ORDIN DE PLATA ] 1196 |

DATA EMITERII

7 iulie 2026 TIP.DOC.1

PLATITI: 900-00 [ LE

Noua sute lei 00 bani

PLATITOR:  (R) BIOSISTEM MLD SRL CODUL IBAN MD95ML000000002251429243
CODUL FISCAL 1010600028048
CODUL LEI

PRESTATORUL PLATITOR:  BC'Moldindconbank'S.A.

BENEFICIAR: (R) IMSP SPITALUL RAIONAL CIMISLIA CODUL IBAN MD79AG000000022512564163
CODUL FISCAL 1003605150319
CODUL LEI

PRESTATORUL BENEFICIAR:  BC'MAIB'S.A.

b3wdp1-MD-1782739619425 din 09.07.2026

DESTINATIA PLATII:  Pentru garantia pentru oferta la procedura de achizitie publica nr. ocds-

CODUL TRANZACTIEI DATA PRIMIRII

DATA EXECUTARII

001

Document transmis prin instrument de platd electronic cu acces la

/

la distanta de tip internet-banking

SEMNATURA PRESTATORULUI

TIPUL TRANSFERULUI
NORMAL/URGENT/INSTANT

[N] LS.

LAZAR ANNA

LAZAR ANNA

SEMNATURILE EMITENTULUI

MOTIVUL REFUZULUI

LS.

Nota: Responsabilitatea privind veridicitatea si corectitudinea informatiei indicate in ordinul de plata i revine emitentului*
*Regulamentul cu privire la transferul de credit, debitarea directa si atribuirea codurilor IBAN, aprobat prin HCE al BNM nr. 108 din 08.06.2023

Digitally signed by Poiata Vitalie
Date: 2026.07.07 14:44:42 EEST
Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA
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GUVERNUL
REPUBLICII

MOLDOVA evo

SERVICIUL FISCAL DE STAT

CERTIFICAT

privind lipsa sau existenta restantelor fata de bugetul public national

Nr- 4315048 Din

NS or 07.07.2026 13:15

DATE DESPRE CONTRIBUABIL / IHOOPMALA O HANOTOMNATENbLUMKE

Codul fiscal / Numarul de identificare
durckanbHbI Ko / VAeHTUdUKALMOHHBIA HOMep

1010600028048

Denumirea
HanmeHoBaHve

Societatea cu Raspundere Limitata "BIOSISTEM MLD"

ATESTAREA LIPSEI SAU EXISTENTEI RESTANTELOR CONFORM DATELOR SISTEMULUI
INFORMATIONAL AUTOMATIZAT / MOATBEPXOEHWE OTCYTCBUA MU HATUYMA
3AOOMKHOCTEWM COMMACHO AAHHBIM MHDPOPMALIMOHHOW ABTOMATU3UPOBAHHON
CUCTEMBI

La data emiterii prezentului certificat restanta fata de bugetul public national constituie
Ha paTy Bblgaym gaHHOM CNpaBKM 3a0MKHOCTb NEPE HaLMOHaNbHOM NYy6ANYHBIM BIOI)KETOM COCTaBNAET

0 MDL

VALABIL PANA LA / OEVICTBUTENEH OO 22.07.2026 13:15

Prezentul document este eliberat in temeiul Art. 29, alin. (3) din Legea cu privire la registre nr. 71/2007 si in
baza datelor furnizate de Serviciul Fiscal de Stat in Portalul guvernamental integrat EVO / CnpaBka BblgaHa B
cooTBeTcBME cO CT. 29 n. (3) 3akoHa o peectpax N2 71/2007 Ha OCHOBaHUM AaHHbIX, MPEAOCTOCTaBMIEHHbIX
oCcynapCTBEHHOV HaNoroBow Cryo6om Ha VIHTerpupoBaHHbIvi MpaBuTeIbCTBEHHbIN nopTan EVO.

Generat si semnat de Portalul guvernamental integrat EVO la 07.07.2026 13:15

Prezentul certificat este semnat electronic in conformitate cu Legea nr.124 din 19.05.2022
CepTndukaT NOANMCaH 3NEKTPOHHONM MONANNCHIO B cOoTBeTCBME ¢ 3akoHOM N2 124 o1 19.05.2022

Certificatul este descarcat din Portalul guvernamental
integrat EVO (evo.gov.md) si este semnat electronic de
catre posesorul acestui portal si are aceiasi valoare juridica
ca si documentele eliberate pe suport de hartie de catre
organele cu atributii de administrare fiscala. Verificarea
autenticitatii semnaturii electronice poate fi realizatd cu
ajutorul  Serviciului  Guvernamental de  Semnatura

Electronica (msign.gov.md

CepTndukaTt ckadeH ¢ VIHTerpnupoBaHHbIA NPaBUTENbCTBEHHbIN
noptan EVO (gvo.gov.md) 1 NoAanmncaH aneKTPOHHON NMOANNCHIO
BnafeNbla noprana 1 VMeeT TaKalo e IOPUANYECKYI CUITy,
KaK W [OKYMeHTbl BbljaBaeMble Ha Oymare opraHamu
Haforosom aAMUHUCTPaLN. MpoBepky NOAJIMHOCTM
SMEKTPOHHOM MOAMNCK MOXHO OCYLEeCTBUTb C MOMOLLbIO
VIHTerpnpoBaHHbIi nNpaBUTENbCTBEHHbIN noptan EVO

(msign.gov.md)


https://evo.gov.md/acasa
https://msign.gov.md
https://evo.gov.md/acasa
https://msign.gov.md

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




AGENTIA SERVICII PUBLICE

Departamentul inregistrare si licentiere a unitétilor de drept

EXTRAS

din Registrul de stat al persoanelor juridice

Nr. 531522 data 15.09.2023

Denumirea completa: Societatea cu Raspundere Limitata "BIOSISTEM MLD"
Denumirea prescurtata: "BIOSISTEM MLD" S.R.L.

Forma juridica de organizare: Societate cu raspundere limitata,

Numarul de identificare de stat si codul fiscal (IDNO): 1010600028048

Data inregistrarii de stat: 12.08.2010

Sediul: MD-2001, str. Albisoara, 16/1, ap. 7, mun. Chisiniau, Republica Moldova.
Obiectul principal de activitate:

1. Activitatea farmaceutica; importul si (sau) producerea articolelor de parfumerie si
cosmetici

2. Fabricarea, comercializarea, asistenta tehnici, repararea si verificarea articolelor de
tehnica si opticd medicala

3. Acordarea asistentei medicale de ciitre institutiile medico-sanitare private

4. Comertul cu ridicata al calculatoarelor,echipamentelor periferice si software-ului
5. Intretinerea si repararea masinilor de birou si a tehnicii de calcul

6. Consultatii in domeniul sistemelor de calcul

Capitalul social: 5400 lei.

Administrator: POIATA VITALIE, IDNP 0983103892591,

Asociatii:

1. POIATA VITALIE, IDNP 0983103892591, cota 1803.60 lei. ce constituie 33,4%
Beneficiar efectiv:

1.1. POIATA VITALIE. IDNP 0983103892591.

2. NASEDCHIN ALEXANDR, IDNP 2002001070747, cota 1798,20 lei, ce constituie 33,3%
Beneficiar efectiv:
2.1. NASEDCHIN ALEXANDR, IDNP 2002001070747,

3. KOJEVNIKOV DMITRII, IDNP 0972305012362, cota 1798.20 lei. ce constituie 33.3%
Beneficiar efectiv:

3.1. KOJEVNIKOV DMITRII, IDNP 0972305012362

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 intreprinzatoril~r individuali si confirma

datele din Registrul de stat la data de: 15.09.2023.

EB 0461494

RegIStrator » domenﬂilglitally signed by Rusu Diana

inregistririi de stat Date: 2023.09.15 16:44:17 EEST
Reason: MoldSign Signature
Location: Moldova

[ Date cu caracter personal




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



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




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 intreprinzdator”, 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

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



Data prezentarii 14.05.2026 17:01:42
Anexe la SNC
“Prezentarea situatiilor financiare”
Aprobat de Ministerul Finantelor
al Republicii Moldova

SITUATIILE FINANCIARE

pentru perioada 01.01.2025 - 31.12.2025

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

Sediul:

MD:

Raionul(municipiul): 106, DDF RASCANI
Cod CUATM: 0150, SEC.RISCANI

Strada: 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, Societdti cu rdspundere limitatd

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: 12 persoane.

Persoanele responsabile de semnarea situatiilor financiare* Nasedchin Alexandr

Unitatea de masura: leu

BILANTUL
Anexa 1
la
Sold la
Nr. cpt. Indicatori Cod rd. fnceputul perioadei | Sfirsitul perioadei de
de gestiune gestiune
1 2 3 4 5
ACTIV
A. 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)
II. Imobilizari corporale
1. Imobilizari corporale in curs de executie 060
2. Terenuri 070
3. Mijloace fixe, total 080 7706354 8218668
din care:
081

3.1. cladiri
3.2. constructii speciale 082
3.3. masini, utilaje si instalatii tehnice 083 6955543 7635933
3.4. mijloace de transport 084 629606 509681
3.5. inventar si mobilier 085 9423 3600
3.6. alte mijloace fixe 086 111782 69454
4. Resurse minerale 090
5. Active biologice imobilizate 100
6. Investitii imobiliare 110
7. Avansuri acordate pentru imobilizari corporale 120 1435404 4583358
Total imobilizari corporale
(rd.060 + rd.070 + rd.080 + rd.090 + rd.100 + 130 9141758 12802026
rd.110 + rd.120)
III. Investitii financiare pe termen lung
1. Investitii financiare pe termen lung in parti 140
neafiliate
2. Investitii financiare pe termen lung in parti 150
afiliate, total
din care:

Lo S . P 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 153
participare
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)

(1050 1 rd.150 1 14,160 4 r6.220) 230 9141758 12802026
ACTIVE CIRCULANTE

1. Stocuri

éhgigeriale si obiecte de mica valoare si scurta 240 1133 0
2. Active biologice circulante 250

3. Productia in curs de executie 260

4. Produse si marfuri 270 15684462 27096904
5. Avansuri acordate pentru stocuri 280

-(rlg:lt.gilgt:crgjflzso + rd.260 + rd.270 + rd.280) 290 15685595 27096904
I1. Creante curente si alte active circulante

1. Creante comerciale curente 300 4561951 4672094
2. Creante ale partilor afiliate curente 310

inclusiv: creante aferente intereselor de participare 311

3. Creante ale bugetului 320 25303 4177
4. Creantele ale personalului 330

5. Alte creante curente 340

6. Cheltuieli anticipate curente 350

7. Alte active circulante 360 3491833 3945862
Total creante curente si alte active circulante

(rd.300 + rd.310 + rd.320 + rd.330 + rd.340 + 370 8079087 8622133
rd.350 + rd.360)

III. Investitii financiare curente

1. Investitii financiare curente n parti neafiliate 380

2. Investitii financiare curente in parti afiliate, total 390

din care:

2.1. actiuni si cote de participatie detinute in partile 391

afiliate

2.2. imprumuturi acordate partilor afiliate 392

2.3._?mprumuturi acordate aferente intereselor de 393

participare

2.4. alte investitii financiare in parti afiliate 394

Total investitii financiare curente 400

(rd.380 + rd.390)

IV. Numerar si documente banesti 410 35607750 41827342
TOTAL ACTIVE CIRCULANTE 420 59372432 77546379

(rd.290 + rd.370 + rd.400 + rd.410)




TOTAL ACTIVE

(rd.230 + rd.420) 430 68514190 90348405
PASIV

CAPITAL PROPRIU
I. 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

; 480
proprietate
Total capital social si neinregistrat
(rd.440 + rd.450 + rd.460 + rd.470 + rd.480) 490 >400 >400
II. Prime de capital 500
II1. 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 560 65739792 58080217
anilor precedenti
3. Profit net (pierdere netd) al perioadei de 570 26312548
gestiune
4. Profit utilizat al perioadei de gestiune 580
Total profit (pierdere)
(rd.550 + rd.560 + rd.570 + rd.580) >90 65739792 84392765
V. Rezerve din reevaluare 600
VI. Alte elemente de capital propriu 610
TOTAL CAPITAL PROPRIU
rd. + rd. + rd. + rd. + rd. +
(rd.490 d.500 d.540 d.590 d.600 620 65745192 84398165
rd.610)
DATORII PE TERMEN LUNG
1. Credite bancare pe termen lung 630
2. fmprumuturi pe termen lung 640
din care:

641

2.1. imprumuturi din emisiunea de obligatiuni
inclusiv: imprumuturi din emisiunea de obligatiuni 642
convertibile
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
(rd.630 + rd.640 + rd.650 + rd.660 + rd.670 + 700
rd.680 + rd.690)
DATORII CURENTE
1. Credite bancare pe termen scurt 710
2. Tmprumuturi pe termen scurt, total 720
din care:

721
2.1. imprumuturi din emisiunea de obligatiuni
inclusiv: imprumuturi din emisiunea de obligatiuni 722
convertibile
2.2. alte imprumuturi pe termen scurt 723
3. Datorii comerciale curente 730 10312 4904902
4. Datorii fata de partile afiliate curente 740
inclusiv: datorii aferente intereselor de participare 741
5. Avansuri primite curente 750 151820 25060
6. Datorii fata de personal 760
7. Datorii privind asigurdrile sociale si medicale 770
8. Datorii fatd de buget 780 2601490 869645
9. Datorii fatd de proprietari 790
10. Venituri anticipate curente 800
11. Alte datorii curente 810 5376 150633
TOTAL DATORII CURENTE
FA760 + 10,770 + 14,780 + 0.700 + 800+ | £20 276898 5950240
rd.810)
PROVIZIOANE
1. Provizioane pentru beneficiile angajatilor 830
2. Proyifioane pentru garantii acordate 840
cumparatorilor/clientilor
3. Provizioane pentru impozite 850
4. Alte provizioane 860
TOTAL PROVIZIOANE 870
(rd.830 + rd.840 + rd.850 + rd.860)
TOTALPASIVE 020+ 70

SITUATIA DE PROFIT SI PIERDERE
de la 01.01.2025 pina la 31.12.2025
Anexa 2

Indicatori | Cod rd. ‘

Perioada de gestiune




precedenta curenta
1 2 3 4

Venituri din vinzari, total 010 72234217 76853747
din care:

011 70297293 74037177
venituri din vinzarea produselor si marfurilor
venij:u_ri din prestarea serviciilor si executarea 012 1701254 1836226
lucrarilor
venituri din contracte de constructie 013
venituri din contracte de leasing 014
venituri din contracte de microfinantare 015
alte venituri din vinzari 016 235670 980344
Costul vinzarilor, total 020 37551083 38546632
din care:

-~ VP 021 37420276 38346562

valoarea contabila a produselor si marfurilor
vindute
cost.ul serviciilor prestate si lucrarilor executate 022 130807 200070
tertilor
costuri aferente contractelor de constructie 023
costuri aferente contractelor de leasing 024
costuri aferente contractelor de microfinantare 025
alte costuri aferente vinzarilor 026
Profit brut (pierdere bruta) (rd.010 - rd.020) 030 34683134 38307115
Alte venituri din activitatea operationala 040 1999137 0
Cheltuieli de distribuire 050 6125
Cheltuieli administrative 060 6021871 7509530
Alte cheltuieli din activitatea operationala 070 692169 873285
Rezultatul din activitatea operationala: profit
(pierdere) (rd.030 + rd.040 - rd.050 - rd.060 - 080 29968231 29918175
rd.070)
Venituri financiare, total 090 970167 1177849
din care:

091
venituri din interese de participare
inclusiv: veniturile obtinute de la partile afiliate 092
venituri din dobinzi 093 255488 472664
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
. T . . 097
investitiile financiare pe termen lung si curente
venituri din iesirea investitiilor financiare 098
venituri aferente diferentelor de curs valutar si de 099 714679 705185

suma




Cheltuieli financiare, total

din care:

cheltuieli privind dobinzile

inclusiv: cheltuielile aferente partilor afiliate

cheltuieli aferente ajustarilor de valoare privind
investitiile financiare pe termen lung si curente

cheltuieli aferente iesirii investitiilor financiare

cheltuieli aferente diferentelor de curs valutar si de
suma

Rezultatul: profit (pierdere) financiar(a)
(rd.090 - rd.100)

Venituri cu active imobilizate si exceptionale
Cheltuieli cu active imobilizate si exceptionale

Rezultatul din operatiuni cu active imobilizate
si exceptionale: profit (pierdere) (rd.120 -
rd.130)

Rezultatul din alte activitati: profit (pierdere)
(rd.110 + rd.140)

Profit (pierdere) pina la impozitare (rd.080 +
rd.150)

Cheltuieli privind impozitul pe venit

Profit net (pierdere netd) al perioadei de
gestiune (rd.160 - rd.170)

SITUATIA MODIFICARILOR CAPITALULUI PROPRIU

de la pina la

Nr. . .
d/o Indicatori Cod rd
1 2 3
Capital social si neinregistrat
1. Capital social 010
2. Capital nevarsat 020
3. Capital neinregistrat 030
L |a, Capital retras 040
5. Patrimoniul primit de la stat cu 050
drept de proprietate
Total capital social si
neinregistrat 060
(rd.010 + rd.020 + rd.030 + rd.040
+ rd.050)
II. | Prime de capital 070

III. | Rezerve
1. Capital de rezerva 080

2. Rezerve statutare 090

100

101

102

103

104

105

110

120

130

140

150

160

170

180

Sold la
inceputul
perioadei de
gestiune

a

Majorari

2592418

2592418

-1622251

836616

409025

427591

-1194660

28773571

3487050

25286521

Diminuari

1176288

1176288

1561

1561

29919736
3607188

26312548

Anexa 3
Sold la sfirsitul

perioadei de
gestiune

7



3. Alte rezerve 100

Total rezerve 110
(rd.080 + rd.090 + rd.100)

Profit (pierdere)

1. Corectii ale rezultatelor anilor

) 120 X
precedenti
2. Profit nerepartizat (pierdere
e . . 130
neacoperita) al anilor precedenti
IV.
3. Profit net (pierdere netad) al
. . X 140 X
perioadei de gestiune
4. Pljofit utilizat al perioadei de 150 X ( ( (
gestiune ) ) )
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.160 190
+ rd.170 + rd.180)
SITUATIA FLUXURILOR DE NUMERAR
de la pina la
Anexa 4
Perioada de gestiune
Indicatori Cod rd
precedenta curenta
1 2 3 4
Fluxuri de numerar din activitatea
operationala
Incasari din vinzari 010
Plati pentru stocuri si servicii procurate 020
Plati catre angajati si organe de asigurare sociala si 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 strdindtate 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 forméd de credite si imprumuturi 150
f’léti aferente rambursarii creditelor si 160
imprumuturilor

Dividende platite 170
inclusiv: dividende platite nerezidentilor 171
fncaséari 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 230
gestiune

Sold de numerar la sfirsitul perioadei de
gestiune 240
(£ rd.210 £ rd.220 + rd.230)

Documente atasate - Nota explicativa (fisierul pdf)

Biosistem.PDF
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Declaration of Conformity - V.01

Declaration of Conformity c €

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

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
" Eiffestrale 80
20537 Hamburg, Germany

Product: Auto Hematology Analyzer
Model: BC-3600
Including reagents as follo
M-30D DILUENT
M-30CFL LYSE
M-30R RINSE
PROBE GLEANSER

Classification: device not in IVDD annex Il and not for self
testing/performance evaluation
yte: WDD Annex IlI{excluding Section 6)

Conformity Assess

at the above mentioned products meet the

We herewﬂN

provisions of b\ rective 98/79/EC on In Vitro Diagnostic Medical
Devices. All supp };tmg 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: 2011-01-14
Place, Date of Issue: Shenzhen, 2011-01-14

Signature:
Name of Authorized Signatory: MrYang Long
Position Held in Company: Management Representative

|
|




Declaration of Conformity V 1.0

Declaration of Conformity c €

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

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

Product: Auto Hematology Analyzer

Model: BC-5000

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

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

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

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

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

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

Signature: aD ‘1%9"

Name of Authorized Signatory:  Mr.tan ChuanBin

Position Held in Company: Manager ,Technical Regulation




Declaration of Conformity V 1.0

Declaration of Conformity c €

Manufacturer:

EC-Representative:

Product:

Model:

Classification:

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

20537 Hamburg, Germany

Auto Hematology Analyzer &

BC-5150

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

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

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

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

of the manufacturer.

Standards Applied:

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

provided as attachment.

Start of CE-Marking: 2013-9- 26

Place, Date of Issue:

Signature:

Shenzhen, 20‘{3 9-26

Xl

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




Produect:

Applied Standards:

EN 1SO 18113-1:2009

ENISO 18113-2:2009

EN IS0 18113-3:2009

EN 18O 15223-1:2012

EN 13612: 2002

IS0 14971:2012

EN 61010-1:2001

EN 61010-2-081:2002+A1.

2003+A1: 2003

EN 61010-2-101: 2002

|r—————_......—__.._.........._..

Declaration of Conformity V 1.0

Applied Standards List

Auto Hematology Analyzer
BC-5150. BC-5GG0

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

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

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

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

use

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

N
~

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

‘Performance evaluation of in vitro diagnostic medical devices

Medical devices — Application of risk management to medical devices

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

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

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

medical equipment




Declaration of Conformity V 1.0

[EC 61010-2-010: 2005

EN 61326-1:2006

EN 61326-2-6:2006

EN 62304:2008

EN 62366:2008

EN 13640: 2002

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

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

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

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

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

|




BC-3600

Auto Hematology Analyzer

Pleasant Experience in Hematology Testing

mindray

healthcare within reach



Surpassing Performance

Superior Reagents, Quality Controls and Calibrators

High quality original reagents, calibrators and controls offer a complete system for our users. Cyanide free

reagents allow laboratories to meet necessary environmental regulations. Complete traceability system

:EEensures closest consistency with standard methods.

High Quality Design

New internal structural design separates electronic components from the fluidic system, decreasing

interference while at the same time allowing for easier maintenance.




BC-3600

Auto Hematology Analyzer
Technical Specifications

Parameters

WBC, Lymph#, Mid#, Gran#, Lymph%, Mid%, Gran%, RBC, HGB, HCT,
MCV, MCH, MCHC, RDW, PLT, MPV and histograms for

WBC, RBC, PLT

Principles

Electrical impedance method for cell counting and Cyanide - free for

Carryover
WBC, RBC, HGB<0.5%
PLT<1.0%

Connectivity
4 USB ports (for external printer, software upgrade, barcode reader,
keyboard and mouse), LAN port (1), RS232 (1)

hemoglobin

Printout
Performance Thermal recorder, 50mm width paper, various printout formats,
Parameter Linearity Range Precision (CV%) external printer (optional)
WBC (10%/pL) 0.3-99.9 3.0(24.0)
RBC (106/uL) 0.2-7.99 2.5 Operating Environment
HGB (g/dL) 1.0-24.99 2.0 Temperature: 15°C~30°C
MCV (fL) 20 Humidity:  30%~85%
PLT (103/pL) 10-999 6(2150)

Power requirement
Sample Volume AC 100-240V, 50/60+1Hz
Prediluted 20pL
Whole Blood 21uL Dimensions

16 in(W) x 18 in(H) x 18 in(D)
Throughput
60 samples per hour Configuration

Close Tube Sampling
Display
Large color touch screen Weight
Resolution: 800x600 62 lbs

mindray ;. ks or trademarks owned by Shenzhen Mindray Blo-medical Electronkcs Co., LTD.

Mindray North America
800 MacArthur Blvd., Mahwah, NJ 07430-0619,USA

©2014 Shenzhen Mindray Bio-Medical Electronics Co,, Ltd. All rights reserved. Specifications subject to changes without prior notice.
P/N: ENG-BC3600FDA-21285x6-20150924

Toll Free: +1(800) 288 2121
E-mail:intl-market@mindray.com www.mindray.com

Mindray is listed on the NYSE under the symbol”MR"”

mindray




BC-3600

Auto Hematology Analyzer

Labs today are facing a multitude of challenges including limited laboratory budgets,
increasing requirements for high quality as well as reliable products, a shortage of

experienced clinicians and so on. We understand the specific needs of end users, and
use them as the foundation for our new solution BC-3600. Complete with an intuitive
operation system, convenient data communication interface, excellent performance,

BC-3600 is a system solution for satellite labs and clinics.

e (CBC+3-DIFF, 16 parameters+3 histograms
® Throughput: 60 samples per hour
e Intuitive operation system with TFT touch screen mindray

e Enhanced performance by proven technologies
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e Closed Tube Sampling

e 40,000 results storage with histograms

e High quality QC, calibrators and reagents




Intuitive and Powerful Software U S e r—fri e n d Iy

The well organized software interface eases your operation

and gives you easy control of sample results, patient records,

and report customizations. Shortcut menu simplifies your
work process and improves efficiency. Distinguishable areas
display WBC, RBC and PLT results clearly. Automatic mainte-

Complete Data Communication
nance programs can be executed by double-clicking the

function keys while operational errors can be removed with Integrated HL7 communication protocol for LIS
single clicks. connection. A wide selection of interface

options are available including RS232 for

- computer connection, USB for QC assay values

upload, barcode scanner, and key board

connection.

Barcode reader USB port

Intelligence and Efficiency

Efficient ZAP and flush method removes clog completely. For Closed Tube

model, 3 types of tube adaptors are provided to satisfy individual laboratory
needs. With the on-line reminder function, users can conveniently monitor

the reagent residual volumes through the software.

s s e - =~ f,,i
o (1 7 (m) (1)
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Evacuated collection Capillary collection Predilute tube
tube holder adapter tube holder adapter holder adapter
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BC-5150

Auto Hematology Analyzer

A“CUTE" 5-part
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Why do we need 5-part hematology analyzers?

WBC differential: 3-part WBC differential: 5-part

- ° Lymphocyte

ﬁ% Basophil 2

ot N

Mid-size cell Neutrophil DIFF

Eosinophil
®
Monocyte

Lymphocyte

48 -
Eosinophil Basophil

2 Neutrophil

3-part hematology analyzers can not differentiate Basophil, 5-part hematology analyzers can provide Lymphocyte,
Eosinophil and Monocyte. Additionally, Lymphocyte and Monocyte, Neutrophil, Eosinophil and Basophil results for
Neutrophil results are easily affected by abnormal cells. every sample. Additionally, the 5-part results are less affected

by abnormal cells.

Flag information: 3-part Flag information: 5-part

¥
100 h

WBC histogram only indicates regional abnormal graph, it can't 5-part hematology analyzers provide more detailed and
bring specific flags for different clinical cases. specific flag information. Users are able to clearly understand

the clinical significance of flags and make a decision.

Users are able to access our tailored innovation and intelligent diagnosis support to

safeguard their diagnoses decisions with maximum confidence.

She said: “ we upgraded to a 5-part hematology analyzer 3 months ago, and it's been working very well. Our

lab has lots of abnormal samples, such as Eosinophilia and Monocytosis samples. We could only get the

information that the mid-size cells percentage was higher than normal level, but couldn't distinguish which

kind of cells increased exactly. Now, the 5-part hematology analyzer provides flags directly, which reduces smears
\QA ) need to be reviewed, and significantly improves our work efficiency.”

Dr Marisela Ramos, lab manager




BC-5150

Auto Hematology Analyzer

Based on Mindray’s continuous innovation in hematology field, BC-5150 is especially tailored to assist diagnostic labs who

need full CBC + 5-part results, with relatively low daily sample volume, restricted lab space and tight budget.

As the lightest and most compact 5-part hematology analyzer so far from Mindray, BC-5150 is a highly user-friendly and
innovative analyzer that offers cost efficient CBC and 5-part white cell differential results. It is targeted to fulfill and exceed

the demands of our global customers by providing more accurate, more efficient and more innovative solutions for labs.

WBC 5-part differentiation, 25 reportable parameters and 24 research parameters, 3 histograms and 4 scattergrams
Whole blood mode, Capillary whole blood mode and Prediluted mode
Tri-angle Laser scatter + Chemical dye + Flow cytometry technology
Dedicated optical counting channel for Basophil measurement
Powerful capability of flagging abnormal cells

10.4 inch large TFT touch screen with user-friendly software

Large storage capacity: up to 250,000 samples

Throughput: 60 samples per hour

Sample volume is only 15uL which is ideal for pediatrics

Tri-angle laser scatter + focused flow + chemical dye, creating the possibility for a better 5-part WBC differentiation

even on samples with high Eosinophil.

MAS

LAS

WAS
LAS shows cellular volume -
MAS shows cellular complexity '
WAS shows cellular granularity




BC-5150, the 5-part hematology analyzer offers a great solution for clinical labs, especially for those who have limited space.

Its compact foot-print is a result of innovative technology improvements, including miniaturized semi-conductor laser

source, highly integrated electronic boards and optimized liquid handling system.

Compact

Two kinds of lyse reagents are located inside of BC-5150, which helps

the small labs to save space.

Utility

The 10.4 inch TFT touch screen with a wide viewing angle, brings
convenience to clinicians. Users can complete all instrument operations

on the screen, practically eliminating the need for an external PC.

mindray/ scs150

BC-5150 inherits it's convenient and proven powerful software design
from BC-6800 and BC-3600 platforms, the friendly interface is ideal for

small sized labs.

Running capillary blood through the sample probe directly is more
convenient for the users in children’s hospitals, etc. For Prediluted mode,
BC-5150 has higher dilution ratio than other 5-part hematology

analyzers, thus it brings a better mixing effect.



Lab Test Requisition l

TestResults ?“

Patient Information ==

4 USB ports are located on the instrument’s left side. They permit
BC-5150 users to transmit data conveniently and connect with printers,

keyboard, mouse, barcode scanner, etc.

BC-5150 supports bi-directional LIS with test results and patient

information. HL7 protocol is supported as well.

Technology

Compared with traditional helium neon laser or argon laser, semi

-conductor laser has smaller size, lower cost and longer life cycle.

Improved DC impedance technology is used to count and size the RBC
and PLT. The smaller counting aperture (50 um in diameter) provides

better performance on samples with low PLT.

Efficient

Only three routine reagents are required. These have 2 years shelf life
and also less consumed by BC-5150. Original QC and calibrator are also
provided to ensure the hematology analyzer's traceability and testing

quality.




Technical Specifications

Principles

Impedance method for RBC and PLT counting

Cyanide free reagent for hemoglobin test

Flow Cytometry (FCM) + Tri-angle laser scatter + Chemical dye
method for WBC 5-part differential analysis and WBC counting

Parameters

25 parameters: WBC, Lym%, Mon%, Neu%, Bas%, Eos%, Lym#,
Mon#, Neu#, Eos#, Bas#, RBC, HGB, HCT, MCV, MCH, MCHC,
RDW-CV, RDW-SD, PLT, MPV, PDW, PCT, P-LCR, P-LCC.

24 research parameters including LIC%, LIC#, ALY%, ALY#,PLT
Clump#, PLT Clump%, Lip#, Lip%, NRBC#, NRBC%, Blast#, Blast%,
PDW-SD,NLR,PLR, Neu-X, Neu-Y, Neu-Z, Lym-X, Lym-Y, Lym-Z,
Mon-X, Mon-Y, Mon-Z

3 histograms for WBC, RBC and PLT

4 scattergrams for WBC differential

Reagent
M-52D Diluent, M-52DIFF Lyse, M-52LH Lyse, Probe Cleanser

Performance

Parameter Linearity Range Precision Carryover
WBC 0-500x10%/L  <2% (4-15x10°/L) <0.5%
RBC 0-8x10%/L <1.5% (3.5-6.0x10"%/L) <0.5%
HGB 0-250g/L <1.5% (110-180g/L) <0.6%
PLT 0-5000x10%/L  <6.0% (100-149x10°/L) <1.0%

<4.0% (150-500x10%/L)

Sample Volume

Prediluted mode 20 uL

Whole blood mode 15 pL

Capillary whole blood mode 15 pL

Throughput

60 samples per hour
www.mindray.com

P/N: ENG-BC-5150-210285x6P-20190806
©2017 Shenzhen Mindray Bio-Medical Electronics Co. Ltd. All rights reserved.

Display
10.4 inch TFT Touch Screen

Multi-language
Chinese, English, Spanish, Portuguese, Russian, French,
Bahasa Indonesia

Data Storage Capacity
Up to 250,000 results including numeric and graphical

information

Communication
LAN port supports HL7 protocol

Interface
USB, LAN
Support bi-directional LIS

Printout
External Thermal printer / Laser printer / Inkjet printer, various
printout formats and user-defined formats

Operating Environment
Temperature: 10°C~30°C
Humidity: 20%~85%

Air pressure: 70 kPa~106 kPa

Power requirement
100V-240V
50Hz/60Hz

Dimension and Weight

Depth(400 mm) x width(320 mm) x height(410 mm)
Weight :24kg

mindray

healthcare within reach



Deciaration of Conformity Vv 4.0

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)
Eiffestral’e 80

20537 Hamburg, Germany

Product: Auto Hematology Analyzer
Model: BC-3600
Including reagents as following:
M-30D DILUENT

M-30CFL LYSE
M-30R RINSE
PROBE CLEANSER

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: 2011-01-14

Place, Date of Issue: Shenzh%;nl 010212, 7

Signature: 4 ﬁ%m
Name of Authorized Signatory: Mr. Tan ChuanBin
Position Held in Company: Manager ,Technical Regulation




Declaration of Conformity V 4.0

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)
Eiffestralle 80

20537 Hamburg, Germany

Product: Auto Hematology Analyzer
Model: BC-3300
Including reagents as following:
M-30D DILUENT

M-30CFL LYSE

M-30R RINSE

PROBE CLEANSER

Classification: The device not in VDD annex |l and not for self
testing/performance evaluation
Conformity Assessment Route: VDD Annex [Il{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: 2011-01-14

Place, Date of Issue: Shenzhep, 01212 7
b ]

Signature: ﬁ%m

Name of Authorized Signatory: Mr. Tan ChuanBin

Position Held in Company: Manager ,Technical Regulation




Declaration of Conformity vV 4.0

Declaration of Conformity c €

Manufacturer:

EC-Representative:

Product:

Model:

Classification:

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

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

Auto Hematology Analyzer
BC-3300CT

Including reagents as following:
M-30D DILUENT

M-30CFL LYSE

M-30R RINSE

PROBE CLEANSER

The device not in IVDD annex Il and not for self
testing/performance evaluation

Conformity Assessment Route: VDD Annex Il{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:

Place, Date of Issue:
Signature:

Nante of Authorized Signatory:

Position Held in Company:

2011-01-14
Shenzhen, 20i2.12-7]

Mr. Tan ChuanBin

Manager ,Technical Regulation




Declaration of Conformity V 4.0
Declaration of Conformity c €

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

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

Product: Auto Hematology Analyzer
Model: ULTIMA 3
Including reagents as following:
M-30D DILUENT
M-30CFL LYSE
M-30R RINSE
PROBE CLEANSER

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: 2011-08-19

Place, Date of Issue: Shenzhen,_ 2012- '3" 7
Signataye: ﬁ 4"17 M
Name of Authorized Signatory: Mr. Tan ChuanBin
Position Held in Company: Manager ,Technical Regulation




Declaration of Conformity V 4.0

Product:

Applied Standards:

EN IS0 18113-1:2011

ENISO 18113-2:2011

EN ISO 18113-3:2011

ISO 15223-1:2012

EN 13612:2002

EN 13640: 2002

EN 13641: 2002

EN ISO 14971:2007

EN 61010-1:2001

EN 61010-2-101: 2002

IEC 61010-2-010:2005

Applied Standards List

Auto Hematology Analyzer

BC-3600 . BC-3300. BC-3300CT. ULTIMA3
Including reagents as following:

M-30D DILUENT

M-30CFL LYSE

M-30R RINSE

PROBE CLEANSER

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

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

reagents for professional use

In vitro diagnostic medical devices - Information supplied by
the manufacturer (labelling) - Part 3: In vitro diagnostic
instruments for professional use

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

Performance evaluation of in vitro diagnostic medical

devices
Stability testing of in vitro diagnostic reagents

Elimination or reduction of risk of infection related to in
vitro diagnostic medical devices

Medical devices - Application of risk management to medical
devices

Safety requirements for electrical equipmentfor measurement,

control, and laboratory use Part 1: General requirement

Safety requirements for electrical equipment for measurement,
control, and laboratory use - Part 2-101: Particular requirements

for in vitro diagnostic (IVD) medical equipment

Safety requirements for electrical equipment for measurement,




Declaration of Conformity V 4.0

EN 61010-2-081:2002
++Al: 2003

EN 61326-1;2006

EN 61326-2-6:2006

EN 62366:2008

EN 62304 :2008

18013485:2003/AC:2009

control and laboratory use - Part 2-010:Particular requirements

for laboratory equipment for heating of materials

Safety requirements for electrical equipment for measurement,
control and laboratory use - Part 2-081; Particular requirements

for automatic and semi-automatic laboratory equipment for

analysis and other purposes

Electrical equipment for measurement control and laboratory
use-EMC requirements-Part1: General requirement

Electrical equipment for measurement control and laboratory
use-EMC requirements-Part2-6: Particular requirement-In vitro

diagnostic {IVD) medical equipment

Medical devices —Application of usability engineering to
medical devices

Medical device software- Software life cycle processes

Medical devices - Quality management systems -
Requirements for regulatory purposes
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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

f 20537 Hamburg, Germany
Product: Auto Hematology Analyzer
Model: BC-5150 |

Including reagents as following:
M-52D DILUENT |
M-52DIFF LYSE -

M-52LH LYSE:
PROBE CLEANSER

Classification: TFié-gjeQi‘éQnot_ih IVDD annex |l and not for self
- testing/performance evaluation

Conformity Assessment RQu\te:"\ IVDD Annex Il{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: 2013-9-26

Place, Date of issue: Shenzhen, 2013-9-26

e

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

Signature:
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Declaration of Conformity V 1.0

Applied Standards List

Product: Auto Hematology Analyzer
BC-5150. BC-5000

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

laboratory use Part 1: General requirement

semi-automatic laboratory equipment for analysis and other purposes

| |
F medical equipment

Applied Standards:
EN 1SO 18113-1:2009 In vitro diagnostic medical devices —Infon'nati.é.ﬁ ‘s;‘JppIied by the
manufacturer(labelling) Part 1: Tern.'"i.s;., de_ﬁnitigns and general requirements
ENISO 18113-2:2009 | [n vitro diagnostic medical 'd"e:vi_ces -Al\ﬁformattiion supplied by the manufacturer
1| (labelling} - Part 2: ln_vii;r& diggnostic reagents for professional use
Fl EN ISO 18113-3:2009 In vitro diag{nos.'t.i'q Omediz’:a'i:_.de\)'i\ée’s — Information supplied by the
manufaclu.llé"f(;l\abélihg.) Part 3: In vitro diagnostic instruments for professional
use ey . ,
EN ISO 15223-1:2012 a .Médié‘gl,_ devices — Symbols to be used with medical device labels,
‘i_al.)elling and information to be supplied —Part 1: General requirements
EN 13612: 2002 . . ;’érformance evaluation of in vitro diagnostic medical devices
ISO 14971:2012 | Medical devices — Application of risk management to medical devices
EN 61010-1:2001 Safety requirements for electrical equipment for measurement, control, and

EN 61010-2-081:2002+A1:  Safety requirements for electrical equipment for measurement, control and

2003+Al: 2003 laboratory use - Part 2-081: Particular requirements for automatic and

EN 61010-2-101: 2002 Safety requirements for electrical equipment for measurement, contrel, and

laboratory use - Part 2-101: Particular requirements for injtro diagnostic (IVD)

e
VI




Declaration of Conformity
IEC 61010-2-010: 2005

V1.0

Safety requirements for electrical equipment. for measurement, control and

laboratory use - Part 2-010: Particular requirements for laboratory equipment

EN 61326-1:2006

EN 61326-2-6:2006

EN 62304:2008

EN 62366:2008

EN 13640: 2002

for the heating of materials

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

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

Medical device software- Software life cycle processes
Medical devices — Application of usability engiﬁ'eering to medical devices

Stability testing of in vitro diagnostic medical deviééé,_*

|| IR
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