
ORDIN DE PLATĂ Nr. 767 DATA EMITERII 5 februarie 2026 TIP.DOC.1
PLĂTIȚI: 11 000-00 LEI Unsprezece mii  lei  00 bani
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BC'Moldindconbank'S.A.
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pentru oferta la procedura de achizitie publica nr.  ocds-b3wdp1-MD-

1769153316961 din 06.02.2026/
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Nota: Responsabilitatea privind veridicitatea şi corectitudinea informaţiei indicate în ordinul de plată îi revine emitentului*
*Regulamentul cu privire la transferul de credit, debitarea directă și atribuirea codurilor IBAN, aprobat prin HCE al BNM nr. 108 din 08.06.2023
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                 /

la distanță de tip internet-banking



 

CERTIFICAT
privind lipsa sau existența restanțelor față de bugetul public național

Nr. 
№

1208048
Din 
От

23.01.2026 12:08

DATE DESPRE CONTRIBUABIL / ИНФОРМАЦИЯ О НАЛОГОПЛАТЕЛЬЩИКЕ

Codul fiscal / Numărul de identificare 
Фискальный код / Идентификационный номер

1010600028048

Denumirea  
Наименование 

Societatea cu Răspundere Limitată "BIOSISTEM MLD"

ATESTAREA LIPSEI SAU EXISTENȚEI RESTANȚELOR CONFORM DATELOR SISTEMULUI 
INFORMAȚIONAL AUTOMATIZAT / ПОДТВЕРЖДЕНИЕ ОТСУТСВИЯ ИЛИ НАЛИЧИЯ 
ЗАДОЛЖНОСТЕЙ СОГЛАСНО ДАННЫМ ИНФОРМАЦИОННОЙ АВТОМАТИЗИРОВАННОЙ 
СИСТЕМЫ

La data emiterii prezentului certificat restanța față de bugetul public național constituie  
На дату выдачи данной справки задолжность перед национальном публичным бюджетом составляет  

57.37 MDL

 

În temeiul art. 129 pct. 13) lit. c) din Codul fiscal, suma neachitată a obligaţiilor fiscale în cuantum de până la 500 de lei 
inclusiv nu se consideră restanță față de bugetul public național în scopul atestării lipsei restanțelor față de bugetul 
public național ale contribuabililor.

VALABIL PÂNĂ LA / ДЕЙСТВИТЕЛЕН ДО 07.02.2026 12:08

Prezentul document este eliberat în temeiul Art. 29, alin. (3) din Legea cu privire la registre nr. 71/2007 și în 
baza datelor furnizate de Serviciul Fiscal de Stat în Portalul Guvernamental al Cetățeanului și al Unităților de 
Drept / Справка выдана в соответсвие со ст. 29 п. (3) Закона о реестрах № 71/2007 на основании данных, 
предостоставленных Государственной налоговой службой на Портале Правительства Гражданина и 
Юридических Лиц.

 

Generat și semnat de Portalul Guvernamental al Cetățeanului și al Unităților de Drept la 23.01.2026 12:08

Prezentul certificat este semnat electronic în conformitate cu Legea nr.124 din 19.05.2022  
Сертификат подписан электронной попдписью в соответсвие с Законом № 124 от 19.05.2022

Certificatul este descărcat din Portalul Guvernamental al 
Cetățeanului și al Unităților de Drept (mcabinet.gov.md) și 
este semnat electronic de către posesorul acestui portal și 
are aceiași valoare juridică ca și documentele eliberate pe 
suport de hârtie de către organele cu atribuții de 
administrare fiscală. Verificarea autenticității semnăturii 
electronice poate fi realizată cu ajutorul Serviciului 
Guvernamental de Semnătură Electronică (msign.gov.md)

Сертификат скачен с Правительственного Портала 
Гражданина и Юридических Лиц (mcabinet.gov.md) и 
подписан электронной подписью владельца портала и 
имеет такаю же юридическую силу, как и документы 
выдаваемые на бумаге органами налоговой 
администрации. Проверку подлиности электронной 
подписи можно осуществить c помощью Государсвенной 
Cлужбой Электронной Подписью (msign.gov.md)

https://mcabinet.gov.md
https://msign.gov.md
https://mcabinet.gov.md
https://msign.gov.md








 
c/f 1010600028048; adresa: or. Chișinău, str. Albișoara 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 

 
 

 



 
Cod Fiscal: 1010600028048; IBAN: MD95ML000000002251429243;  

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

 

adresa: str. Albișoara 16/1 of.7, MD-2001 Chișinău, Republica Moldova 
tel.+373-22-808517, +373-22-808719, fax +373-22-808519.  

Web: www.biosistem-mld.com; e-mail: biosistem.mld@gmail.com 
 

 

 

Scrisoare de informare 

 

 

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

privind reglementarea prin autorizare a activităţii de întreprinzător”, cu modificarile ulterior adoptate 

de parlamentul RM, Importul, comercializarea, asistenţa tehnică si reparaţia dispozitivelor medicale nu 

mai este activitate licentiata. Respectiv nu mai sunt eliberate licente pentru acest gen de activitate, iar 

licentele cu termenul de valabilitate expirat nu mai sunt prelungite. 

 

 

                           _______________Vitalie Poiata 

       L.Ş. 

 

 

 

 

 

 

 



Data prezentării 01.04.2025 16:19:29
Anexe la SNC

“Prezentarea situatiilor financiare”

Aprobat de Ministerul Finantelor

al Republicii Moldova

SITUAȚIILE FINANCIARE

pentru perioada 01.01.2024 - 31.12.2024

Entitatea:  BIOSISTEM MLD S.R.L.

Cod CUIÎO:  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 principală: G4646, Comert cu ridicata al produselor farmaceutice

Forma de proprietate: 16, Proprietate colectivă

Forma organizatorico-juridică: 530, Societăţi cu răspundere limitată

Date de contact:

Telefon: +37322808719

WEB:

E-mail:  zmii13@mail.ru

Numele și coordonatele al contabilului-șef:  Dl (dna) Tel.

Numărul mediu al salariaților în perioada de gestiune:  10 persoane.

Persoanele responsabile de semnarea situațiilor financiare*  Nasedchin Alexandr

Unitatea de măsură: leu

BILANŢUL

Anexa 1

la

Nr. cpt. Indicatori Cod rd.

Sold la

Începutul perioadei

de gestiune

Sfîrșitul perioadei de

gestiune

1 2 3 4 5

A C T I V

A. ACTIVE IMOBILIZATE

I. Imobilizări necorporale

1. Imobilizări necorporale în curs de execuție 010

2. Imobilizări necorporale în exploatare, total 020

din care:

2.1. concesiuni, licențe și mărci

021

2.2. drepturi de autor și titluri de protecție 022

2.3. programe informatice 023



2.4. alte imobilizări necorporale 024

3. Fond comercial 030

4. Avansuri acordate pentru imobilizări necorporale 040

Total imobilizări necorporale

(rd.010 + rd.020 + rd.030 + rd.040)
050

II. Imobilizări corporale

1. Imobilizări corporale în curs de execuție 060

2. Terenuri 070

3. Mijloace fixe, total 080 4438372 7706354

din care:

3.1. clădiri

081

3.2. construcții speciale 082

3.3. mașini, utilaje și instalații tehnice 083 4423127 6955543

3.4. mijloace de transport 084 629606

3.5. inventar și mobilier 085 15245 9423

3.6. alte mijloace fixe 086 111782

4. Resurse minerale 090

5. Active biologice imobilizate 100

6. Investiții imobiliare 110

7. Avansuri acordate pentru imobilizări corporale 120 2337159 1435404

Total imobilizări corporale

(rd.060 + rd.070 + rd.080 + rd.090 + rd.100 +

rd.110 + rd.120)

130 6775531 9141758

III. Investiții financiare pe termen lung

1. Investiții financiare pe termen lung în părți
neafiliate

140

2. Investiții financiare pe termen lung în părți
afiliate, total

150

din care:

2.1. acțiuni și cote de participație deținute în părțile
afiliate

151

2.2 împrumuturi acordate părților afiliate 152

2.3 împrumuturi acordate aferente intereselor de

participare
153

2.4 alte investiții financiare 154

Total investiții financiare pe termen lung

(rd.140 + rd.150)
160

IV. Creanțe pe termen lung și alte active

imobilizate

1. Creanțe comerciale pe termen lung 170

2. Creanțe ale părților afiliate pe termen lung 180

inclusiv: creanțe aferente intereselor de participare 181

3. Alte creanțe pe termen lung 190



4. Cheltuieli anticipate pe termen lung 200

5. Alte active imobilizate 210

Total creanțe pe termen lung și alte active

imobilizate

(rd.170 + rd.180 + rd.190 + rd.200 + rd.210)

220

TOTAL ACTIVE IMOBILIZATE

(rd.050 + rd.130 + rd.160 + rd.220)
230 6775531 9141758

B. ACTIVE CIRCULANTE

I. Stocuri

1. Materiale și obiecte de mică valoare și scurtă

durată
240 24776 1133

2. Active biologice circulante 250

3. Producția în curs de execuție 260

4. Produse și mărfuri 270 11490033 15684462

5. Avansuri acordate pentru stocuri 280

Total stocuri

(rd.240 + rd.250 + rd.260 + rd.270 + rd.280)
290 11514809 15685595

II. Creanțe curente și alte active circulante

1. Creanțe comerciale curente 300 2646694 4561951

2. Creanțe ale părților afiliate curente 310

inclusiv: creanțe aferente intereselor de participare 311

3. Creanțe ale bugetului 320 45618 25303

4. Creanțele ale personalului 330

5. Alte creanțe curente 340

6. Cheltuieli anticipate curente 350

7. Alte active circulante 360 2251145 3491833

Total creanțe curente și alte active circulante

(rd.300 + rd.310 + rd.320 + rd.330 + rd.340 +

rd.350 + rd.360)

370 4943457 8079087

III. Investiții financiare curente

1. Investiții financiare curente în părți neafiliate 380

2. Investiții financiare curente în părți afiliate, total 390

din care:

2.1. acțiuni și cote de participație deținute în părțile
afiliate

391

2.2. împrumuturi acordate părților afiliate 392

2.3. împrumuturi acordate aferente intereselor de

participare
393

2.4. alte investiții financiare în părți afiliate 394

Total investiții financiare curente

(rd.380 + rd.390)
400

IV. Numerar și documente bănești 410 27361722 35607750

TOTAL ACTIVE CIRCULANTE

(rd.290 + rd.370 + rd.400 + rd.410)
420 43819988 59372432



TOTAL ACTIVE

(rd.230 + rd.420)
430 50595519 68514190

P A S I V

C.

CAPITAL PROPRIU

I. Capital social și neînregistrat

1. Capital social 440 5400 5400

2. Capital nevărsat 450
(

)

(

)

3. Capital neînregistrat 460

4. Capital retras 470
(

)

(

)

5. Patrimoniul primit de la stat cu drept de

proprietate
480

Total capital social și neînregistrat

(rd.440 + rd.450 + rd.460 + rd.470 + rd.480)
490 5400 5400

II. Prime de capital 500

III. Rezerve

1. Capital de rezervă 510

2. Rezerve statutare 520

3. Alte rezerve 530

Total rezerve

(rd.510 + rd.520 + rd.530)
540

IV. Profit (pierdere)

1. Corecții ale rezultatelor anilor precedenți 550 X

2. Profit nerepartizat (pierdere neacoperită) al

anilor precedenți 560 48431994 40453271

3. Profit net (pierdere netă) al perioadei de

gestiune
570 X 25286521

4. Profit utilizat al perioadei de gestiune 580 X
(

)

Total profit (pierdere)

(rd.550 + rd.560 + rd.570 + rd.580)
590 48431994 65739792

V. Rezerve din reevaluare 600

VI. Alte elemente de capital propriu 610

TOTAL CAPITAL PROPRIU

(rd.490 + rd.500 + rd.540 + rd.590 + rd.600 +

rd.610)

620 48437394 65745192

D. DATORII PE TERMEN LUNG

1. Credite bancare pe termen lung 630

2. Împrumuturi pe termen lung 640

din care:

2.1. împrumuturi din emisiunea de obligațiuni

641

inclusiv: împrumuturi din emisiunea de obligațiuni

convertibile
642

2.2. alte împrumuturi pe termen lung 643

3. Datorii comerciale pe termen lung 650



SITUAŢIA DE PROFIT ŞI PIERDERE
de la 01.01.2024 pînă la 31.12.2024

Anexa 2

4. Datorii față de părțile 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 +

rd.680 + rd.690)

700

E.

DATORII CURENTE

1. Credite bancare pe termen scurt 710

2. Împrumuturi pe termen scurt, total 720

din care:

2.1. împrumuturi din emisiunea de obligațiuni

721

inclusiv: împrumuturi din emisiunea de obligațiuni

convertibile
722

2.2. alte împrumuturi pe termen scurt 723

3. Datorii comerciale curente 730 59765 10312

4. Datorii față de părțile afiliate curente 740

inclusiv: datorii aferente intereselor de participare 741

5. Avansuri primite curente 750 273711 151820

6. Datorii față de personal 760

7. Datorii privind asigurările sociale și medicale 770

8. Datorii față de buget 780 1766706 2601490

9. Datorii față de proprietari 790

10. Venituri anticipate curente 800

11. Alte datorii curente 810 57943 5376

TOTAL DATORII CURENTE

(rd.710 + rd.720 + rd.730 + rd.740 + rd.750 +

rd.760 + rd.770 + rd.780 + rd.790 + rd.800 +

rd.810)

820 2158125 2768998

F.

PROVIZIOANE

1. Provizioane pentru beneficiile angajaților 830

2. Provizioane pentru garanții acordate

cumpărătorilor/clienților
840

3. Provizioane pentru impozite 850

4. Alte provizioane 860

TOTAL PROVIZIOANE

(rd.830 + rd.840 + rd.850 + rd.860)
870

TOTAL PASIVE

(rd.620 + rd.700 + rd.820 + rd.870)
880 50595519 68514190

Indicatori Cod rd. Perioada de gestiune



precedenta curenta

1 2 3 4

Venituri din vînzări, total 010 58891757 72234217

din care:

venituri din vînzarea produselor și mărfurilor

011 57105542 70297293

venituri din prestarea serviciilor și executarea

lucrărilor
012 1771148 1701254

venituri din contracte de construcție 013

venituri din contracte de leasing 014

venituri din contracte de microfinanţare 015

alte venituri din vînzări 016 15067 235670

Costul vînzărilor, total 020 32917436 37551083

din care:

valoarea contabilă a produselor și mărfurilor

vîndute

021 32793096 37420276

costul serviciilor prestate și lucrărilor executate

terților
022 124340 130807

costuri aferente contractelor de construcție 023

costuri aferente contractelor de leasing 024

costuri aferente contractelor de microfinanţare 025

alte costuri aferente vînzărilor 026

Profit brut (pierdere brută) (rd.010 - rd.020) 030 25974321 34683134

Alte venituri din activitatea operațională 040 829270 1999137

Cheltuieli de distribuire 050 4167

Cheltuieli administrative 060 3996115 6021871

Alte cheltuieli din activitatea operațională 070 879808 692169

Rezultatul din activitatea operațională: profit

(pierdere) (rd.030 + rd.040 - rd.050 - rd.060 -

rd.070)

080 21923501 29968231

Venituri financiare, total 090 1070406 970167

din care:

venituri din interese de participare

091

inclusiv: veniturile obținute de la părțile afiliate 092

venituri din dobînzi 093 337916 255488

inclusiv: veniturile obținute de la părțile afiliate 094

venituri din alte investiții financiare pe termen lung 095

inclusiv: veniturile obținute de la părțile afiliate 096

venituri aferente ajustărilor de valoare privind

investițiile financiare pe termen lung și curente
097

venituri din ieșirea investițiilor financiare 098

venituri aferente diferențelor de curs valutar și de

sumă
099 732490 714679



SITUAŢIA MODIFICĂRILOR CAPITALULUI PROPRIU
de la pînă la

Anexa 3

Cheltuieli financiare, total 100 1786338 2592418

din care:

cheltuieli privind dobînzile

101

inclusiv: cheltuielile aferente părților afiliate 102

cheltuieli aferente ajustărilor de valoare privind

investițiile financiare pe termen lung și curente
103

cheltuieli aferente ieșirii investițiilor financiare 104

cheltuieli aferente diferențelor de curs valutar și de

sumă
105 1786338 2592418

Rezultatul: profit (pierdere) financiar(ă)

(rd.090 - rd.100)
110 -715932 -1622251

Venituri cu active imobilizate și excepționale 120 836616

Cheltuieli cu active imobilizate și excepționale 130 409025

Rezultatul din operațiuni cu active imobilizate

și excepționale: profit (pierdere) (rd.120 -

rd.130)

140 427591

Rezultatul din alte activități: profit (pierdere)

(rd.110 + rd.140)
150 -715932 -1194660

Profit (pierdere) pînă la impozitare (rd.080 +

rd.150)
160 21207569 28773571

Cheltuieli privind impozitul pe venit 170 2588716 3487050

Profit net (pierdere netă) al perioadei de

gestiune (rd.160 - rd.170)
180 18618853 25286521

Nr.

d/o
Indicatori Cod rd

Sold la

începutul

perioadei de

gestiune

Majorări Diminuări

Sold la sfîrşitul

perioadei de

gestiune

1 2 3 4 5 6 7

I.

Capital social și neînregistrat

1. Capital social 010

2. Capital nevărsat 020
(

)

(

)

(

)

(

)

3. Capital neînregistrat 030

4. Capital retras 040
(

)

(

)

(

)

(

)

5. Patrimoniul primit de la stat cu

drept de proprietate
050

Total capital social și
neînregistrat

(rd.010 + rd.020 + rd.030 + rd.040

+ rd.050)

060

II. Prime de capital 070

III. Rezerve

1. Capital de rezervă 080

2. Rezerve statutare 090



SITUAŢIA FLUXURILOR DE NUMERAR
de la pînă la

Anexa 4

3. Alte rezerve 100

Total rezerve

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

IV.

Profit (pierdere)

1. Corecții ale rezultatelor anilor

precedenți
120 X

2. Profit nerepartizat (pierdere

neacoperită) al anilor precedenți 130

3. Profit net (pierdere netă) al

perioadei de gestiune
140 X

4. Profit utilizat al perioadei de

gestiune
150 X

(

)

(

)

(

)

Total profit (pierdere)

(rd.120 + rd.130 + rd.140 + rd.150)
160

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 + rd.180)

190

Indicatori Cod rd

Perioada de gestiune

precedentă curentă

1 2 3 4

Fluxuri de numerar din activitatea

operațională

Încasări din vînzări 010

Plăți pentru stocuri și servicii procurate 020

Plăți către angajați și organe de asigurare socială și
medicală

030

Dobînzi plătite 040

Plata impozitului pe venit 050

Alte încasări 060

Alte plăți 070

Fluxul net de numerar din activitatea

operațională

(rd.010 - rd.020 - rd.030 - rd.040 - rd.050 +

rd.060 - rd.070)

080

Fluxuri de numerar din activitatea de

investiții

Încasări din vînzarea activelor imobilizate 090

Plăți aferente intrărilor de active imobilizate 100

Dobînzi încasate 110

Dividende încasate 120

inclusiv: dividende încasate din străinătate 121



Documente atașate - Notă explicativă (fișierul pdf)

Alte încasări (plăți) 130

Fluxul net de numerar din activitatea de

investiții
(rd.090 - rd.100 + rd.110 + rd.120 ± rd.130)

140

Fluxuri de numerar din activitatea financiară

Încasări sub formă de credite și împrumuturi 150

Plăți aferente rambursării creditelor și
împrumuturilor

160

Dividende plătite 170

inclusiv: dividende plătite nerezidenților 171

Încasări din operațiuni de capital 180

Alte încasări (plăți) 190

Fluxul net de numerar din activitatea

financiară

(rd.150 - rd.160 - rd.170 + rd.180 ± rd.190)

200

Fluxul net de numerar total

(± rd.080 ± rd.140 ± rd.200)
210

Diferențe de curs valutar favorabile (nefavorabile) 220

Sold de numerar la începutul perioadei de

gestiune
230

Sold de numerar la sfîrşitul perioadei de

gestiune

(± rd.210 ± rd.220 + rd.230)

240
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O6rscH[reJrbHafl 3arrucKa

SRL "Biosistem MLD'

IluQopmaqtu o coomoemcmeuu Quuaucoabw omqemor HotluoHutbvbtM cmafldapmwu

ounanconne orqerbr 
"t"r^"r"t:rKT#J::::Xf,":H*"^vrnMvrHaquonanrHbD( 

craHAaproB
6yxranrepcKoro frera. Orxnonenur or ocHoBonoJrarilouux npr.rHqlrnoB r{ KarrecrBeHHbx
xapaKTepr4crrlK, rrpeAycMorpeHHbx B HarlzoHrrJrbubrx cranAaprax 6yxranrepcKoro frera, ne 6rura
AOlyrrleHbr.

Paacpotmue yqemHbw nonumuK
Iloratarelu (funancoBbx orqeros 6rur paccqr,rraHbr Ha ocHoBe MeroAoB r,r cnoco6on,

[peAycMorpeHHbx B frerHbnr noJrr.rrr,rKrx, yrBepxAeHHbrx rpr,rKiroM AupeKropa cy6rexra Ns 3 or 30

4era6pr 2014 rola. B reqenue oFrerHoro uepuoAa B yrrerHbD( [oJrr,rrr,rKax se 6ruro zgueHenufi.

Ananus ?KoHouuKo-Qunancoeofi denmenbHocmu SRL " Biosistem MLD '
e 2024 zody

Auanus doxodoe om npodatrc

TAEIII4IU AHAJIN3A PEHTAEEII6HOCTU AKTNBOB. IIOKA3ATEIIU

L O6qan npu6atnt
2. O6wu npodacrc
3. Bcezo aKmu6o6

4. Bozepamuocmb aKmu6o6
5. Ilpudutnanocma npodacrc
6. Peuma6enaHocmb aKmugor

34683134
72234217

68514190
1.05
48
50.62

Benuquna AoxoAoB or rrpoAiDK SRL "Biosistem MLD" s 2024 r. cocraBlrJra72234.2 rbrc. JIeeB, sro Ha

13342.46 rbrc. JreeB 6olrrne, qeM B [peAbrAyrqeM orqerHoM rrepr{oAe. OnepaquoHuiu AetreJlbHocrb
flpeAflp]rrrrrr BKrrroqaer oAr,rH Br,rA AefiTeJrbHocrr.r - rrpoAarKa (6r,roxrErrar.rvecKr4e peaxrunu).

Au aaus Quu au c o eu.x p %ynb mamo s u p e H m a6 enon o c mu

TAEnn4A AHAJIU3A gKoHoMwIEC Kofi p nnru.suttHocrnnoKA3ATEJln

1. O6qan npu6u.na 34683134
2. Vucmaa npudorna 28773571
3. Co6cmeeuuatil Kanumcu 65745192
4. Ifocmonuuatil Kanumor 5400
5. Yd. sec cfficmseHHozo Kanumcua I nocmotHHoM Kanumaae 1217503.5
6. Coom. o6qeit npu6amu rc vucmoil npu6ar.nu 1.2
7. @uuaucoeanpeumadenauocmo 43.77
8. SxououwtecKan peHma1enauocma 642280

B2024 r. $RL l'Biosistem MLD" ronfrlrno npz6rurr B pa3Mepe 25286.52 rbrc. rreeB, qro Ha 6667.67
rbrc. JreeB 6orlrme, qeM B flpeAbrryqeM orqeruoM rrepuoAe. 3ro ynernqeHr.re npz6rurn o6ycroueuo
pocrou i u rro Klpconofi parHuqe r4 flpoq]rx AoxoAoB.

.{rEperrop SRL "Biosistem MLD" Poiata Vitalii.
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Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Keji 12th Road South, Hi-tech Industrial park, Shenzhen
518057, P. R. China
Tel; +86 75526582888
Fax: *86 755 26582500

p EG.-LA,FATIoN of Eo NF9RM trY
To whom it may concern,

We, Shenzhen Mindray Bio-Medical Electronics Co., Ltd., located at Mindray

Building, Keji 12th Road south, Hi-tech tndustriat park, Nan-shan, s1g0s7,

Shenzhen, P. R. China, hereby confirm that:

We herewith declare that the products listed in Attachment I meet the provisions

of the Directive 98l79lEC on ln Vitro Diagnostic Medical Devices. The conformity

assessment route is according to 9B/79/EC Annex lll (not inctudes Section 6).

classification: The device not in lvDD annex il and not for self

testing/performance eval uation

Product category(ies): ctinical chemistry Analyzer, Hematology Analyzei;

Microplate washer, Microplate reader, Urine Analyzer,

Chemiluminescence lmmunoassay Analyzer, Reagents for

Hematology Analyzer, Reagents for Clinical Chemistry

Analyzer, Reagents for Chemiluminescence lmmunoassay

Analyzer, U rinalysis reagent strips.

Products;

EG-Representatlve:

Attachment I

Shanghai lnternational Holding Corp. GmbH (Europe)

EiffestraBe 80, 20537 Hamburg, Germany

we hereby certify that the forgoing is a true and accurate statement.

Place, Date Of lssue : Shenzhen, 2016-0g-01

T.^
Signatory name: Chuanbin Tan

signatory title: iechnical Regulation Manager

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Pagc I of'20



Shenzhen Mindray Bio-Medical Electroulcs Co., Ltd.
Keji l2th Road South, Hi-tech Indushial Park, Shwzhen
518057, P, R. China

Tel: +86 755 26582888
Fax: +86 755 26582500

ATTACHMENIJ

Product Name Product Model Accessories
Hematology Analyzer BC-2300.

BC-2100
M-23CFL LYSE
M-23D DILUENT
M-23E E.Z CLEANSER
M-23P PROBE
CLEANSER
830 Hematology Control
S30 Hernatology
Calibrator
SC.CAL PLUS
Hematology Calibrator
BC-3D Hematology
Control

Auto Hematology Analyzer BC-1800,
BC-1900.
BC-2900

M.lBCFL LYSE
M.18D DILUENT
M.1BR RINSE
M.1BE E.Z CLEANSER
M-18P PROBE
CLEANSER
B30 Hematology Control
S30 Hematology
Calibrator
BC-3D Hematology
Control
SC-CAL PLUS
Hematology Calibrator

Auto Hematology Analyzer BC-3000 Plus M-3OD DILUENT
M.3OR RINSE
M.sOCFL LYSE
M-3OE E-Z CLEANSER
M.3OP PROBE
CLEANSER
830 Hematology Control
S30 Hematology
Calibrator
SC-CAL PLUS
Hematology Calibrator
BC-3D Hematology
Control

Auto Hematology Analyzer BC-3200,
BC-3200CT

M.3OD DILUENT
M-3OR RINSE
M-3OCFL LYSE
M-3OE E.Z CLEANSER
M.3OP PROBE
CLEANSER
830 Hematology
Control
S30 Hematology
Calibrator
SC-CAL PLUS /i
Hematology Calibratq#
BC-3D nJi"ti,tigv NControl li:3ll

2;
LoSild

-,#

It YX
temF

YN#
Auto Hematology Analyzer BC-5500. M-sOD DILUENT \\-

Page 2 of20 i\(o
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Shenzhen Mindral, Bio-Medical Electronics Co., Ltd.
I(eji l2h Road South, Fli-tech Industrial Park, Shenzhen
518057, P. R, China

Tel: +86 755 26582888
Fax: +86 755 26582500

BC-s200 M-sOLH LYSE
M-50LEO(l)LYSE
M-50LEO(il)LYSE
M.SOLBA LYSE
M-50 CLEANSER
M.sOP PROBE
CLEANSER
BC-sD Hematology
Control
CBC.5DMR
Hematology Control
SC-CAL PLUS
Hematology Calibrator
S50 Calibrator
855 Hematology
Control
SC.CAL PLUS
Hematology Calibrator
BC-sD Hematology
Calibrator

Auto Hematology Analyzer BC-5300.
BC-s100

M-53LEO(r)LYSE
M-53LEO(I)LYSE
M-531H LYSE
M-53D DILUENT
M-53 CLEANSER
M.53P PROBE
CLEANSER
S50 Calibrator
855 Hematology
Control
SC.CAL PLUS
Hematology Calibrator
BC-sD Hematology
Calibrator

Auto Hematology Analyzer BC-5380,
BC.51BO

M-53LEO(t)LYSE
M-53LEO(il)LYSE
M-531H LYSE
M-53D DILUENT
M.53 CLEANSER
M-53P PROBE
CLEANSER
S50 Calibrator
B55 Hematology
Control
SC.CAL PLUS
Hematology Calibrator
BC-sD Hematology
Calibrator

Auto Hematology Analyzer BC-2800.
BC-2600

M-1BCFL LYSE
M-18D DILUENT
M-18R RINSE
M-18E E.Z
M-18P PROBE
CLEANSER
B30 Hematology
Control
S30 Hematoloov

ffio*
(qY

Yrro,

k"'

AsrU/VO^x{i\

SgsW$g
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Shenzhen Mindray Bio-Medical Electronics Co., Ltd,
Keji i2"'Roacl South, Hi-tech lndustrial Park, Shenzhen
518057, P. R. China

Tel: +86 755 26582888

Fax: +86 755 26582500
Calibrator
SC-CAL PLUS
Hematology Calibrator
BC-3D Hematology
Control

Auto Hematology Analyzer BC-3600,
BC-3300.
BC-3300CT.
BC-3600CT

M-3OD DILUENT
M.3OCFL LYSE
M-3OR RINSE
PROBE CLEANSER
830 Hematology
Control
S30 Hematology
Calibrator

Auto Hem atology Analyzer BC-5800.
BC-5600

M-58LEO(|) LYSE
M-s8LEO(il) LYSE
M.sBLH LYSE
M-sSLBALYSE
M-sSDDILUENT
PROBE CLEANSER
S50 Calibrator
B55 Hematology
Control
SC.CAL PLUS
Hematology Calibrator
BC-5D Hematology
Calibrator

Auto Hematology Analyzer BC-6600.
BC-6800

M.68DR DILUENT
M-68DS DILUENT
M-681D LYSE
M-6BLN LYSE
M-6818 LYSE
M.68LH LYSE
M.6BFN DYE
M.68FR DYE
M-6BFD DYE
PROBE CLEANSER
BC-6D Hematology
control
BC-NRBC Hematotogy
Control
BC-RET Hematology
Control
SC-CAL PLUS
Hematotogy Calibrator
BR60 Hemalology
Control

Auto Hematology Analyzer BC-53'10 M.53D DILUENT
M-s3LEO( r ) LYSE
M-S3LEO( U) LYSE .a1.r/1
M-531H LYSE /z(r'
M-53P PaOae /""/:*/
CLEANSER :li/
sso catibraro' llflf rio
855 Hematotogkl \Control \"\

!I",vQa'u^d:\

i.R.L. \

iistel

Page 4 of20 rcA$



Shenzhen Mindray Bio-Medical Electronics Co., Ltd,
Keii l2'r'Road South, Hi-tech lndusrrial Park, Shenzhen
518057, P. R. China
'i-ei' +86 755 26582888
Fax: +86 755 26582500

Auto Hematology Analyzer BC-5390 M-53D DILUENT
M-53LEO( I ) LYSE
M-53LEO(il ) LYSE
M.53LH LYSE
M-53P PROBE
CLEANSER
S50 Calibrator
855 Hernatology
Control

Auto Hematology Analyzer BC-5150.
BC-5000.
HM-sOOX

M-52D DILUENT
M-52DIFF LYSE
M-521H LYSE
PROBE CLEANSER
S50 Calibrator
B55 Hematology
Control
BC-SD Hematology
control
SC-CAL PLUS
Hematology Calibrator

Urine Analyzer uA-66. UA-600.
UA.6OOT

Urinalysis reagent strips

Auto Hematology Analyzer BC-20s. BC-21s.
BC-30s, BC-31s.
HM-2OOX

M-3OD D]LUENT
M.3OCFL LYSE
PROBE CLEANSER
830 Hematology
Control
S30 Hematology
Calibrator

Auto Hematology Analyzer BC.539O CRP
BC-5180 CRP

M-53D DILUENT
M-s LEO(|)LYSE
M-5 LEO([)LYSE
M-53 LH LYSE
LC LYSE
Probe Cleanser
S50 Calibrator
855 Hematology
Control
C-reactive Protein
Control
C-reactive Protein
(CRP) Calibrator
C-reactive Protein
(CRP) Kit (Latex
lmmunoturbidimetric
Method)

Auto Sample Processinq Svstem CAL BOOO I
Auto Slide Maker & Stainer sc-120 M.68DS DILUENT

PROBE CLEANSE

Automated Glycohemoglobin Analyzer H50
H5OP Eluent A /,/rl

Eluent B l/i,/
Hemolysis Sol utiorf !s/o
M-30P PRoBE {ii;l "
CLEANSER \\ \
Hemoolobin A1c C&rir\

l-ea
S.R,L' \

."*}.3

\9;
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Sltenzhen Mindray Ilio-Medical Electronics Co,, Ltd.
Keji 12rh Road South, Hi-tech lndustrial Park, Shenzhen
518057, P. R. China

Tel; +86 755 26582888
Fax: +86 755 26582500

Hemoglobin Alc
Calibrator

Flow Cytometer BriCyte E6 Sheath Fluid
Cleaning Sotution

Lysing Solution I I
CD3-FITC/CDB-PE/CD45-PerCP/CD4-APC
Reagent

cD3-FITC/CD 1 6+56-pE7CD45-perCp/C D 1 g-ApC
Reagent
HLA-B27 Reagent

I I

Laboratory Data Management Software I

][ndray labXpert Software

Specific Protein Analyzer CRP-M1OO M-68DS Diluent
LC Lyse
CRP Cleanser
Probe Cleanser

Auto Hematology Analyzer BC-s120
BC-5130
BC-5140

M-52D DILUENT
M-52DIFF LYSE
M-521H LYSE
PROBE CLEANSER

ChemistryAnalyzer BS-300, BS-320 ISE Module,4-channel
(No consumables)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/t(Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kir

ChemistryAnalyzer BS-400, BS-420 ISE Module, 4-channel
(No consumables)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/t(Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluenl, 125 n)-.
Urine Diluent,50/ffi':-
Bi-Level Audit{ft#Vfu
Kil [/e/
Tri - Levet o, {,b"/erlt rKir l:l I

CDeo deteroJAr\

q
'L.l

;'t
#

I

!/r
K./Page 6 of20 'a,){
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Shenzhen Mindray Bio-Medical Dlectronics Co., Ltd.
I(eji 12"'Road South, I-Ii-tech Industrial Park, Shenzhen
518057, P. R, China

Iel: +86 755 26582888
Fax: +86 755 26582500

Mindray reagent bottles
Bar code modulo
Drainage unit
Water supply unit

Chemistry Analyzer Perfect plus ISE Module,4-channel
(No consumabtes)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Etectrode
Spacer Electrode
Reagent Pack Na/KCl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kir
CD80 detergent
Reaction cuvette
Mi ndray reagent bottles
Bar code module
Drainage unit
Water supply unit

ChemistryAnalyzer BS-380. BS-390 ISE Module,4-channel
(No consumables)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/l(Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kit
CD80 detergent
Reaction cuvette
Mindray reagent bottles
Bar code module
Water supply unit

ChemistryAnalyzer BS-3s0. BS-330 ISE Module,4-chann
(No consur
Sodium Elr

Potassium

,\J

i$
*l

AY

Chtoride He{lg'pBioS
Reference Elldctlode
Lithium etecthbob M.

PageT of20 a)!prooo
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Reagent Pack Na/lVCl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Ktt
Reaction cuvette
Mindray reagent bottles
Bar code module

Sem i-auto Chemistry Analyzer BA.88A
Chemistry Analyzer BS-120. BS-130.

BS-1BO
ISE Module,4-chanhel
(No consumables)
Sodiurn Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/l(Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control

[,ii""tion cuvette
Mindray reagent bottles 

i

Bar code module I

I Chemistry Analyzer BS-200, BS-220 ISE Module,?-channel
(No consumabtes)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/l(Ct
Cleaning Sotution Kit
Troubleshooting Kit
Urine Diluent, 125 mt
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kit
Reaction cuvette

-Cir il$l\
\
\..\
-\"

'a
t>

t,

li,/

k:*,\
e&l

s.R.(M rndray reagent botl{{Sl
Bar code modute 

/i" /fl
Chemistry Analyzer BS-2OOEiBS-220E

BS-330E/BS.35OE
ISE Mo<lule, a-chaffii
(No consumables) \t\ Ia
Sodium Electrode \$\
Potassium Electrode \\

8 ol20

Sllenzhen Mindray Bio-Medical Electr.onics Co., Ltd.
Keji l2th Road South, I{i-tech lndustrial park, Shenzheri
518057, P. R. China

Tel; +'86 755 26582888
Fax: +86 155 26582500
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Chloride Electrode
Reference Electrode
Lithium Electrode
Spacor Electrode
Reagent Pack Na/l(Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kit
Reaction cuvette
Mindray reagent bottles
Bar code module

Microplate reader MR-96A
Microplate washer MW-12A I
Chemistry Analyzer BS-BOO. BS-820.

BS.BOOM.
BS-820M,
BS.1 BOO. BS-1 BOO

plus

ISE module
MR Na electrode
MR K electrode
MR Cl electrode
MR reference electrode
MR Serum Standard
MR Urine Standard
MR Urine Quality
Control
MR Buffer Solution
MR Detergent Solution
MR Na/K Check
Solution
Bullt-i n sam ple/reagent
bar code reader
ExternalAir Pump
Water Supply Unit
Remote Maintenance
system (RMS)

Chemistry An alyzer BS-2000,
BS-2000M.
BS-2200.
BS-2200M

ISE module
MR Na electrode
MR K electrode
MR Cl electrode
MR reference electrode
MR Serum Standard
MR Urine Standard
MR Urine Quality
Control
MR Buffer Solution
MR Detergent Solution
MR Na/K Check
Solution
Built-in sample/r
bar code reader
ExternalAir Pun
Water Supply Ur
Remote Mainter
System (RMS)

B

,o \-c

K,)

CUE

+.str

'd'/

:,

OL

Shenzhen Mindray Bio-Medical Elecfronics Co., Ltd.
Keji i2tI Road Soutlr, Ili-tech Lrdustrial Park, Shcnzhen
5 18057, P. R. China

l'ei: +86 755 26582888
Fax: +[36 755 26582500
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Shenzhen Mindray tsio-Medical Electronics Co., Ltd.
I(eji 12th Road South, Hi{ech lndustrial Park, Shenzhen
518057, P. R, China

Tel: *86 755 26582888
Iiax; *86 755 26582500

83-600. 8S-620 ISE Module,4-channel
(No consumables)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/l(Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kit
CD80 detergent
Reaction cuvette
Mindray reagent bottles
Bar code module
Drainage unit
Water supply unit
Externalvacuum pump
unit

BS-480. BS-490 ISE Module, 4-channel
(No consumables)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/l(Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kit
CD80 detergent
Reaction cuvette
Mindray reagent bottles
Built-i n sample/reagent
bar code reader
Remote management
systern (RMS)
Water supply module
External air pump

BS-430. BS-450.
BS-460

ISE Module,
(No consum,

Potassium

Reference
Lithium E

!oioo!Page 10 of20
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Shenzhcn Mindray Bio-Medicat Dlectronics Co., Ltd.
Keji 12tr'Roacl South, Fli-tech Industrial Park, Shenzhen

518057, P, R, China

Te1, +86 755 26582888

Fax; +86 755 26582500
Spacer Electrode
Reagent Pack Na/KCl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kit
CDB0 detergent
Reaction cuvette
Mindray reagent bottles
Bar code module
Water supply unit
Probe clog detection
module

BS-230, BS-240 ISE Module,4-channel
(No consumables)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Referenco Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/l(Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kit
CD80 detergent
Reaction cuvette
Mindray roagent bottles
Bar code
reader(optional)

ilum inescence lmmunoassay cL-2000i.
cL-2200i

Hand-held bar code
reader
External vacuum pump
Reaction cuvette
Waste Bin

cL-1000i,
cL-1 200i

Bujlt-in sample bar code
reader
Built-in reagent bar
code reader
Reaction cuvettes.
waste container

'o,

fto.ro.,

o-Amylase (q-AMY) Kit (IFCC Method)

\A^XH*
Page I 1 of20
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Shenzhcn Mindray Bio-Medical Electronics Co., Ltd.
Keji l2'h ltoad South, Hi-tech lndustriai Park, Shenzhen
518057, P. R, Cliina

Te1; *86 755 26582888
Fax: +86 '755 26582500

Aspartate Aminotransferase (AST) Kit (IFCC
Method )

I

ffi

Gamma-Glutamyltransferase (GGT) Kit (Szasz

Method /IFCC stand. )
I I

Lactate Dehydrogenase ( LDH ) Kit ( IFCC
Method )

I

Alanine Aminotransferase (ALT) Kit (IFCC

Method )

C-Reactive Protein Kit(Turbidimetry Method) I

Apolipoprotein B Kit (Turbidimetry Method) I

Apolipoprotein A1 Kit (Turbidimetry Method) I

Triglycerides Ki(GPO-POD Method) I

Bilirubin Total Kit(DSA Method) I

Creatinine Kit(Modified Jaffe Method) I

Albumin Kit(Bromcresol Green Method) I

Bllirubin Direct Kit(DSA Method) I

Total Protein Kit(Biuret Method) I I

Magnesium Kit(Xylidyl Blue Method) I

o-Hydroxybutyrate Dehydrogenase Ki( DGKC
Method) I I

Total Cholesterol kit(CHOD-POD Method) I I

Alkaline Phosphatase Ki(IFCC Modified Method) I ffi
Urea Kit(Urease-GlDH, UV Method) I I

/l*/

{dL
Uric Acid Kit(Uricase-peroxidase Method) I I

K,&.
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Shenzhen Mindray Bio-Medical Electr.onics Co., Ltd.
Kcji l2t" Road South, Ili-tcch Industrial park, Shenzhen
518057, P. R, China
'fel: l-86 755 26582888
Fax: +86 755 26582500

Glucose Kit (GOD-POD Method)

,,ffi

Phosphorus Kit(Phosphomolybdate Method) I

Calcium Kit(Arsenazo lll Method)

Lipoprotein(a) Kit(Turbidimetry Method ) I I

Complement C3 Kit(Turbidimetry Method) I I

Complement C4 Kit(Turbidimetry Method)

lmmunoglobulin M Kit(Turbidimeky Method)

lmmunoglobulin G Kit(Turbidimetry Method) I

Prealbumin Kit(Turibid im etry Method) I

Glucose Kit (HK Method)

lmmunoglobulin A Kit(Turbidimetry Method) I

Bilirubin Total Kit(VOX Method)

Creatine Kinase Ki(IFCC Method)

Total Bile Acids Kit(Enzymatic Cycling assay)

Creatinine Kit(Sarcosine Oxidase Method)

HDL-Cholesterol kit(Direct Method) I

Bilirubin Direct Kit(VOX Method) I

LDL-Cholesterol Kit(Direct Method) I ffi,
Creatine Kinase-MB Kit(l FCC Method) q.rh"

q)
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Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Keji l2rr' Road South, Hi+ech Industrial Park, Shenzhen
518057, P, R. China

Tel, 't'86 755 26582888
Fax: +'86 755 26582500

HDL&LDL Cholesterol Control p

ffi

Prealbumin Control N&P I

Lipids Calibrator

Specific Proteins Calibrator

MultiSera Calibrator I I

CK-MB Calibrator I I

Lipoprotein(a) Calibrator

MultiControlSera N
MultiControlSera P I

Prealbumin Calibrator

Lipoprotein(a) Control N&P

Lipids Control N
Lipids Control P

CK-MB Control N
CK-MB Control p

Specific Proteins Control N Specific proteins
Control P

CholInesterase(CHE) Kit (DGKC Method)

Carbon Dioxide (CO2) Kit (Enzymic Method) I I

lron (Fe)Kit (Colorimetric Assay)

Fructosamine (FUN) Kit(Cotorimetric Assay) I I

Antibodies Against Streptolysin O
Kit(Particle-enhanced lmmunoturbldimetric Assay
Method

I I

Homocysteine Kit(Enzymatic Assay Method) I
4'>'.1/r\v-

Rheumatoid Factor Kit(particte-enhanced
lmmunoturbidimetric Assay Method) I ffi

Page t4 ol20
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Shenzh-en Mindray Bio-Medical Electronics Co., Ltd.
Keji 12"'Road South, Hi-tech lndustrial Park, Shenzhen
518057, l'. tt. china
Te1; +86 755 26582888
Fax: +86 755 26582500

Lipase Kit(Enzymatic Colorimetric Assay Method) I

a$-\
oo, X
r-w

,,.H

Hemoglobin 41c Kit (Enzymatic Assay Method)

Unsaturated lron Binding Capacity (UIBC) Kit
(Colorimetric Method)

Microalbuimn (MALB)]ft I I

Ferritin (FER) Kit I I

Transferrin (TRF) Kit

TRF Calibrator I

TRF Control

FER Calibrator I I

Multimmun Control

MALB Calibrator I

MALB Control

UIBC Control

UtBC Calibrator I I

o-L-Fucosidase Kit (CNPF method) I I

5'-Nucleotidase Kit (Enzymatic Colorirnetric
Method)

Adenosine Deaminase Kit (Enzymatic
Colorimetric Method) I I

Cystatin C Kit (Turbidimetry Method)

B2-Microglobulin Kit (Turbidimetry Method)

5 -NT Calibrator I

5'-NT Control I

ADA Control I I

ADA Calibrator t m
AFU Control I /-t

'7&,,
ASO Calibrator

,l
CysC Calibrator 1\

Page 15 ol20 ksr-
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CysC Control

E4

W

HbAlc Calibrator I I

HCY Calibrator

HS-CRP Calibrator I

RF Calibrator

TBA Control

p2-MG Calibrator I I

B2-MG Control I

Free Triiodothyronino ( CLIA)

Free Thyroxine (CLIA)

Total Triiodothyronine (CLIA)

TotalThyroxine (CLIA) I I

Thyroid-stimulating Hormone ( CLIA) I

Follicle Stimulating Hormone ( GLIA)

Luteinizing Hormone (CLIA)

Prolactin (CLIA) I

Estradiol (CLIA) I I

Eshiol (CLIA) I

Testostsrone (CLIA)

Progesterone (CLIA)

Total B Human Chorionic Gonadotropin (CL|A)

Free T3 Calibrators I

Free T4 Calibrators

TotalT3 Calibrators

TotalT4 Calibrators

TSH Calibrators I
FSH Calibrators I
LH Calibrators I

Prolactin Calibrators I I

Estradiol Calibrators

Estriol Calibrators * '{.
Testosterone Calibrators I b

Progesterone Cal ibrators

Totalp HCG Calibrators ax

Shenzhen Mindray Bio-Mcdical Electronics Co., Ltd.
Ke.ii l2rr' Road South, Hi-tech lnclustrial Park, Shenzhen
518057, P. R, China

Tel: F86 755 26582889
Fax: ]-86 155 26582500
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Thyroid Function Multi Control

Reproductive Multi Control I

Carcinoembryonic Antigen (CLIA) I

Alpha-fetoprotein (CLIA) I I

Cancer Antigen 125 ( CLIA) I I

Cancer Antigen 15-3 (CLIA) I I

Carbohydrate Antigen 19-9 (CLIA) I I

CEA Calibrators I

AFP Calibrators

CA125 Calibrators

CA15-3 Calibrators I I

CA19-9 Calibrators I

Ferritin (CLIA) I I

Ferritin Calibrators

Wash Buffer I I

Substrate solution I I

Antistreptolysin "O" (ASO) Kit
(Latex I m munoturbidimetric Method )

I

Antistreptolysin "O" Calibrator I

ASO/C RP/RF triple Control

Cystatin C (CysC)Kit (Latex lmmunoturbidimetric
Method)

I

Cystatin C Calibrator I I

Cystatin C Control

Full Range C-Reactive Protein ( FR-CRP)
Kit(Latex lmmunoturbidimetric Method)

I

C-reactive Protein Calibrator

Rheumatoid Factor ( RF) Kit(lmmunoturbidimetric
Method)

I I

Rheumatoid Factor Calibrator I I

B2-Microglobulin (B2-MG) Kit
(Latex lmmu noturbid imetric Method)

B2-Microglobul in Control

B2-Microglobulin Calibrator (for Serum)
rere)l\.

ffi
\
ro
l*
lm

s/
/

B2-Microglobulin Calibrator (for Urine) I
D-Dimer kit (Particle-enhanced
lm mu noturbidimetric Assay Method) I

Angiotensin Converting Enzyme (ACE) Kit
(Enzymatic Colorimetric Assay Method)

;-'"t-g

Sherrzhen Mindray Bio-Mcdical Illcctronics Co,, LtcI.
Keji l2rr'Road Soutlr, I{i-tech Industrial Park, Shenzhen

518057, P R. China

'l'ol, +86 755 26582888

Fax: +86 755 26582500
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Shenzhen Mindray llio-Medical Electronics Co., Ltd.
Keji l2'r'Roa<1 South, Hi-tech tnclustrial Park, Shenzhen

518057, P. R. China

Te1: *86 755 26582888

Fax: +86 755 26582500
RetinolBinding Protein (RBP) Kit
(Particle-enhanced lmmunoturbidimetric Assay
Method)
Glucose-6-Phosphate Dehydrogenase (G6PD) Kit
(UV Enzymatic Method)

I

Myoglobin (MYO) Kit (Particle-enhanced
lm munoturbidimetric Assav Method)

I I

lmmunoglobubin E (lgE) Kit (Particle-enhanced
lmmunoturbidimetric Assav Method)

I I

B-Hydroxybutyrate (B-HB) Kit (Enzymatic
Colorimetric Method)

I

High Sensitivity C-reaction Protein Kit
( Particle-enhanced lmmunoturbidimetric Assay

Method )

I

HbAlc control N I I

HbAlc control P I I

Rheumatism Control N

Rheumatism Control P I I

HCY Control N

HCY Control P I

FUN Control P I I

CO2 Control N I

D-Dimer Calibrator I

ACE Calibrator

RBP Calibrator

MYO Calibrator I

lgE Calibrator

B-HB Calibrator I I

D-Dimer Control

ACE Control

RBP Control

G6PD Control I I

B-HB Control

Sample Processing System SPL lOOO

Troponin l(CLIA)

Troponin I Calibrators I 4 .rAIEali
9

9oVr
B-type natriuretic peptide(CLIA) I tr7 rn,
BNP Calibrators ' ffol=

'cl.r.. l/ '\A\

'r;rtfifttnIE
Myoglobin(CLIA) tlzc\o

rs-\Z
MYO Calibrators I '\s&

IIU'q
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Shcnzhen I\{indray Bio-Medical Eleclronics Co., Ltd.
Keii 12il'Road South, Hi-tech Induslrial Park, Shenzhen

518057, P. R. Cirina

Tel: +86 755 26582888
Fax: +86 755 26582500

Creatine kinase MB(CLIA) I

CK-MB Calibrators I I
Thyroglobulin(CLIA) I I

Thyroglobul in Cal ibrators I I

Antibody to thyroglobulin(CLIA) I

Anti-Tg Calibrators I

Antibody to thyroid peroxidase(CLIA)

Anti-TPO Calibrators

lnsulin(CLIA) I I

lnsulin Calibrators I

C-Peptide(CLIA) I

C-Peptide Calibrators I
Cortisol(CLIA) I I

Cortisol Calibrators I I

Dehydroepiand rosterone sulfate(CLIA) I

DHEA-S Calibrators I

Adrenocorticotropic hormone(CLIA) I

ACTH Calibrators I

Cardiac Marker Multi Control

Thyroid Function Multi Control I

lmmunoassay Multi Control I

ACTH Control I

Antithyroid Antibodies Control I

System Detection Solution I

System Wash Solution I I

ClinChem MultiControl (level 1) I

ClinChem Multi Control (level2)

Sample Diluent

HCY Control

Homocysteine (HCY) Kit (Enzymatic Cycling
Method)
Total Protein in Urine/CSF(TPUC) Kit (Pyrogallol
Red-Molybdate Method) I &/

ffiTPUC Control
!
I ffi25-OH-Vitamin D Total (CLIA)

\Page l9 of20



Shcnzhen Mindray Ilio-Medical Electronics Co., Ltd.
Keji 12il'Roacl South, Hi-tech In<lustrjal park, Shenzhen
518057, P. R. China

Tel: +86 755 26582888
Fax: +86 755 26582500

25-OH-Vitamin D Total Calibrators

Parathyroid hormone (CLIA)
I

PTH Calibrators

Calcitonin (CLIA)
I I

Calcitonin Calibrators
I

Folate(CLIA)

Folate Calibrators
I

Vitamin 812(CLIA)
I

Vitamin 81 2 Calibrators

Metabolic MultiConhol I I
Red Blood Cell Folate Releasing Reagent I
Cancer Antigen 72-4 (CL|A)

Neuron-specific enolase (C LIA)

CYFRA 21-1 (CL|A)
I

Antibody to Treponema paltidum (CLIA) I
CA72-4 Calibrators

Qyfra2l-1 Calibrators

Anti-TP Calibrators

NSE Calibrators I
Tumor Marker Multi Control I I
NSE Control

Anti-TP Control
I

Bioffi7X em

/o, l-/ .s
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BIOSYSTEMS BloSystenis 
REAGfNTS & INSTRUMIFNTS 

BioSystems S.A., organizer of the training, CERTIFIES that 

Mr. Nasedchin Alexandr 

successfully participated in the service engineer's training 
"Random Access Biochemistry Analyzer A 15, A25" 

  

Director of technical service dep 
Representative office "BioSystem ��� 











High analysis volume for sediment particles to avoid missed 
diagnosis of positive samples

The system captures up to 60 clear 
images from the samples. Utilizing 
advanced algorithm, the system can 
precisely identify various types of 
formed elements from panoramic 
images, thereby minimizing the 
chances of missed positive samples.

RBCs

WBCs

Crystals

Epithelial cells

相机 相机
沉降富集

Colorful imaging technique which is close to manual microscopic satisfies what you need for releasing a report 

        full-color clear imaging, reducing the rate of manual microscopic 
review for positive samples
2K EU-5300 Pro

Automated Urinalysis System

Testing principles
Dry chemistry: Photoelectric colorimetry, refractometry, and 

Nephelometry method.

Formed elements: Machine vision (Digital imaging technology )

Reportable parameters
Physical: Specific gravity, color, and turbidity

Dry chemistry: 11/14 items 

Note: Parameters indicated with an asterisk (*) are intended for calculated parameters

Formed elements: 31kinds

Throughput
Dry chemistry mode: ≥160 tests/ hour

Formed element mode: ≥70 tests/ hour

Hybrid mode: ≥70 tests/ hour

Automated focusing
The system automatically performs the focusing process, without 

the need for manual operation or the use of focus reagents

STAT function
Independent STAT positions for emergency samples at any time

Strips loading capacity
200

Sample Volume
2.5ml minimum required sample volume

Sample type
Native urine sample

Barcode
Built-in barcode reader

Tube speci�cation
Length ≤110mm Diameter 15-16mm 

Communication
Bi-direction LIS, automated barcode identification for testing

Dimensions and Weight 
WxDxH: 600x770x530(mm) / ≤71.5Kg

EU-5300 Pro
Automated Urinalysis System

Unveiling the Unseen by 
Unlocking Unparalleled Clarity

www.mindray.com
P/N:ENG-EU-5300 Pro-210285X6P-20230822
©2023 Shenzhen Mindray Bio-Medical Electronics Co.,Ltd. All rights reserved.

LEU, leukocyte

URO, urobilinogen

PRO, protein

BIL, bilirubin

GLU, glucose

VitC, vitamin C

SG, specific gravity

KET, ketones

NIT, nitrite

pH, power of hydrogen

BLD, erythrocyte

MCA, micro albumin

CRE, creatinine 

CA, calcium

P/C, protein-to-creatinine ratio*

A/C, microalbumin-to-creatinine ratio*

RBCs (total)

Normocytic, Nor-RBC

Macrocyte, Mac-RBC

Microcyte, Mic-RBC

Crenocyte, Cre-RBC

Annular RBCs, Ann-RBC

Acanthocytes, Aca-RBC

Humped Spherocytes, Hpd-RBC

Jagged RBCs, Jag-RBC

Ghost RBCs, Gho-RBC

Fragmented RBC, Fra-RBC

Other abnormal RBCs, Oab-RBC

Anisocytosis Ratio, Ani-Ratio

MorInfo-RBC

WBC, white blood cells

WBCC, white blood cells clump

BACT, bacteria

BACTc, coccus

BACTr, rod

YST, Yeast

Squamous epithelial cell, SEC

Non squamous epithelial cell, NEC

CRYS, Crystals

Mono-hydrate calcium oxalate crystal, Caoxm

Di-hydrate calcium oxalate crystal, Caoxd

Uratic crystal, URA

Triple phosphate crystal TRP

HYAC, hyaline cast

UNCC, unclassified cast

MUC, mucous strands

Sperm, SPRM



Supports aspirating samples for
analysis with special closed tubes, 
greatly contributing to biosafety

RBC phase results

Formed element results

Dry chemistry results

Safety and ease of use, and e�cient review
The system supports running urine samples with closed tubes, ensuring enhanced levels of biosafety.
With the inclusion of Mindray data management software—LabXpert, the system shows dry chemistry, urine formed 
elements, and RBC phase results on a single screen, significantly improving the efficiency of report validation.

The integration of dry chemistry, formed element, and RBC phase analysis leads to a great improvement in time and space 
management efficiency. Even a single person can easily manage the TAT requirements during the peak hours of your lab.

Three features integrated in a single system to manage the unique 
work�ow needs of your lab
Three features integrated in a single system to manage the unique 
work�ow needs of your lab

Automated formed element analysisAut
om

ate
d dry ch

emistry analysis
Manual RBC phase analysis

100%

90%

80%

70%

60%

50%

40%

30%

20%

10%

0 0.1 0.2 0.3 0.4 0.5 0.6 0.7 0.8 0.9

Roundness

Ratio Reference range: [0.8, 1.0]

1.0

RBC shape histogram

100%

90%

80%

70%

60%

50%

40%

30%

20%

10%

0 14 28 42 56 70 84 98 112 126

Area

Ratio Reference range: [40, 90]

140

RBC size histogram

100%

90%

80%

70%

60%

50%

40%

30%

20%

10%

0 10 20 30 40 50 60 70 80 90

Saturation

Ratio Reference range: [25, 55]

100

RBC chroma histogram

Unit of measurement

Normocytic, Nor-RBC

Macrocyte, Mac-RBC

Microcyte, Mic-RBC

Crenocyte, Cre-RBC

Annular RBCs, Ann-RBC

Acanthocytes, Aca-RBC

Humped Spherocytes, Hpd-RBC

Jagged RBCs, Jag-RBC

Ghost RBCs, Gho-RBC

Fragmented RBC, Fra-RBC

Clinical significance

um^2 

40-90 

50-85 

20-55 

15-50 

15-70 

45-80 

40-85 

20-75 

10-50 

20-55

Dimensionless 

0.8-1.0 

0.75-1.0 

0.8-1.0 

0.75-1.0 

0.7-1.0 

0.6-0.9 

0.55-0.8 

0.75-1.0 

0.75-1.0 

0.6-0.9

Dimensionless 

25-55 

25-55 

35-60 

35-60 

10-50 

30-60 

25-55 

10-50 

5-18 

30-60

Histogram

RBC phase histograms showing the reference ranges and their clinical signi�cance

Left shift indicates a decrease in 
hemoglobin concentration

Right shift indicates an increase in 
hemoglobin concentration

The roundness decreases when 
there is any abnormality

Left shift indicates a decrease in size
Right shift indicates an increase in size

Dry chemistry analysis delivers precise results that are better 
aligned with the analysis of formed elements
The test strip for dry chemistry analysis are optimized to enable precise sampling, thereby ensuring accurate results, 
consistent performance, and greater ease of use.

Accurate
sampling

New strips

The optimized test strip and sampling method result in an increase in the 
color development speed and the resolution between gradients

NewTraditional

1

0.9

0.8

0.7

0.6

0.5

0.4

0.3

0.2

0.1

0
0 15 12570 500

Unit
Leu/μL

1+

1+

2+

2+
3+

3+

±

±

-

-

Comparison of resolution at different gradients between traditional and new test strips

Traditional New

1+ 2+ 3+±—1+ 2+ 3+±—

Re
fle

ct
an

ce

Formed element concentration

The system can automatically provide parameters for various types of urinary RBCs, presenting histograms that clearly 
depict the size, shape, and hemoglobin content of these cells. By analyzing the results of RBC morphological variations 
(MorInfo-RBC: homogeneous/heterogeneous/mixed) and utilizing RBC morphological images, a thorough review and 
validation process can be conducted to identify the source of hematuria rapidly and precisely.

Coming standard with RBC phase parameters to help rapidly identify 
the source of hematuria

Normocytic, Nor RBC Microcyte, Mic-RBC Macrocyte, Mac-RBC Crenocyte, Cre-RBC Jagged RBCs, Jag-RBC

Annular RBCs, Ann-RBC Acanthocytes, Aca-RBC Ghost RBCs, Gho-RBC Fragmented RBC, Fra-RBC Humped Spherocytes, 
Hpd-RBC



Declaration of Conformity V I.0

Manufacturer:

EC-Representative:

Product:
Model:

Classification: The device

evaluation

Declaration of Conformity 
( €

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Mindray BLrilding, Keji 12th Road South, High-tech

lrrdustrial Park, Nanshan, Shenzhen, 518057, P. R. China

Shanghai lnternational Holding Corp. GmbH (Europe)

EiffestraBe B0

20537 Hanrburg, Germany

Auto Hematology Analyzer

BC-760[B], BC-760[R], BC-780[R]

not in IVDD annex ll and not for self testing/performance

ConformityAssessment Route: IVDD Arrnex Ill (excluding Section 6)

GMDN: 35476

We tleclare that the above rmentioned proclucts mieet the llrovisions of tlte Council
Directive 98/79lEC on In Vitro Diagnostic Mcdical Devices. Atrl suppol'ting
clocumentations are retained untlcr the prelnises of tlre manufacturet'. Tltis
cleclaration of conforrnity is issuecl uirtler thc solc lcsponsibility of the

nranufacturcr'.

Standards Applied: List of (harrnonized) stanclards for which documented evidence

for compliance can be provided as attachment.

:

Start of CE-Marking: 2022-3-30

Place, Date of lssue: 2022-3-30

Position Held in Company: Deputy Director, Technical Regulation Department

t

-" i7
t-w F.un^ ,/signature: . .l:I (14111/_.............

NanreofAuthorizedSignatoi'1': Mr.WangXinBing

lf,l.,s.**

'



Declaration of Conformity V 1.0

ApptEed Standands LIst

Product: Auto Hematology Analyzer
BC-760[B], BC-760[R], BC-780[R]

Applied Standards:
EN ISO 18113-1:201'1 ln vitro diagnostic medical devices 

-lnformation supplied by the

manufacturer(labelling) Part 1: Terms, de{lnitions and general

requirerrenis

EN ISO 18113-3:201'1 ln vitro diagnostic nredical cievices - lnfornration supplied by the

manufacturer( labeling ) Part 3: ln vitro diagnostic instrumenls for

professional use

EN ISO 15223-1:2016 Graphical synrbols for use in the labelling of medical devices

EN 13612:2002 Performance evaluation of in vitro diagnostic rnecJjcal devices

ISO 14971:2019 Medical clevices - Application of risk management to meciical devices

Safety requirements for electrical equipment for measurement, control,

and laboratory use Part 'l : General requirement

EN IEC

61 01 0-2-081:2020

IEC 61010-2-101:2018 Safety requirements for electrical equipmerrt for nreasurement, control,

and laboratory use - Part 2-101: Particular requirernents for in vitro

diagnostic (lVD) rnedical equipmerrt

EN IEC

61 01 0-2-01 0:2020

ents for electrical equipment for measurement, control

and, laboralory use - Part 2-010: Particular requirements for laboratory

equipment for the healing of nraterials

EN 61326-1 :2013 Electrical equiltment for nreasurement, control ancl latroratory use - EMC

requirerrents - Part 1: General recluirenrents

EN 61326-2-6:2013 Electrical equipment for nreasurement, control ancl laboratory use - EMC

requirernents - Part 2-6: Particular requiremenis - lrr vitro diagnostic (lVD)

medical equipment

IEC 62304:2015 Medical device software- Software life cycle processes

IEC 62366-1 : 2015 Medical devices - Application of usability engineering to nredical clevices

EN tEC 63000; 2018 Technical docunrerrtation for the assessrnent of electrical

produrcts with respect to the restriction of hazardous

ffi":}

Safety requirements for. electrical equipment for rreasurement, control

arrd laboratory use - Part 2-081: Particular requiremerrts for autornatic and

semi-auto,natic laboratory equipnrent for arralysis anci other purposes





































BIOS:YSTEMS BioSystiems 
R£ftC.t:.Nr� 4'- fN�tl'IUMl....,l'lo 

BioSystems S.A., organizenof the training, CERTIFIES that 

Mr. Poiata Vitalie 

successfully participated in the service engineer's training 
"Random Access Biochemistry Analyzer A 25  

Director of technical service 
Representative office "BioSystem 

Ser .. 
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