreprenorului (https://mcabinet.gov.md) la 21.04.2023 11:01:46

Certificatul este descércat de pe Portalul Guvernamental al Antreprenorului (https://mcabinet.gov.md) si este
semnat electronic de catre posesorul acestui portal si are aceeasi valoare juridica ca si documentele eliberate
pe suport de hartie de catre organele cu atributii de administrare fiscala.

Verificarea autenticitatii semnaturii electronice poate fi realizata la adresa: https://msign.gov.md.

Prezentul certificat este semnat electronic in conformitate cu Legea nr. 124 din 19.05.2022 /
CepTnduKaT NoanmcaH 3NeKTPOHHOM NOAMNMChIo B COOTBETCTBUM ¢ 3akoHOM N2 124 oT 19.05.2022

CepTudukaT BbIrpyxeH ¢ MpasuTenscTaenHoro Moptana Mpeanpurnmarens (https://mcabinet.gov.md) 1
MOANMCaH 3NEKTPOHHOI MOANMCHIO Bnajienblia MOPTana W WMEeT TaKylo e IOpUAMHECKYIo Cuny, KaK u
[OKYMEHTbI, BbilaBaeMble Ha GyMare OpraHaMit HanoroBoM aMUHUCTPaLMM.

TMpoBepKy MOAMMHHOCTI BNEKTPOHHOI NOAMMCH MOKHO OCYLECTBTb Mo aapecy: https://msign.gov.md.




HaTta npepnoctaBneHus 28.03.2023 14:26:11

SITUATIILE FINANCIARE

pentru perioada 01.01.2022 -31.12.2022

Entitatea: BIOSISTEM MLD S.R.L.
Cod CUIIO: 40717392
Cod IDNO: 1010600028048

Sediul:

MD:

Raionul(municipiul): 106, DDF RISCANI

Cod CUATM: 0150, SEC.RISCANI

Strada: SECTORUL RISCANI STR.Albisoara nr.16 bl.1 of.7

Activitatea principala: G4646, Comert cu ridicata al produselor farmaceutice
Forma de proprietate: 16, Proprietate colectiva

Forma organizatorico-juridica: 530, Societati cu raspundere limitata

Date de contact:

Telefon: +37322808719

WEB:

E-mail: zmiil3@mail.ru

Numele si coordonatele al contabilului-sef: DI (dna) Tel.

Numarul mediu al salariatilor in perioada de gestiune: 5 persoane.

Persoanele responsabile de semnarea situatiilor financiare* Nasedchin Alexandr

BILANTUL
la
Nr. cpt. Indicatori Cod rd.
1 2 3
ACTIV

ACTIVE IMOBILIZATE
I. Imobilizari necorporale
1. Imobilizari necorporale in curs de executie 010
2. Imobilizari necorporale in exploatare, total 020
din care:

021
2.1. concesiuni, licente si marci
2.2. drepturi de autor si titluri de protectie 022
2.3. programe informatice 023
2.4. alte imobilizari necorporale 024
3. Fond comercial 030
4. Avansuri acordate pentru imobilizari necorporale 040
Total imobilizari necorporale 050
(rd.010 + rd.020 + rd.030 + rd.040)
Il. Imobilizari corporale
1. Imobilizari corporale in curs de executie 060
2. Terenuri 070
3. Mijloace fixe, total 080
din care:

081
3.1. cladiri
3.2. constructii speciale 082
3.3. masini, utilaje si instalatii tehnice 083

3.4. mijloace de transport 084

Anexe la SNC

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

Unitatea de masura: leu

Anexa 1
Sold la
inceputul perioadei de Sfirsitul perioadei de
gestiune gestiune
4 5
3559998 3384131
3533108 3363063



3.5. inventar si mobilier 085 26890 21068
3.6. alte mijloace fixe 086
4. Resurse minerale 090
5. Active biologice imobilizate 100
6. Investitii imobiliare 110
7. Avansuri acordate pentru imobilizari corporale 120 1162136 5250844
(10,060 1 101070 + 1. 80 # 4,090 + £ 100 4 110 + rd.120) 130 4722134 8634975
Ill. Investitii financiare pe termen lung
1. Investitii financiare pe termen lung in parti neafiliate 140
2. Investitii financiare pe termen lung in parti afiliate, total 150
din care:
151
2.1. actiuni si cote de participatie detinute in partile afiliate
2.2 imprumuturi acordate partilor afiliate 152
2.3 imprumuturi acordate aferente intereselor de participare 153
2.4 alte investitii financiare 154
Total investitii financiare pe termen lung 160
(rd.140 + rd.150)
IV. Creante pe termen lung si alte active imobilizate
1. Creante comerciale pe termen lung 170
2. Creante ale partilor afiliate pe termen lung 180
inclusiv: creante aferente intereselor de participare 181
3. Alte creante pe termen lung 190
4. Cheltuieli anticipate pe termen lung 200
5. Alte active imobilizate 210
Total creante pe termen lung si alte active imobilizate 220
(rd.170 + rd.180 + rd.190 + rd.200 + rd.210)
ACTIVE CIRCULANTE
1. Stocuri
1. Materiale si obiecte de mica valoare si scurta durata 240 5346 13899
2. Active biologice circulante 250
3. Productia in curs de executie 260
4. Produse si marfuri 270 9147976 11123640
5. Avansuri acordate pentru stocuri 280
-(I;‘gt.:za:tg?i:gso + rd.260 + rd.270 + rd.280) 290 9153322 11137539
Il. Creante curente si alte active circulante
1. Creante comerciale curente 300 2182471 4552459
2. Creante ale partilor afiliate curente 310
inclusiv: creante aferente intereselor de participare 311
3. Creante ale bugetului 320 208171 27696
4. Creantele ale personalului 330
5. Alte creante curente 340
6. Cheltuieli anticipate curente 350
7. Alte active circulante 360 1608597 2268111
I11. Investitii financiare curente
1. Investitii financiare curente in parti neafiliate 380
2. Investitii financiare curente in parti afiliate, total 390
din care:
391
2.1. actiuni si cote de participatie detinute in partile afiliate
2.2. imprumuturi acordate partilor afiliate 392
2.3. imprumuturi acordate aferente intereselor de participare 393




2.4. alte investitii financiare in parti afiliate

394

Total investitii financiare curente

(rd.380 + rd.390) 400
IV. Numerar si documente banesti 410 9861933 10281443
TOTAL ACTIVE CIRCULANTE
(rd.290 + rd.370 + rd.400 + rd.410) 420 23014494 28267248
-(rrg?;la ﬁcr.;IXZEO) 430 27736628 36902223
PASIV
CAPITAL PROPRIU
1. Capital social si neinregistrat
1. Capital social 440 5400 5400
2. Capital nevarsat 450
3. Capital neinregistrat 460
4. Capital retras 470
5. Patrimoniul primit de la stat cu drept de proprietate 480
(440 + T0.450 ¢ 10,460 + 470 1 r.480) 490 5400 5400
Il. Prime de capital 500
Ill. Rezerve
1. Capital de rezerva 510
2. Rezerve statutare 520
3. Alte rezerve 530
Total rezerve 540
(rd.510 + rd.520 + rd.530)
IV. Profit (pierdere)
1. Corectii ale rezultatelor anilor precedenti 550
2. Profit nerepartizat (pierdere neacoperita) al anilor precedenti 560 26634334 22485398
3. Profit net (pierdere neta) al perioadei de gestiune 570 13391573
4. Profit utilizat al perioadei de gestiune 580
(ra.550 10,560 + 8.570 + r.580) 590 26634334 35876971
V. Rezerve din reevaluare 600
VI. Alte elemente de capital propriu 610
(4,490 5 161300 4 16,540 + 590 + rc. 600 + . 610) 620 26639734 35862371
DATORII PE TERMEN LUNG
1. Credite bancare pe termen lung 630
2. Imprumuturi pe termen lung 640
din care:
641
2.1. imprumuturi din emisiunea de obligatiuni
inclusiv: imprumuturi din emisiunea de obligatiuni convertibile 642
2.2. alte imprumuturi pe termen lung 643
3. Datorii comerciale pe termen lung 650
4. Datorii fata de partile afiliate pe termen lung 660
inclusiv: datorii aferente intereselor de participare 661
5. Avansuri primite pe termen lung 670
6. Venituri anticipate pe termen lung 680
7. Alte datorii pe termen lung 690
TOTAL DATORII PE TERMEN LUNG 700
(rd.630 + rd.640 + rd.650 + rd.660 + rd.670 + rd.680 + rd.690)
DATORII CURENTE
1. Credite bancare pe termen scurt 710
2. Imprumuturi pe termen scurt, total 720




din care:
721
2.1. imprumuturi din emisiunea de obligatiuni
inclusiv: imprumuturi din emisiunea de obligatiuni convertibile 722
2.2. alte imprumuturi pe termen scurt 723
3. Datorii comerciale curente 730 343711 5266
E 4. Datorii fata de partile afiliate curente 740
inclusiv: datorii aferente intereselor de participare 741
5. Avansuri primite curente 750 355528 143160
6. Datorii fata de personal 760 350 866
7. Datorii privind asigurarile sociale si medicale 770
8. Datorii fata de buget 780 150263 831429
9. Datorii fatd de proprietari 790
10. Venituri anticipate curente 800
11. Alte datorii curente 810 247042 39131
TOTAL DATORII CURENTE
(rd.710 + rd.720 + rd.730 + rd.740 + rd.750 + rd.760 + rd.770 + 820 1096894 1019852
rd.780 + rd.790 + rd.800 + rd.810)
PROVIZIOANE
1. Provizioane pentru beneficiile angajatilor 830
2. Provizioane pentru garantii acordate cumparatorilor/clientilor 840
3. Provizioane pentru impozite 850
F 4. Alte provizioane 860
TOTAL PROVIZIOANE 870
(rd.830 + rd.840 + rd.850 + rd.860)
(10,620 7 1700 + 620 + rd.870) 80 27736628 36902223
SITUATIA DE PROFIT S| PIERDERE
de 12 01.01.2022 pind la31.12.2022
Anexa 2
Perioada de gestiune
Indicatori Cod rd.
precedenta curenta
1 2 3 4
Venituri din vinzaéri, total 010 38680547 40621876
din care:
011 37724557 39203671
venituri din vinzarea produselor si marfurilor
venituri din prestarea serviciilor si executarea lucrarilor 012 951393 1390733
venituri din contracte de constructie 013
venituri din contracte de leasing 014
venituri din contracte de microfinantare 015
alte venituri din vinzari 016 4597 27472
Costul vinzarilor, total 020 24434231 22086174
din care:
021 24433364 21991682
valoarea contabila a produselor si marfurilor vindute
costul serviciilor prestate si lucrarilor executate tertilor 022 92356
costuri aferente contractelor de constructie 023
costuri aferente contractelor de leasing 024
costuri aferente contractelor de microfinantare 025
alte costuri aferente vinzarilor 026 867 2136
Profit brut (pierdere bruta) (rd.010 - rd.020) 030 14246316 18535702
Alte venituri din activitatea operationala 040 5189 128694
Cheltuieli de distribuire 050 6076 15271
Cheltuieli administrative 060 1788732 3076978
Alte cheltuieli din activitatea operationala 070 1870642 1325483




Venituri financiare, total 090 1517765 1530710
din care:
091
venituri din interese de participare
inclusiv: veniturile obtinute de la partile afiliate 092
venituri din dobinzi 093 30619 250190
inclusiv: veniturile obtinute de la partile afiliate 094
venituri din alte investitii financiare pe termen lung 095
inclusiv: veniturile obtinute de la partile afiliate 096
venituri aferente ajustarilor de valoare privind investitiile 097
financiare pe termen lung si curente
venituri din iesirea investitiilor financiare 098
venituri aferente diferentelor de curs valutar si de suma 099 1487146 1280520
Cheltuieli financiare, total 100 249562 512939
din care:
101
cheltuieli privind dobinzile
inclusiv: cheltuielile aferente partilor afiliate 102
cheltuieli aferente ajustarilor de valoare privind investitiile 103
financiare pe termen lung si curente
cheltuieli aferente iesirii investitiilor financiare 104
cheltuieli aferente diferentelor de curs valutar si de suma 105 249562 512939
Rezultatul: profit (pierdere) financiar(a) (rd.090 - rd.100) 110 1268203 1017771
Venituri cu active imobilizate si exceptionale 120
Cheltuieli cu active imobilizate si exceptionale 130
Rezultatul din operatiuni cu active imobilizate si 140
exceptionale: profit (pierdere) (rd.120 - rd.130)
Rezultatul din alte activitati: profit (pierdere) (rd.110 + 150 1268203 1017771
rd.140)
Profit (pierdere) pina la impozitare (rd.080 + rd.150) 160 11854258 15264435
Cheltuieli privind impozitul pe venit 170 1450263 1872862
Profit net (pierdere neta) al perioadei de gestiune (rd.160 - 180 10403995 13391573
rd.170)
SITUATIA MODIFICARILOR CAPITALULUI PROPRIU
de la pina la
Anexa 3
Nr Sold la inceputul Sold la sfirsitul
d/t; Indicatori Cod rd perioadei de Majorari Diminuari perioadei de
gestiune gestiune
1 2 3 4 5 6 7
Capital social si neinregistrat
1. Capital social 010
2. Capital nevarsat 020 ;
3. Capital neinregistrat 030
l.
4. Capital retras 040 ;
5. Patrimoniul primit de la stat cu drept de
) 050
proprietate
Total capital social si neinregistrat 060
(rd.010 + rd.020 + rd.030 + rd.040 + rd.050)
Il. | Prime de capital 070
Rezerve
1. Capital de rezerva 080
m 2. Rezerve statutare 090
3. Alte rezerve 100
Total rezerve 110
(rd.080 + rd.090 + rd.100)
Profit (pierdere)
1. Corectii ale rezultatelor anilor precedenti 120 X




2. Profit nerepartizat (pierdere neacoperita) al 130
anilor precedenti
V.
3. PI”.OfIt net (pierdere neta) al perioadei de 140 X
gestiune
4. Profit utilizat al perioadei de gestiune 150 X ; ; ;
Total profit (pierdere) 160
(rd.120 + rd.130 + rd.140 + rd.150)
V. | Rezerve din reevaluare 170
VI. | Alte elemente de capital propriu 180
Total capital propriu
(rd.060 + rd.070 + rd.110 + rd.160 + rd.170 + 190
rd.180)

SITUATIA FLUXURILOR DE NUMERAR

Anexa 4

de la pina la
Perioada de gestiune
Indicatori Cod rd
precedenta curenta
1 2 3 4
Fluxuri de numerar din activitatea operationala
Incaséri din vinzari 010
Plati pentru stocuri si servicii procurate 020
Pléti.cét[e angajati si organe de asigurare sociala si 030
medicala
Dobinzi platite 040
Plata impozitului pe venit 050
Alte incasari 060
Alte plati 070
Fluxul net de numerar din activitatea operationala 080
(rd.010 - rd.020 - rd.030 - rd.040 - rd.050 + rd.060 - rd.070)
Fluxuri de numerar din activitatea de investitii
Incasari din vinzarea activelor imobilizate 090
Plati aferente intrarilor de active imobilizate 100
Dobinzi incasate 110
Dividende incasate 120
inclusiv: dividende incasate din strainadtate 121
Alte incasari (plati) 130
Fluxul net de numerar din activitatea de investitii 140
(rd.090 - rd.100 + rd.110 + rd.120 * rd.130)
Fluxuri de numerar din activitatea financiara
incasari sub formé& de credite si imprumuturi 150
Plati aferente rambursarii creditelor si imprumuturilor 160
Dividende platite 170
inclusiv: dividende platite nerezidentilor 171
incasari din operatiuni de capital 180
Alte incasari (plati) 190
Fluxul net de numerar din activitatea financiara 200
(rd.150 - rd.160 - rd.170 + rd.180 = rd.190)
Fluxul net de numerar total 210
(% rd.080 + rd.140 * rd.200)
Diferente de curs valutar favorabile (nefavorabile) 220
Sold de numerar la inceputul perioadei de gestiune 230
Sold de numerar la sfirsitul perioadei de gestiune 240
(+rd.210 * rd.220 + rd.230)

Documente atasate - Nota explicativa (fisierul pdf)



28.03.2023, 15:50 MpocmoTp pacnucky | Declaratia electronica

Bepana ons nedatm
CoxpaHuTb

Pacnoucka

Pecnonnent

®uckanpubiii koa: 1010600028048, naumenoanue: BIOSISTEM MLD S.R.L.
IIpenocraBui otuér: RSF1 21

Ha ¢uckanbnbiit nepuoa: A/2022

Jara npenocrasnenus: 28.03.2023

Bpemennas MeTka oTuéra 3apeructpupoBaHHoro B Cucreme DaeKTpoHHON OTUETHOCTU U
ornpasiernHoro B Mudopmarnmonnyro Cucremy BHC : 28.03.2023 14:26:11

https://declaratie-electronica.fisc.md/ru/declaration/18743644/receipt?print=1
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Bepana ons nedatm
CoxpaHuTb

Pacnucka 2

PecnioneHt

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

IIpenocraBui otuér: RSF1 21

Ha ¢uckanbnbiit nepuoa: A/2022

Jara npenocrasnenus: 28.03.2023

BpeMennas MeTka oTuéra 3apeructpupoBannoro B Madopmannonnoit Cucteme HBC : 28.03.2023
14:55:24

National Bureau of Statistics (NBS) received the electronic version of the report, sent by you. The
data provided is verified by NBS.

https://declaratie-electronica.fisc.md/ru/declaration/18743644/receipt-bns?print=1 11
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CD BC “MOLDINDCONBANK” S.A.
< Filiala “Invest”

Republica Moldova, MD-2068 Pecny6mixa Monaosa, MD-2068
mun. Chisindu, bd. Moscovei, 14/1 Data 1.4 JAN, 2016 wyH. Kummny, 6y71. Mockoseii, 14/1
Tel. : (373-22) 43-44-81, 43-46-24 /, / ) 2 Ten. : (373-22) 43-44-81, 43-46-24
Fax : (373-22) 43-44-22 N Q3L — F9/45 Daxc : (373-22) 43-44-22
cod: MOLDMD2X329 xox MOLDMD2X329

Filiala ,Invest” BC ,,Moldindconbank” SA confirma existenta contului curent
in moneda nationala al “BIOSISTEM MLD” S.R.L. (¢/f1010600028048), cu
IBAN MD95ML000000002251429243.

Codul bancii MOLDMD2X329.

Director vj[{d[ Nina Turcan

Z QAOR. F7pe
et ST, A

Nina Balmus

Ex. Diana Brinza

Tel. 43-45-96



REPUBLICA Wiise sy MOLDOVA

CERTIFICAT
DE IWREGISTRARE

Societatea cu Riaspundere Limitati "BIOSISTEM MLD"
~—ESTE INREGISTRATA LA CAMERA INREGISTRART DE STAT

Numarul de identificare de stat - codul fiscal
1010600028048

12.08.2010

Data inregistrarii e N

12.08.2010

Data eliberarii

Svirepova Ludmila, registrator

" Functia, numele, prenumele persoanei
care a eliberat cerfificatul

MD 0101250

*

80007711 02>
101 4 e




LP. “AGENTIA SERVICII PUBLICE”

Departamentul inregistrare si licentiere a unitatilor de drept

EXTRAS

din Registrul de stat al persoanelor juridice

nr. 8506 din 28.04.2021

Denumirea completi: Societatea cu Rispundere Limitati «BIOSISTEM MLD».

Denumirea prescurtati: «BIOSISTEM MLD» S.R.L.
Forma juridica de organizare: Societate cu Rispundere Limitati.
Numirul de identificare de stat si codul fiscal: 1010600028048.
Data inregistrarii de stat: 12.08.2010.
Sediul: MD-2001, str. Albisoara, 16/1, ap.(of.) 7, mun. Chisindu, Republica Moldova.
Obiectul principal de activitate:
1 Activitatea farmaceutici;
2 Importul, fabricarea, comercializarea, asistenta tehnici si (sau) reparatia dispozitivelor
medicale si (sau) a opticii;
3 Acordarea asistentei medicale de ciitre institutiile medico-sanitare private;
4 Comertul cu ridicata al calculatoarelor, echipamentelor periferice si software-ului;
5 intre;inerea si repararea masinilor de birou si a tehnicii de calcul;
6 Consultatii in domeniul sistemelor de calcul.
Capitalul social: 5400 lei.
Administrator: POIATA VITALIE,
Asociati:
1. POIATA VITALIE 33,40 %
2. NASEDCHIN ALEXANDR 33,30 %
3. KOJEVNIKOV DMITRII 33,30 %.

Prezentul extras este eliberat in temeiul art. 34 al Legii nr. 220-XVI din 19 octombrie 2007 privind
inregistrarea de stat a persoanelor juridice si a intreprinzitorilor individuali si confirma datele din

Registrul de stat la data de: 28.04.2021.
Aliona

Specialist coordonator
tel. 022-207-840

Date cu caracter personal. Operator: LP. “Agentia Servicii Publice” 10 0000059



BIOSISTEM-MLD S.R.L.

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

Lista fondatorilor Biosistem-mld SRL

Nr. Nume, Prenume IDNP

1. Vitalie Poiata 0983103892591
2. Alexandr Nasedchin 2002001070747
3. Dmitrii Kojevnikov  [0972305012362




mindray

healthcare within reach

Cert.Co d e’ YFPX2022061000004

CERTIFICATE

Award to

Nasedchin Alexander

BIOSISTEM-MLD SRL, Moldova

For Successfully Completed the Course

Hematology

Low-High 5-DIFF Series: BC-700 Series

Level: Service Professional

2022-06-10
China

Nina Huang P @% 3 2022.06.10
©. V5

Manager Date:
Training Department ( Valid for two years )
Shenzhen Mindray Bio-medical Electronics Co.,Ltd.



Declaration of Conformity V3.0

Declaration of Conformity c €

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

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
EiffestralRe 80

20537 Hamburg, Germany

Product: Hematology Control
Model: BC-6D
Applied Hematology BC-6800. BC-6600. BC-6000. BC-6100.

BC-6000Plus. BC-6100Plus. BC-6200. BC-6800Plus

BC-6700Plus. BC-6600Plus

Classification: The device not in IVDD annex Il and not for self
testing/performance evaluation
Conformity Assessment Route: VDD Annex Ill(excluding Section 6)

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

Standards Applied:

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

Start of CE-Marking: 2012-03-29
Place, Date of Issue: Shenzhen, 2017-12-18

N t\
Signature: l\t/%% _________

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




Declaration of Conformity V3.0

Applied Standards:

Applied Standards List

EN ISO 18113-1:2011

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 1: Terms, definitions and general

requirements

EN ISO 18113-2:2011

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 2: In vitro diagnostic reagents for

professional use

EN 1SO15223-1:2012

Medical devices — Symbols to be used with medical device
labels, labelling and information to be supplied —Part 1:

General requirements

EN 13612:2002

Performance evaluation of in vitro diagnostic medical devices

1ISO 23640: 2011

Evaluation of stability of in vitro diagnostic reagents

EN 13641: 2002

Elimination or reduction of risk of infection related to in vitro

diagnostic medical devices

ISO 14971:2012

Medical devices - Application of risk management to medical

devices




Declaration of Conformity V1.0

= . |
Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Mindray Building, Keji 12th Road South, High-Tech
Industrial Park, Nanshan, 518057, Shenzhen, P. R. China

Manufacturer SRN: CN-MF-000014156

Authorized Representative Shanghai International Holding Corp. GmbH (Europe)
EiffestraBe 80 20537 Hamburg, Germany

Product: DS DILUENT

Catalogue Number: /

Basic UDI-DI: 69449040XQSJ-004DM-68** X8

Intended Purpose: The DS DILUENT participates in the measurement of parameters related to
RBC, PLT, WBC, RET and NRBC.

Classification: Class A (According to Rule 5 (a) of IVDR annex VIII)
Conformity Assessment Route: Annex IT and I of IVDR
GMDN code: 55854

We declare that the above mentioned products meet the provisions of the
REGULATION (EU) 2017/746 OF THE EUROPEAN PARLIAMENT and OF
THE COUNCIL. All supporting documentations are retained under the premises
of the manufacturer. This declaration of conformity is issued under the sole
responsibility of the manufacturer.

References to CS: /
Notified Body: /
Notified Body No. : /
Identification of the Certificate: /
Start of CE-Marking: 2022-4-19

I hereby am appointed as the authorized person to deal with all the registration and quality
management affairs in my capacity as Manager of Technical Regulation Department of

Shenzhen Mindray Bio-Medical Electronics Co., Ltd, Effective immediately.

Place, Date of Issue: Shenzhen, 2022-4-19

Signature:

Name of Authorized Signatory: Mr. Wang Xinbing

Position Held in Company: Deputy Director, Technical Regulation Department




Attachment of Declaration of Conformity: Applied Standards List-V1.0

Product:

Catalogue Number:

Standards Applied:

Applied Standards List

DS DILUENT

/

ENISO 18113-1:2011

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling} - Part 1: Terins, definitions and general

requirements (ISO 18113-1:2009)

EN IS0 18113-2:2011

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 2: In vitro diagnostic reagents for

professional use (ISO 18113-2:2009)

EN ISO 15223-1:2021

Medical devices - Symbols to be used with medical device labels,
labelling and information to be supplied - Part 1: General

requirements

EN [SO 14971:2019

Medical devices - Application of risk management to medical

devices-(EN-ISO-14971:2019)

EN 13612:2002/AC:2002

Performance evaluation of in vitro diagnostic medical devices

EN [SO 23640:2015

In vitro diagnostic medical devices - Evaluation of stability of in vitro

diagnostic reagents (ISO 23640:2011)

EN 62366-1:2015

Medical devices - Part 1: Application of usability engineering to

medical devices




Declaration of Conformity V1.0

Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Mindray Building, Keji 12th Road South, High-Tech
Industrial Park, Nanshan, 518057, Shenzhen, P. R. China

Manufacturer SRN: - CN-MF-000014156

Authorized Representative Shanghai International Holding Corp. GmbH (Europe)
Eiffestrafle 80 20537 Hamburg, Germany

Product: ESR Solution Reagent

Catalogue Number: 105-026688-00. 105-026689-00

Basic UDI-DI: 69449040 XQSJ-CLEANSER**T3

Classification: Class A (According toRule 5 (a) of IVDR annex VIII)

Conformity Assessment Route: Annex Il and Il of IVDR

GMDN code: 55854

We declare that the above mentioned products meet the provisions of the
REGULATION (EU) 2017/746 OF THE EUROPEAN PARLIAMENT and OF
THE COUNCIL. All supporting documentations are retained under the premises
of the manufacturer. This declaration of conformity is issued under the sole
responsibility of the manufacturer. '

References to CS: /
Notified Body: /
Notified Body No. : /
Identification of the Certificate: /

Start of CE-Marking:
I hereby am appointed as the authorized person to deal with all the registration and quality
management affairs in my capacity as Manager of Technical Regulation Department of

Shenzhen Mindray Bio-Medical Electronics Co., Ltd, Effective immediately.

Place, Date of Issue: Shenzhen, 2D22. 2.
N
Signature: ) é“V.%’M/
Name of Authorized Signatory: Mr. Wang Xinbing
Position Held in Company: Manager, Technical Regulation




—— i
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Product:

Catalogue Number:

i Standards Applied:

Attachment of Declaration of Conformity: Applied Standards List-V1.0

Applied Standards List

ESR Solution Reagent

1105-026688-00. 105-026689-00

EN ISO 18113-1:2011

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 1: Terms, definitions and general

requirements (SO 18113-1:2009)

ENISO 18113-2:2011

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 2: In vitro diagnostic reagents for

professional use (ISO 18113-2:2009)

EN ISO 15223-1:2021

Medical devices - Symbols to be used with medical device labels,
labelling and information to be supplied - Part 1: General

requirements

ENISO 14971:2019

Medical devices - Application of risk management to medical

devices (EN ISO 14971:2019)

EN 13612:2002/AC:2002

Performance evaluation of in vitro diagnostic medical devices

EN ISO 23640:2015

In vitro diagnostic medical devices - Evaluation of stability of in

vitro diagnostic reagents (ISO 23640:2011)

EN 62366-1:2015

Medical devices - Part 1: Application of usability engineering to

medical devices




Declaration of Conformity V1.0

Declaration of Conformity

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

Manufacturer SRN: CN-MF-000014156

Authorized Representative Shanghai International Holding Corp. GmbH (Europe)
EiffestraBe 80 20537 Hamburg, Germany

Produet: ESR Solution Reagent

Catalogue Number: 105-026688-00. 105-026689-00

Basie UDI-DIL: 69449040 XQSJ-CLEANSER**T3

Classification: Class A (According to Rule 5 (a)  of IVDR annex VIII)

Conformity Assessment Route: Annex Il and 11l of IVDR

GMDN code: 55854

We declare that the above mentioned products meet the provisions of the
REGULATION (EU) 2017/746 OF THE EUROPEAN PARLIAMENT and OF
THE COUNCIL. All supporting documentations are retained under the premises

of the manufacturer, This declaration of conformity is issued under the sole
responsibility of the manufacturer.

References to CS: /
Motified Body:
Motified Body No. : /
Identification of the Certificate: /
Start of CE-Marking: oY O £

I hereby am appointed as the authorized person to deal with all the registration and quality
management affairs in my capacity as Manager of Technical Regulation Department of

Shenzhen Mindray Bio-Medical Electronics Co., Ltd, Effective immediately.

Place, Date of Issue: Shenzhen, NOD 2 % ’C%
e \
S
Signature: &‘i’%‘é’h\/

MName of Authorized Signatery: Mr. Wang Xinbing

Position Held in Company: Deputy Director, Technical Regulation




!

Attachment of Declaration of Conformity: Applied Standards List-V1.0

Applied Standards List

Product: ESR Solution Reagent
Catalogue Number: 1105-026688-00. 105-026689-00
Standards Applied:

In vitro diagnostic medical devices - Information supplied by the
EN1SO 18113-1:2011 manufacturer (labelling) - Part 1: Terms, definitions and general
requirements (ISO 18113-1:2009)

In vitro diagnostic medical devices - Information supplied by the
EN ISO 18113-2:2011 manufacturer (labelling) - Part 2: In vitro diagnostic reagents for
professional use (ISO 18113-2:2009)

Medical devices - Symbols to be used with medical device labels,
EN ISO 15223-1:2021 labelling and information to be supplied - Part 1: General

requirements

Medical devices - Application of risk management to medical
EN ISO 14971:2019

devices (EN ISO 14971:2019)

EN 13612:2002/AC:2002 | Performance evaluation of in vitro diagnostic medical devices

In vitro diagnostic medical devices - Evaluation of stability of in
EN ISO 23640:2015

vitro diagnostic reagents (ISO 23640:2011)

Medical devices - Part 1: Application of usability engineering to
EN 62366-1:2015

medical devices
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Declaration of Conformity V1.0

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Mindray Building, Keji 12th Road South, High-Tech
Industrial Park, Nanshan, 518057, Shenzhen, P. R. China

Manufacturer SRN: CN-MF-000014156

Authorized Representative Shanghai International Holding Corp. GmbH (Europe)
Eiffestrale 80 20537 Hamburg, Germany

Product: M-6DR DILUENT

Catalogue Number: /

Basic UDI-DI: 69449040XQSJ-004DM-65**X8

Intended Purpose: The M-6DR DILUENT participates in the measurement of RET-related
parameters together with M-6FR DYE / M-68FR DYE.

Classification: Class A (According to Rule 5 {a> of IVDR annex VIII)
Conformity Assessment Route: Annex [T and I1I of IVDR
GMDN code: 55854

We declare that the above mentioned products meet the provisions of the
REGULATION (EU) 2017/746 OF THE EUROPEAN PARLIAMENT and OF
THE COUNCIL. All supporting documentations are retained under the premises
of the manufacturer. This declaration of conformity is issued under the sole
responsibility of the manufacturer.

References to CS: /
Notified Body: /
Notified Body No. : !
Identification of the Certificate: /

Start of CE-Marking: 2022-4-19
1 hereby am appointed as the authorized person to deal with all the registration and quality
management affairs in my capacity as Manager of Technical Regulation Department of

Shenzhen Mindray Bio-Medical Electronics Co., Ltd, Effective immediately.

Place, Date of Issue: Shenzhen, 2022-4-19

Signature: l‘V’%W

Name of Authorized Signatory: Mr. Wang Xinbing

Position Held in Company: Deputy Director, Technical Regulation Department

Declaration of Conformity c €




Attachment of Declaration of Conformity: Applied Standards List-V1.0

Product:

Catalogue Number:

Standards Applied:

Applied Standards List

M-6DR DILUENT

/

EN ISO 18113-1:2011

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 1: Terms, definitions and general

requirements (ISO 18113-1:2009)

ENISO 18113-2:2011

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 2: In vitro diagnostic reagents for

professional use (ISC 18113-2:2009)

EN ISO 15223-1:2021

Medical devices - Symbols to be used with medical device labels,
labelling and information to be supplied - Part 1: General

requirements

ENISO 14971:2019

Medical devices - Application of risk management to medical

devices (EN ISO 14971:2019)

EN 13612:2002/AC:2002

Performance evaluation of in vitro diagnostic medical devices

EN IS0 23640:2015

In vitro diagnostic medical devices - Evaluation of stability of in vitro

diagnostic reagents (ISO 23640:2011)

EN 62366-1:2015

Medical devices - Part 1: Application of usability engineering to

medical devices

i




Declaration of Conformity V1.0

Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Mindray Building, Keji 12th Road South, High-Tech
Industrial Park, Nanshan, 518057, Shenzhen, P. R. China

Manufacturer SRN: CN-MF-000014156

Authorized Representative Shanghai International Holding Corp. GmbH (Europe)
EiffestralBe 80 20537 Hamburg, Germany

Product: M-6FD DYE

Catalogue Number: /

Basic UDI-DI: 69449040XQS8J-004DM-65%*X8

Intended Purpose: The M-6FD DYE participates in WBC differentiation in the DIFF channel
together with M-6LD LYSE.

Classification: Class A (According to Rule 5 {a) of IVDR annex VIII)
Conformity Assessment Route: Annex I and III of IVDR
GMDN code: 55854

We declare that the above mentioned products meet the provisions of the
REGULATION (EU) 2017/746 OF THE EUROPEAN PARLIAMENT and OF
THE COUNCIL. All supporting documentations are retained under the premises
of the manufacturer. This declaration of conformity is issued under the sole
responsibility of the manufacturer.

References to CS: /

Notified Body: /

Notified Body No. : /

Identification of the Certificate: /

Start of CE-Marking: 2022-4-19

I hereby am appointed as the authorized person to deal with all the registration and quality
management affairs in my capacity as Manager of Technical Regulation Department of
Shenzhen Mindray Bio-Medical Electronics Co., Ltd, Effective immediately.

Place, Date of Issue: Shenzhen, 2022-4-19

\

N

~ ¢
Signature: ][Q% A
Name of Authorized Signatory: Mr. Wang Xinbing
Position Held in Company: Deputy Director, Technical Regulation Department




Attachment of Declaration of Conformity: Applied Standards List-V1.0

Product:

Catalogue Number:

Standards Applied:

Applied Standards List

M-6FD DYE

/

EN ISO 18113-1:2011

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 1: Terms, definitions and general

requirements (1ISO 18113-1:2009)

EN ISO 18113-2:2011

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 2: In vitro diagnostic reagents for

professional use (ISO 18113-2:2009)

EN [SQ 15223-1:2021

Medical devices - Symbols to be used with medical device labels,
labelling and information to be supplied - Part 1: General

requirements

EN ISO 14971:2019

Medical devices - Application of risk management to medical

devices (EN ISO 14971:2019)

EN 13612:2002/AC:2002

Performance evaluation of in vitro diagnostic medical devices

EN 180 23640:2015

In vitro diagnostic medical devices - Evaluation of stability of in vitro

diagnostic reagents (ISO 23640:2011)

EN 62366-1:2015

Medical devices - Part 1: Application of usability engineering to

medical devices




Declaration of Conformity V1.0

Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Mindray Building, Keji 12th Road South, High-Tech
Industrial Park, Nanshan, 518057, Shenzhen, P. R. China

Manufacturer SRN: CN-MF-000014156

Authorized Representative Shanghai International Holding Corp. GmbH (Europe)
Eiffestralle 80 20537 Hamburg, Germany

Product: M-6FN DYE

Catalogue Number: /

Basic UDI-DI: 69449040XQSJ-004DM-6S** X8

Intended Purpose: The M-6FN DYE participates in the measurement of Baso-related and NRBC-
related parameters together with M-6LN LYSE.

Classification: Class A (According to Rule 5 (a) of IVDR annex VIII)
Conformity Assessment Route: Anmnex Il and lI of IVDR
GMDN code: 55854

We declare that the above mentioned products meet the provisions of the
REGULATION (EU) 2017/746 OF THE EUROPEAN PARLIAMENT and OF
THE COUNCIL. All supporting documentations are retained under the premises
of the manufacturer. This declaration of conformity is issued under the sole
responsibility of the manufacturer.

References to CS: /
Notified Body: /
Notified Body No. : /
Identification of the Certificate: !
Start of CE-Marking: 2022-4-19

I hereby am appointed as the authorized person to deal with all the registration and quality
management affairs in my capacity as Manager of Technical Regulation Department of

Shenzhen Mindray Bio-Medical Electronics Co., Ltd, Effective immediately.

Place, Date of Issue: Shenzhen, 2022-4-19
oA

Signature: }'-3;/ 21/

Name of Authorized Signatory: Mr. Wang Xinbing

Position Held in Company: Deputy Director, Technical Regulation Department




Attachment of Declaration of Conformity: Applied Standards List-V1.0

Applied Standards List

Product:

Catalogue Number:

Standards Applied:

M-6FN DYE

/

ENISO 18113-1:2011

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 1: Terms, definitions and general

requirements (ISO 18113-1:2009)

ENISO 18113-2:2011

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 2: In vitro diagnostic reagents for

professional use (ISO 18113-2:2009)

EN ISO 15223-1:2021

Medical devices - Symbols to be used with medical device labels,
labelling and information to be supplied - Part 1: General

requirements

EN IS0 14971:2019

Medical devices - Application of risk management to medical

devices (EN ISO 14971:2019)

EN 13612:2002/AC:2002

Performance evaluation of in vitro diagnostic medical devices

EN ISO 23640:2015

In vitro diagnostic medical devices - Evaluation of stability of in vitro

diagnostic reagents (ISO 23640:2011)

EN 62366-1:2015

Medical devices - Part 1: Application of usability engineering to

medical devices




Declaration of Conformity V1.0

Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Mindray Building, Keji 12th Road South, High-Tech
Industrial Park, Nanshan, 518057, Shenzhen, P. R. China

Manufacturer SRN: CN-MF-000014156

Authorized Representative Shanghai International Holding Corp. GmbH (Europe)
Eiffestrafe 80 20537 Hamburg, Germany

Product: M-6FR DYE

Catalogue Number: /

Basic UDI-DI: 69449040XQSJ-004DM-65**X8

Intended Purpose: The M-6FR DYE participates in the measurement of RET-related parameters
together with M-6DR DILUENT

Classification: Class A (According to Rule 5 (a) of IVDR annex VIII)
Conformity Assessment Route: Annex II and 111 of IVDR
GMDN code: 55854

We declare that the above mentioned products meet the provisions of the
REGULATION (EU) 2017/746 OF THE EUROPEAN PARLIAMENT and OF
THE COUNCIL. All supporting documentations are retained under the premises
of the manufacturer. This declaration of conformity is issued under the sole
responsibility of the manufacturer.

References to CS: /
Notified Body: /
Notified Body No. : /
Identification of the Certificate: /
Start of CE-Marking: 2022-4-19

I hereby am appointed as the authorized person to deal with all the registration and quality
management affairs in my capacity as Manager of Technical Regulation Department of

Shenzhen Mindray Bio-Medical Electronics Co., Ltd, Effective immediately.

Place, Date of Issue: Shenzhen, 2022-4-19
~ AN
~, 00
Signature: WW
Name of Authorized Signatory: Mr. Wang Xinbing
Position Held in Company: Deputy Director, Technical Regulation Department




Attachment of Declaration of Conformity: Applied Standards List-V1.0

Product:

Catalogue Number:

Standards Applied:

Applied Standards List

M-6FR DYE

/

EN ISO 18113-1:2011

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 1: Terms, definitions and general

requirements (ISO 18113-1:2009)

ENISO 18113-2:2011

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 2: In vitro diagnostic reagents for

professional use (ISO 18113-2:2009)

EN ISO 15223-1:2021

Medical devices - Symbols to be used with medical device labels,
labelling and information to be supplied - Part 1. General

requirements

EN 1SQ 14971:2019

Medical devices - Application of risk management to medical

devices (EN 1SO 14971:2019)

EN 13612:2002/AC:2002

Performance evaluation of in vitro diagnostic medical devices

EN ISO 23640:2015

In vitro diagnostic medical devices - Evaluation of stability of in vitro

diagnostic reagents (JSO 23640:2011)

EN 62366-1:2015

Medical devices - Part 1: Application of usability engineering to

medical devices




Declaration of Conformity V1.0

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Mindray Building, Keji 12th Road South, High-Tech
Industrial Park, Nanshan, 518057, Shenzhen, P. R. China

Manufacturer SRN: CN-MF-000014156

Authorized Representative Shanghai International Holding Corp. GmbH (Europe)
Eiffestraflie 80 20537 Hamburg, Germany

Product: M-68LB LYSE

Catalogue Number: /

Basic UDI-DI: 69449040XQSI-004DM-65**X8

Intended Purpose: The M-68L.B LYSE participates in WBC counting and measurement of

basophil-related parameters

Classification: Class A (AccordingtoRule 5 (a) of IVDR annex VIIT)
Conformity Assessment Route: Annex 11 and 1II of IVDR
GMDN code: 55854

We declare that the above mentioned products meet the provisions of the
REGULATION (EU) 2017/746 OF THE EUROPEAN PARLIAMENT and OF
THE COUNCIL. All supporting documentations are retained under the premises
of the manufacturer. This declaration of conformity is issued under the sole
responsibility of the manufacturer.

References to CS: /
Notified Body: /
Notified Body No. : /
Identification of the Certificate: /
Start of CE-Marking: 2022-4-19

I hereby am appointed as the authorized person to deal with all the registration and quality
management affairs in my capacity as Manager of Technical Regulation Department of

Shenzhen Mindray Bio-Medical Electronics Co., Ltd, Effective immediately.

Place, Date of Issue: Shenzhen, 2022-4-19
~.
Signature: l Vi
Name of Authorized Signatory: Mr. Wang Xinbing
Position Held in Company: Deputy Director, Technical Regulation Department

Declaration of Conformity c €




Attachment of Declaration of Conformity: Applied Standards List-V1.0

Product:

Catalogue Number:

Standards Applied:

Applied Standards List

M-63LB LYSE

/

ENISO 18113-1:2011

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 1: Terms, definitions and general

requirements (ISO 18113-1:2009)

ENISO 18113-2:2011

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 2: In vitro diagnostic reagents for

professional use (ISO 18113-2:2009)

EN ISO 15223-1:2021

Medical devices - Symbols to be used with medical device labels,
labelling and information to be supplied - Part 1: General

requirements

ENISO 14971:2019

Medical devices - Application of risk management to medical

devices (EN ISO 14971:2019)

EN 13612:2002/AC:2002

Performance evaluation of in vitro diagnostic medical devices

EN [SO 23640:2015

In vitro diagnostic medical devices - Evaluation of stability ofin vitro

diagnostic reagents (ISO 23640:2011)

EN 62366-1:2015

Medical devices - Part 1: Application of usability engineering to

medical devices




Declaration of Conformity V1.0

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Mindray Building, Keji 12th Road South, High-Tech
Industrial Park, Nanshan, 518057, Shenzhen, P. R. China

Manufacturer SRN: CN-MF-000014156

Authorized Representative Shanghai International Helding Corp. GmbH (Europe)
Eiffestrale 80 20537 Hamburg, Germany

Product: M-6LD LYSE

Catalogue Number: /

Basic UDI-DI: 69449040XQSJ-004DM-6S**X§

Intended Purpose: The M-6LD LYSE participates in WBC differentiation in the DIFF channel
together with M-6FD DYE / M-68FD DYE

Classification: Class A (Accordingto Rule 5 {a) of IVDR annex VIII)
Conformity Assessment Route: Annex Il and II of IVDR
GMDN code: 55854

We declare that the above mentioned products meet the provisions of the
REGULATION (EU) 2017/746 OF THE EUROPEAN PARLIAMENT and OF
THE COUNCIL. All supporting documentations are retained under the premises
of the manufacturer. This declaration of conformity is issued under the sole
responsibility of the manufacturer.

References to C8: !
Notified Body: /
Notified Body No. : !
Identification of the Certificate: /
Start of CE-Marking: 2022-4-19

I hereby am appointed as the authorized person to deal with all the registration and quality
management affairs in my capacity as Manager of Technical Regulation Department of

Shenzhen Mindray Bio-Medical Electronics Co., Ltd, Effective immediately.

Place, Date of Issue: Shenzhen, 2022-4-19
“ Y
‘\
Signature: lQV Gpald
Name of Authorized Signatory: Mr. Wang Xinbing

Position Held in Company: Deputy Director, Technical Regulation Department

Declaration of Conformity c €
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Attachment of Declaration of Conformity: Applied Standards List-V1.0

Product:

Catalogue Number:

Standards Applied:

Applied Standards List

M-6LD LYSE

{

ENISO 18113-1:2011

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 1: Terms, definitions and general

requirements (1ISO 18113-1:2009)

ENI[SO 18113-2:2011

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 2: In vitro diagnostic reagents for

professional use (ISO 18113-2:2009)

ENISO 15223-1:202]

Medical devices - Symbols to be used with medical device labels,
labelling and information to be supplied - Part 1: General

requirements

EN ISO 14971:2019

Medical devices - Application of risk management to medical

devices (EN ISO 14971:2019)

EN 13612:2002/AC:2002

Performance evaluation of in vitro diagnostic medical devices

EN ISO 23640:2015

In vitro diagnostic medical devices - Evaluation of stability of in vitro

diagnostic reagents (ISO 23640:2011)

EN 62366-1:2015

Medical devices - Part 1: Application of usability engineering to

medical devices




Declaration of Conformity V1.0

Manufacturer; Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Mindray Building, Keji 12th Road South, High-Tech
Industrial Park, Nanshan, 518057, Shenzhen, P. R. China

Manufacturer SRN: CN-MF-000014156

Authorized Representative Shanghai International Holding Corp. GmbH (Europe)
Eiffestraie 80 20537 Hamburg, Germany

Product: M-6LH LYSE

Catalogue Number: /

Basic UDI-DI: 69449040XQSJ-004DM-65**X 8

Intended Purpose: The M-6LH LY SE formulated to measure the hemoglobin-related parameters.

Classification: Class A (According to Rule 5 (a) of IVDR annex VIII)

Conformity Assessment Route: Annex [T and 11l of IVDR

GMDN code: ‘ 55854

We declare that the above mentioned products meet the provisions of the
REGULATION (EU) 2017/746 OF THE EUROPEAN PARLIAMENT and OF
THE COUNCIL. All supporting documentations are retained under the premises
of the manufacturer. This declaration of conformity is issued under the sole
responsibility of the manufacturer.

References to CS; f
Notified Body: /
Notified Body No. : /
Identification of the Certificate: /
Start of CE-Marking: 2022-4-19

I hereby am appointed as the authorized person to deal with all the registration and quality
management affairs in my capacity as Manager of Technical Regulation Depariment of

Shenzhen Mindray Bio-Medical Electronics Co., Ltd, Effective immediately.

Place, Date of Issue: Shenzhen, 2022-4-19

Signature: A=V

Name of Authorized Signatory: Mr. Wang Xinbing

Position Held in Company: Deputy Director, Technical Regulation Department

Declaration of Conformity c €




Attachment of Declaration of Conformity: Applied Standards List-V1.0
Applied Standards List

M-6LH LYSE

Product:

Catalogue Number:

Standards Applied:

/

EN ISO 18113-1:2011

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 1: Terms, definitions and general

requirements (ISO 18113-1:2009)

ENISO 18113-2:2011

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 2: In vitro diagnostic reagents for

professional use (ISO 18113-2:2009)

EN ISO 15223-1:2021

Medical devices - Symbols to be used with medical device labels,
labelling and information to be supplied - Part 1: General

requirements

ENISOQ 14971:2019

Medical devices - Application of risk management to medical

devices (EN ISO 14971:2019)

EN 13612:2002/AC:2002

Performance evaluation of in vitro diagnostic medical devices

EN IS0 23640:2015

In vitro diagnostic medical devices - Evaluation of stability of in vitro

diagnostic reagents (ISO 23640:2011)

EN 62366-1:2015

Medical devices - Part 1: Application of usability engineering to

medical devices




Declaration of Conformity V1.0

Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Mindray Building, Keji 12th Road South, High-Tech
Industrial Park, Nanshan, 518057, Shenzhen, P. R. China

Manufacturer SRN: CN-MF-000014156

Authorized Representative Shanghai International Holding Corp. GmbH (Europe)
Eiffestrafle 80 20537 Hamburg, Germany

Produet: M-6LN LYSE

Catalogue Number: /

Basic UDI-DI: 69449040XQSJ-004DM-65**X8

Intended Purpose: This product participates in the measurement of Baso-related and NRBC-

related parameters together with M-6FN DYE / M-68FN DYE.

Classification: Class A (According to Rule 5 (a) of IVDR annex VIII)
Conformity Assessment Route: Annex 1T and 111 of IVDR
GMDN code: 55854

We declare that the above mentioned products meet the provisions of the
REGULATION (EU) 2017/746 OF THE EUROPEAN PARLIAMENT and OF
THE COUNCIL. All supporting documentations are retained under the premises
of the manufacturer. This declaration of conformity is issued under the sole
responsibility of the manufacturer.

References to CS: /

Notified Body: /

Notified Body No. : /

Identification of the Certificate: /

Start of CE-Marking: 2022-4-19

I hereby am appointed as the authorized person to deal with all the registration and quality
management affairs in my capacity as Manager of Technical Regulation Department of

Shenzhen Mindray Bio-Medical Electronics Co., Ltd, Effective immediately.

Place, Date of Issue: Shenzhen, 2022-4-19
~ o
~
Signature: ICV%{W-/
Name of Authorized Signatory: Mr. Wang Xinbing

Position Held in Company: Deputy Director, Technical Regulation Department




Attachment of Declaration of Conformity: Applied Standards List-V1.0

Product;

Catalogue Number:

Standards Applied:

Applied Standards List

M-6LN LYSE

/

ENISO 18113-1:2011

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 1: Terms, definitions and general

requirements (1ISO 18113-1:2009)

EN ISO 18113-2:2011

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 2: In vitro diagnostic reagents for

professional use (ISO 18113-2:2009)

EN ISO 15223-1:2021

Medical devices - Symbols to be used with medical device labels,
labelling and information to be supplied - Part 1: General

requirements

ENISO 14971:2019

Medical devices - Application of risk management to medical

devices (EN ISO 14971:2019)

EN 13612:2002/AC:2002

Performance evaluation of in vitro diagnostic medical devices

EN IS0 23640:2015

In vitro diagnostic medical devices - Evaluation of stability of in

vitro diagnostic reagents (ISO 23640:2011)

EN 62366-1:2015

Medical devices - Part 1: Application of usability engineering to

medical devices




Declaration of Conformity V 11.0

Declaration of Conformity c e

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

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestralle 80

20537 Hamburg, Germany

Product: Hematology Calibrator

Model: SC-CAL PLUS

Applied Hematology BC-5500, BC-5200, BC-3200, BC-3000CT,
BC-2600, BC-2900

Analyzer Model: BC-3000 Plus, BC-280

BC-1800, BC-2300 c-21°”qc, BC-5300,BC-5100

BC-5380,BC-5180,) 00,BC-5600,BC-6800, BC-6600
BC-3600 BC-3 00,BC-5000,BC-5150,BC-5120,BC-5130

BC-5140,BC-5390,BC-30s,BC-31s,BC-20s,BC-21s,BC-30

-6000,BC-6100,BC-6000Plus,BC-6100Plus

00,BC-6800PIus,BC-6700Plu,BC-6600Plus,BC-30e

.~ The device not in VDD annex Il and not for self
testing/performance evaluation

Conformity Assessfhg{nt Route: VDD Annex lll(excluding Section 6)

We herewith declare under our sole responsibility that the above

mentioned products meet the provisions of the Directive 98/79/EC on In

Vitro Diagnostic Medical Devices. All supporting documentations are

retained under the premises of the manufacturer.

Standards Applied:

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

provided as attachment.

Start of CE-Marking: 2009-06-05

Place, Date of Issue: Shenzhen, 2018-8-15

~ “ .
Signature: /&‘& W

Classification:

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




Declaration of Conformity V 11.0

Applied Standards:

Applied Standards List

EN ISO 18113-1:2011

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 1: Terms, definitions and general

requirements

ENISO 18113-2:2011

In vitro diagnostic medical devices - Information supplied by the

EN 1S015223-1:2012

EN 13612:2002

EN 13640: 2002

Stability testing of in vitro diagnostic reagents

EN 13641: 2002

ination or reduction of risk of infection related to in vitro

diagnostic medical devices

1S014971: 2012

Medical devices — Application of risk management to medical

devices

ISO 17511: 2003

In vitro diagnostic medical device — Measurement of quantities in
biological sample — Metrological traceability of values assigned to

calibrator and control materials

1ISO15194: 2009

In vitro diagnostic medical devices — Measurement of quantities
in samples of biological origin - Requirements for certified
reference materials and the content of supporting documentation
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