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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
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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
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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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 Standard 
 ISO 9001:2015  

 

 Certificate Registr. No.  01 100 6696  
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 ®
 T

Ü
V

, 
T

U
E

V
 a

n
d

 T
U

V
 a

re
 r

e
g

is
te

re
d

 t
ra

d
e
m

a
rk

s
. 

U
ti
lis

a
ti
o
n

 a
n
d

 a
p

p
lic

a
ti
o
n

 r
e
q

u
ir

e
s
 p

ri
o
r 

a
p

p
ro

v
a

l.
 

    No.  Location  Scope 
  H 
/01 BIOSYSTEMS S.A. 

Costa Brava 30                                                                  
08030 Barcelona                                                                 
Spain 

Design, development, manufacture, 
distribution, installation and service of 
instruments and reagents for:                     
- Clinical diagnostics.                                    
- Agri-food analysis.                                   
- Veterinary diagnostics. 

/02 BIOSYSTEMS, S.A. 
Pol. Ind. Can Tapiolas                 
Naves 12, 13, 21 y 22                                         
08110 Montcada i Reixac (Barcelona)                                             
Spain 

Reagent labelling and assembly.        
Storage of raw materials for instruments, 
instruments and reagents for:                     
- Clinical diagnostics.                                    
- Agri-food analysis.                                    
- Veterinary diagnostics.                    
Dispatched of stored product. 

 

 2022-12-15    

 

            TÜV Rheinland Cert GmbH 

Am Grauen Stein · 51105 Köln 

 
 

 

 

 

 

 



        
 
 

 

 

 

 
 

  

 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 6696 

 

 Certificate Holder: 
 

 BIOSYSTEMS S.A.  
 

 Costa Brava 30 
08030 Barcelona 
Spain  
 
 including the locations according to annex 
  

 

 Scope:  Design, development, manufacture, distribution, installation and 

service of instruments and reagents for: 

- Clinical diagnostics. 

- Agri-food analysis. 

- Veterinary diagnostics. 

Reagent labelling and assembly. 

Storage of raw materials for instruments, instruments and reagents 

for: 

- Clinical diagnostics. 

- Agri-food analysis. 

- Veterinary diagnostics. 

Dispatched of stored product. 

 
   Proof has been furnished by means of an audit that the 

requirements of ISO 9001:2015 are met. 

 

 
 

 Validity:  The certificate is valid from 2022-12-19 until 2025-12-18. 

 First certification 1996 

  

  

 2022-12-15   

 

  

  TÜV Rheinland Cert GmbH  
 Am Grauen Stein · 51105 Köln  
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Manufacturer:

Manufacturcr SRN:

Authorized Representative

Product:

Catalogue Number:

Basic UDI-DI;

Declaration of Conformity Vl.0

Declaration of Conformity
Slienzhen Mindray Bio-Medical Electronics Co.,

Mindray Building, I(eji l2th Road South, High-Tech

Industlial Park, Nanshan, 5l8057, Sltenzhen, P. R. China

cN-MF"000014156

Shanghai International Holding CoLp. GmbH (Europe)

EiffestralJe 80 20537 Harnburg, Cermany

DS DILUENT

69449040XQSi-004DM-6S* *X8

Intentled Purpose; The DS DILUENT participates in tlre measurernent of parameters related to

RBC, PLL WBC, RET and NRBC.

Classification:

Confornriff Assessment Route:

GMDN coder

2022-4-19

We declare that the above mentioned products meet the provisions of the
REGULATION (EU) 20171746 OF THE EUROPEAN PARLIAMENT and OF
THE COUNCIL. All supporting documentations are retained under the premises
of the manufacturer. This declaration of conformity is issued u
resp onsibilify of the manufactu rer.

References to CS;

Notified Body;

Notificd Body No. :

Identification of the Certificate:

Start of CE-Marking:

I hereby am appointed as the authorized person to deal with all the registration and quatity

management affairs in my capacity as Manager of Technical Regulation Department of

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

Place, Date of Issue:

Signature:

Nanre of Authorizecl Signatory:

Position lleld in Company:

Shenzhen, 2022-4^19

Deputy I)irector, Tcclrnical Regulation Department

C€
Ltd.

ClassA(AccordingtoRule5 (a) ofIVDRannexVIII)

Annex II and III of IVDR

55854

e sole
au_ a\;-

wrffiffi
Bio$l.st em

iw
Mr, Wang Xinbing



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

Product:

Catalogue Number:

Standards Applied:

Applied Standards List

DS DILUENT

In vitro diagnostic rnedical devices - lnfornration supplied by the

manufacturer (labelling) - Part 1; 'l'erttts, definitions and getteral

requirements (ISO 181 13-l :2009)

EN ISO I8113-1:2011

In vitro diagnostic medical devices - Informatiorr supplied by the

nranufacturer' (labelling) - Palt 2: ln vitro diagnostic reagents for

professional use (lSO 181 13-2:2009)

EN ISO 18113-2:2011

Medical devices - Syrnbols to be used with medical device labels,

labelling and inforrnation to be supplied - Part l: Ceneral

requirements

EN ISO 15223-1:2021

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

{.ilo=iooD

EN i3612:20021AC:2002 Performance evaluation of in vitro diagnostic rnedical devices

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

diagnostic reagents (lSO 23640:201 1)

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

5*1' uu'

r.9;

#sr



Dccllration of Conl'orntity \/I.0

Manu{ircturer:

Mauufacturer SRN:

Atrthorized Representative

Procluct:

Catalogue Number:

Ilasic UDI-[)I:

Classificntiou:

Contbrmity Assesslrrent li^oute :

GMDN code:

Declaratio m of Conf orrnity
Slteitzhen Mindral, Bio-Medical Electt'orrics Co., L

Minclra;, BLrildinu. I(e.ji l2th Iload Sotrth, lli
lnclLrstlial Parli. Nausltan. 518057. Sltctrz-hetl. [). R.

C€
,rd.

gh-Tech

Cliina

cN-MF-000014 l_s6

Shanghai Inlernational tloldirrg Clorp. Gnr[rl{ (titttope)

Ei fl'esl raBe 80 20 5 3 7 l'larrb tu'g, G ernra tt1'

IISR Solutiou Reagent

I 05-026688-00. I 05-02(r689-00

6944 904 0 XQSI-Ct-tlANSIrR'r' i'1'3

Class A (Accorcling to IlLrle 5 ( a) ol lVDlt artnex VIll)

Annex II ancl Ill of lVDll
55 854

We declal'e that the abovc mcntioned pt'oducts mcet the provisions of the
I{EGULATION (EU) 20171746 OF T'IIE EUIIOPIIAN I'}ARLIAMENT and OF
THE COLINCIL. All supporting tlocurnentations are retained uncler the premises
of the manufacturer: This cleclaration of conformity is issued under the sole
responsibility of the manufactu r.er:

References to CS: I

Notified Body: t

Notifietl Borly No. i t

Identification of the Certilicate: I

Stnrt ol'C[,-Marhing:

I hcrcby am appointetl rts the atrthorizcrl persou to dcal n,ith all the legistration and quality

rlranagernent al'lairs in nly capncity as Manngcr of Technical Regulation Depnrtment of

Shenzlten Mindray Ilio-Mcrlie al lilectronics Co,, l-td, f:,flective intnrerliatcly.

Placc, Datc ol'Issuc: Shenz-herr. )r>>.Jd

^ 'r.il

)-Aw-\$ v;;tv"""

\ I r'-"

Signatrrre: (+Wil ,' '

Name of Authorizcrl Signatory: i\4r. \\iang Xinbing

IlositionFIeldinConrpany: De1tut1,L)irector'.'fcchnicalRegulatio;t



Attarltmeul nf $eciar $ion oll Cunl'orurity: Applied $randnrds l,ist- V 1.0

Applierl Standards List
Prtdurt: liSR Sr.rlurion R*agenr

Catalogue Nunrbeu I i05-0?6$88-0$. 105-016689-00

$tandards .rdpplieel;

LiN IS0 tBil3- I;2(lIl

Lifi ii?l(r{r- I :2[] t5

i ln vitxr diagnnstic medical devioes - InfbunrTtion supplied by ihe
I

i rrrantr{iacturer (labeliing) * Part 1: Tertns, dctinitions mcl getteral

I

i requirements (lS0 lBll3-l:?009)

l:iN l${"} 15??l- i :2011 , labelliuiL and inli:r'rrurtit;rr (o br suirplir:d - Pall l: tir:neral

!r1\ lSt] t,1911 :'jrilil
] Iv'leriir,al elevices - Applicaliort ol risk ffat1a&emelll to medic.al
I

i dr:vices {tiN lS0 I:}9? 1:2019)

l:lNi I l6 I 2:?003,/AC:?002 Perfixlalr;e*1,,r*r*n1,"i,;;;;;;;t;Y;;,;;F; - i-*^-i
ln rriiro riiagnt:stir'. rnedicai rJevices - lrvalLrntiorr ol'st*bility ol'in i

i

Medical devioes - Parl 1: Applicalion r:f usahility engineerirtg to 
I

I

rri*clical clevices i

...........'.' --.',..',''..-.,,,-........t

#trreu
Bi $t

*

W*4.*.9-,):;<i|:

---!

i
!

I

I

i

i ln vitro dingnosfic meclictrl d*r,ices * lnfi:rmatintr supplicd by tir*

i nranu{acturer (labclling) - Prut 2: In vitro di*gnostic reugents ltx
l"
I pt'oflessiorral use (lS0 I8l l3-2:2009)

i Mrdical devices - $ymbols ic l:{i usecl rvitlt utedical clevicc labels,

liNl$(} ltillS-2:2t)ll



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

Mindray Building, Keji l2th Road South, High-Tech

Industrial Park, Nanshan, 5 1 8057, Shenzhen, P, R. China

cN-MIr-000014 r 56

Shanghai International Llolding Corp. GrnbH (Europe)

EiffestraBe 80 20531 Flamburg, Germany

M-6DR DILUENT

69449040XQSJ-004DM-6St' *X8

Iutended Purposc: The M-6DR DILUENT participates in the measurelrent of RElrelated

parameters together with M-6FR DYE / M-68FR DYE,

Declaration of Conformity Vl,0

Manufacturer SRN:

Authorized l{epresenta tive

Product:

Catalogue Nurnber:

Basic UDI-DI:

Classilication:

Conformity Assessment Ro ute;

GMDN code:

Place, Date of Issuc:

Signature:

Nanre of Authorized Signatory:

Position Held in Company:

ClassA(AccordingtoRule 5 (a) ofIVDRannexVIII)

Annex II and III of IVDR

55 854

2422-4-t9

Shenzlren, 2022-4-19

\

Mr. Wang Xinbing

Deprrty D irector,'lechn ical Ilegu lati orr Department

C€

We declare that the above mertioned products meet the provisions of the
REGULATION (EU) 20171746 OF THE DUROPEAN PARLIAMENT and OF
TIIE COUNCIL. All supporting documentations are retained under the premises
of the manufacturer. This declaration of conformity is issued under the sole
responsibility of the manufacturer.
Refercnces to CS:

Notified Body;

Notified Body No. :

Identification of the Certificate:

Start of CE-Marking:

I hereby am appointed as the authorized person to cleal with all the registration antl quality

management affairs in my capacity as Manager of Technical Regulation Department of
Shenzhen Mindray Bio-Medical Electronics Co., Ltd, Effective immediately.

I



Attachment of Declaration of Conformity: Appl ied Standards List- V I .0

Applied Standards List
PToduct: M.6DR DILLIENT

Catalogue Number; I

Standards Applied;

EN ISO 18113-1:2011

Iu vitro diagnostic rnedical devices - Inforrnation supplied by the

manul'acturer (labelling) - Part l: Terms, definitions and general

requirements (lSO 181 13- I :2009)

EN ISO l8l 13-2:201I

In vitro diagnostic rnedical devices - Inforrnation sr.rpplied by the

manulacturer (labelling) - Parl 2: ln vitro diagnostic reagents for

plofessional use (lSO 1 81 l3-2:2009)

EN ISO 15223-l:2021

Medical devices - Syrnbols to be used with medical device labels,

labelling and infolrratiorr to be supplied - Part 1: Gener.al

requirernents

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

devices (EN ISO 14971:2019)

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

EN ISO 23640:2015
In vilr'o diagnostic medical devices - Evaluation ofstability of in vitro

diagnostic reagents (lSO 23640:201 l)

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

medical devices

do:r/!



Declaration of Conformity Vl.0

Manulhcturer:

Manufacturer SRN:

Authorized Representa tive

Product:

Catalogue Number:

Basic UDI-DI;

Intendetl Purpose: The M-6FD

together with M-6LD LYSE,

Classification:

Confo rmity Assessment Ro ute:

GMDN code:

Decla ration of Conforrnity
Sherzhen Mindray Bio-Medical Electronics Co., Ltd.

Mindtay Building, Keji l2th Road South, High-'lech

IndLrstrial Park, Nanshan, 518057, Sheuhen, I,. R. China

cN-MF-000014156

Shanghai International Holding Corp, GrnbH (Europe)

E,iffestralJe 80 20537 Harnburg, Gemrany

M-6FD DYE

69449040XQSJ-004DM-6S* rX8

DYE participates in WBC differentiation in the DIFF chaunel

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

Annex II and III of IVDR

55854

C€

We declare that the above mentioned products meet the provisions of the
REGULATION (EU) 20171746 OF THE EUROPEAN PARLIAMENT and OF
THE COUNCIL. All supporting documeutations are retained under the premises
of the manufacturer. This declaration of conformity is issued under the sole
responsibilify of the manulhcturcr.
References to CS: I

Notified Body: I

Notified Body No" z /

Identification of the Certificate: I

Start of CE-Marking: W#b2022-4-19

I hereby am appointed as the authorized person to deal lvith all the registration and quaiity

management affairs in my capacity as Manager of Technical Regutation Department of

Shenzhen Mindray Bio-Mcdical Electronics co,, Ltd, Effective immediately.

PIace, Datc of Issue;

Signature:

Name of Authorized Signatory:

Position I{eld in Cornparry:

Slrenzlrerr, 2022-4- I 9

\\

Deputy Director, Technical Regulation Department

)o- t
')(toozsors-

6.1/ 'o'

% tH"'-r,



Attachrnent of Declaration of Confor.mity: Appliert Standards List-Vl,0

Applied Standards List
Product: M-6FD DyE

Catalogue Number: /

Standards Applied:

EN ISO 18113-1:2011

In vilro diagnostic medical devices - Infonnation supplied by the

nranufacturer (labelling) - Part l: 'l'erms, definitions and general

requirements (lSO l8l l3- 1 ;2009)

EN ISO 18113-2:2011

In vitlo diagnostic medical devices - Inforrnation supplied by the

rrtanufacturer (labelling) - Part 2: In vitro diagnostic reagents for

professional use (lSO 1 8 I l3-2:2009)

EN ISO 15223-1:2021

Medical devices - Symbols to be used with medical device labels,

labelling aud inforntation to be supplied - Part l: General

requirements

EN ISO 14971:2019
Medical devices - Applicatiorr of risk management to rneclical

devices (EN ISO 14971:2019)

EN 13612:20021AC:2002 Performance evaluation of in vitro diagnostic meclical devices

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

diagnostic r.eagents (lSo 23640:201 1)

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

rnedical devices

li
t\

Ut|,

s\Bj"su)::i \J
- utii'*'ii(z l'tIit 

'-'a)1,

N8H,r*//'



Declaration of Conformity
Manufaeturer: Shenzhen Mindray Bio-Medical Electlonics Co., Ltd.

Miudray Building, Keji l2th Road South, Higli-'fech

Industrial Park, Nanshan, 5 1 8057, Shenzhen, P. R. China

cN-MF-0000141s6

Shanglrai lnternational Holding Corp. GrnbH (Europe)

Eiffesn'aBe 80 20537 Hantburg, Gerrnany

M-6FN DYE

69449040XQSJ-0o4DM-6S**X8

lntended Purpose: The M-6FN DYE palticipates in the measulemeut of Baso-related and NRIIC-

related parameters together with M-6LN LYSE.

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

Anuex IIand III of IVDR

ss854

2022-4-19

We declare that the above mentioned products meet the provisions of the
REGULATION (EU) 20L71746 OF THE EUROPEAN PARLIAMENT and OF'

THE COUNCIL. AII supporting documentations are retained under the premises

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

responsibility of the manufacture r.

References to CS:

Notified Bodyr

Notified Body No. :

Identification of the Certificate;

Start of CB-Marhing:

I hereby am appointed as the authorized pcrson to rleal rvith all the registration and quality

management affairs in my capacity as Manager of Technical Regulation Department of

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

Place, Date of Issuc:

Signature:

Name of Authorizcrl Signatory:

Position Held in Cornpany:

Shenzhen, 2022-4-19

Declaration of Conformity Vl.0

Manufacturer SRN:

Authorizcd Representative

Product:

Catalogue Number:

Basic UDI-DI:

Classification:

Conformity Assessment Route:

GMDN code:

I

C€

-srffi

ll ui
oB,.

w;:n'
Mr, Wang Xinbing

Deputy Director,'lechnical ILegulation

rt
3jtl
::/i+



Attachment of Declaration of Conformity: Applied Standards List'Vl.0

Applied Standards List

ProduCt: M-6FN DYE

Catalogue Number: I

Standards Applied:

(
ls
:1 l.

EN ISO 18113-l:2011

In vitro diaguostic medical devices - Information supplied by the

manufacturer' (labelling) - Part 1: 'lerms, definitions and general

requirements (lSO I 81 l3- I :2009)

EN ISO 18113-2:2011

In vitro diagnostic medical devices - Inlormation supplied by the

manufacturer' (labelling) - Part 2: In vitro diagnostic reagents for

professiorral use (lSO I 8 I 13-2:2009)

EN ISO 15223-l:2021

Medical devices - Syrnbols to be used with medical device labels,

labelling and inforntatiou to be supplied - Part l: General

requirenrents

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

clevices (EN iSO 14971:2019)

EN 13612:20021AC:2002 Perfornrance evaluation of in vitro diagnostic rneclicaI devices

EN ISO 23640:2015
Iu vitro diagnostic rnedical devices - Evaluation ofstability of in vitro

diagnostic reagents (lSO 23640:201 1)

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

medical devices

//)1.:ag1

,?.*{*u:':*(llt|>;. ts,

&;M



,-)

Declaration of Conformity Vl.0

Manufacturer SRNI

Authorized Representative

Product:

Catalogue Nunrber:

Basic UDI-DI:

Declaration of Conformity
Manufacturcr: Sherzhen Mindray Bio-Medical Electronics Co., Ltd.

Mindray Building, Keji l2th Road South, High-Tech

Industrial Park, Nanshan, 5 I 8057, Shenzhen, P. R. China

cN-MF-000014 r 56

Shanghai Intemational Flolding Corp. Gmbtl (Europe)

E,iffestraBe 80 20537 Hamburg, Germany

M.6FR DYE

69449040XQSJ-004DM-6S * *X8

Intcnded Purpose:l'he M-6FR DYE participates in the nreasuremerit of RET:related paralneters

together rvith M-6DR DILUENT

Classification:

Confo rmity Assessntent Route:

GMDN code:

2022-4-19

C€

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

Annex II and III of IVDR

558 s4

We declare that the above mentioned products meet the provisions of the
REGULATION (EU) 20171746 OF THE EUROPEAN PARLIAMENT and OF
TIIE COUNCIL. All supporting documentations are retained uuder the premises
of the manufacturen This declaration of conformity is issued under
responsibilify of the manufactu rer.

References to CS:

Notified Body:

Notified Body No. :

Identification of the Certilicate:

Start of CE-Marking:

I hereby am appointed as the authorized person to deal with all the registration anrl quality

management affairs in my capacity as Manager of Technical Regulation Department of

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

PIace, Date of Issue;

Signature:

Shenzlren, 2022-4-19

Name ol Authorized Signatorl,: Mr. Wang Xinbing

Position I{eld in Company: Deputy Director, Technical RegLrlation Department

W.fur,"*



Attachrnent of Declaration of Confornrity: Applied Standards List-VI.0

Applied Standards List

Product: M-6FR DYE

Catalogue Number: I

Standards Applied:

ffi\.( 
.\f,1",'*',

0'{
fo'

L Do'tj

EN ISO 18113-1:2011

In vitro diagnostic medical devices - Information supplied by the

manufacturer (labelling) - Part 1: Terms, definitions and general

requirements (lso 1 81 l3- 1:2009)

EN ISO l8l l3-2:201 I

In vitro diagnostic medical devices - Information supplied by the

manufacturer (labelling) - Part 2: In vitro diagnostic reagenls for

plofessional use (lSO 1 8 I 13 -2;2009)

EN ISO 15223-1:2021

Medical devices - Symbols to be used with medical device labels,

labelling and inlolmation to be supplied - Part l: General

requirements

EN ISO 149'71:2019
Medical devices - Applicatiort of risk rnanagernent to medical

devices (EN ISO 14971:2019)

EN 13612:20021AC:2002 Perlbrmance evaluation of in vitlo diagnostic medical devices

EN ISO 23640:2015
In vitro diagnostic rncdical devices - Evaluatiorr of stability of in vitro

diagnostic leagerlts (lSO 23640;20 1 l)

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

medical devices

'()



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

Mindray Building, Keji l2th Road South, High-Tech

Industrial Park, Nanslian, 518057, Slrenzhen, P. R. China

cN-MF'-000014156

Shanghai International Holding Corp. GmbH (Europe)

Eiffestra8e 80 20537 Hamburg, Gcrrnany

M.6LD LYSE,

69449040XQSJ-004DM-6S* *X8

Intended Purpose: The M-6LD LYSE parlicipates in WBC differentiation in the DIFF channel

together with M-6FD DYE / M-68FD DYE

Declaration of Confornrity Vl.0

Manufacturer SRN:

Authorized Representative

Product:

Catalogue Number;

Basic UDI-DI:

Classification:

Conformity Assessment Route:

GMDN code:

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

Annex II and III of IVDR

55854

2022-4-t9

C€

We declare that the above mentioned products meet tlle provisions of the
REGULATION (EU) 20L71746 oF THE EUROPDAN PARLIAMENT and oF
THE COUNCIL. AII supporting documentations are retained under the premises

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

responsibility of the manufacturer:
References to CS:

Notified Body:

Notified Body No. :

Identification of the Certificate:

Start of CE-Markingr

I hereby am appointed as the authorized person to deal rvith all the registration and quality

management affairs in my capacity as Manager of Technical Regulation Department of

Shenzhen Mindray Bio-Medical Electronics Co., Ltrl, Effective immed

PIace, Datc of Issue:

Signature:

Name of Authorized Signatory:

Position Held in Company: Deputy Director, Technical Regulation

Shenzhen, 2022-4-19

ie +,,,,'
Mr, Wang Xinbing

BioSi



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

Applied Standards List

Productr M-6LD LYSE

Catalogue Number: I

Standards Applied:

EN ISO l8il3-1:2011

In vitro diagnostic niedical devices - Iuformation supplied by the

manufacturer (labelling) - Parl l: Terms, definitions and general

requireurents (ISo I81 13-1 :2009)

EN ISO 18113-2:2011

In vitro diagnostic medical devices - Inforuration supplied by the

manufacturer (labelling) - Parl 2: In vitro diagnostic reagenls for

professional use (lSO 181 13-2:2009)

EN ISO 15223-1:2021

Medical devices - Symbols to be used with medical device labels,

labelling and information to be supplied - Parl 1: General

requilenrents

EN ISO 14971:2019
Medical devices - Application of risk rnanagenrent to ntedical

devices (EN ISO 149712019)

EN 13612:20021AC:2002 Perfonriance evaluation of in vitro diagnostic medical devices

EN ISO 23640:2015
In vitro diagnostio medical devices - Evaluation ofstability of in vitro

diaguostic reagerlts (lSO 23640:201 I )

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

medical devices

fu,k.,**



Declaration of Conformity Vl.0

Manufacturer:

Manufacturer SRN:

Authorized Representative

Product:

Catalogue Number:

Basic UDI-DI:

Classilication:

Conformity Assessment Route:

GMDN code:

Place, Date of Issue:

Signature:

Name of Authorized Signatory:

Position Held in Company:

Class A (According to Rule 5 ( a) of IVDR annex Vlll)

Annex II and III of IVDR

55854

I

2022-4-19

Shenzlren, 2022-4-19

 

Declaration of Conformity
Shenzhen Mindray Bio-Medical Electronics Co,, Ltd,

Mindray Building, Keji l2th Road South, High-Tech

Industrial Park, Nanshan, 518057, Shenzlten, P. R. China

cN-MF-000014156

Shanghai Internatiotul Holding Corp. CmbH (Ettrope)

EiffestraBe 80 20537 I-lamburg, Germany

M-6LN LYSE

69449040XQSJ-004DM-6S* *X8

C€

Intendect Purpose: 'fhis product participates in the measurement of Baso-related and NRBC-

related parameters together with M-6FN DYE, / M-681"N DYE,,

We declare that the above mentioned products meet the provisions of the

REGULATION (EU) 20171746 OF THE EUROPEAN PARLIAMENT and OF

THE COUNCIL. All supporting documentations are retained under the premises

of the manufacturer. This declaration of couformity is issued under the sole

responsibility of the manufactu rer:

References to CS:

Notified Body:

Notified Body No. :

Identification of the Certificate:

Start of CF-Marking:

I hereby am appointed as the authorized person to deal rvith all the registration and quality

management affairs in nry capacity as Manager of Technical Regulation Depa

Shenzhen Mindray Bio-Medical Electronics Co,, Ltd, Effective [mmediately.

i**ur'-
Mr, Wang Xinbing

Deputy Director; Technical Regulation
ffifi

;lju.*,



Attachment of Declaration of Conformity: Applied Standards LisrVl.0

Applied Standards List

Product: M-6LN LYSE

Catalogue Number: I

Standards Applied:

EN ISO l8l l3-1:201 I

Irr vitlo diagnostic medical devices - Inforrnation supplied by the

manufacturer (labelling) - Part 1: Terms, definitions and general

requirements (lSO I 81 13-i :2009)

EN ISO 18113-2:201I

In vitro diagnostic rnedical devices - Information supplied by the

manufacturer (labelling) - Part 2: In vitro diagrrostic reagents for

professional use (lSO l8l l3-2:2009)

EN ISO 15223-l:2021

Medical devices - Symbols to be used with rriedical device labels,

labelling and information to be supplied - Part l: Ceneral

requirements

EN ISO 14971:2019
Medical devices - Application of risk nlanagentellt to rnedical

devises (EN ISO 14971:2019)

EN 13612:20021AC:2002 Performance evaluation of in vitro diagnostic medical devices

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

vitro diagnostic reagents (lSO 23640:2011)

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

medical devices

ffi^-j\
'l*F,'.*



Declaratlon of Conformity Vl,0

Declaration of Conformity
Manufacturer: shemhen Mindray Bio-Medical Electronics co., Ltd.

Mindray Building, I(eji l2th Road South, High-Tech

Industrial Park, Nanslian, 518057, Shenzhen, P. R. China

Manufacturer SRN: CN-MI-'-000014156

Authorized Representative Shanghai International l-lolding Corp. GrnbFI (Europe)

E,iffestrafJe 80 20537 llamburg, Germany

Product: M-6LFI LYSE

Catalogue Number: I

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

Intended Purpose: The M-6LH LYSE formulated to measure the herrioglobin-related parametels"

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

Conformity Assessment Route: Annex II and lll of IVDR

GMDN eode: 55854

We declare that the above mentioned products meet the provisions of the
REGULATION (EU) 2017.?46 oF THE EUROPEAN PARTIAMENT and on'
THE COUNCIL, All supporting documentations are retained under the premises
of the manufacturen, This declaration of conformity is issued under fhe sole
responsibility of the manufacturen
References to CS: I
Notified Body: I
Notified Body No. i I

Identification of the Certilicate: I
Start of CD-Marking: 2022-4-19

I hereby am appointed as the authorized person to deal rvith all the registration and q

management affairs in my capacity as Manager of Technical Regulation

shenzhen Mindray Bio-Medical Electronics co., Ltd, Elfective immediately.

Place, Date of Issue: Sheuhen, Z0Z2-4-19

\)
Signature:

Name of Authorized Signatory: Mr. Wang Xinbing

Position Held in company: Deputy Director, Technical Regulation Department

C€

up-l,l'l



Attachrnent of Declaration of Conformity: Applied Standards List-V1,0

Applied Standards List

Product: M-6LH LYSE

Catalogue Number: /

Standards Applied:

ENISO 18113-1:2011

In vitro diagnostic rnedical devices - lnfornration supplied by the

rnanufacturer (labelling) - Part l: Terms, definitions and general

lequirernents (lSO I 81 l3-1 :2009)

EN ISO l8l l3-2:2011

In vitro diagnostic nredical devices - Informatiou supplied by the

manufacturer (labelling) - Part 2: ln vitro diagnostic reagents for

professional use (lSO I 8 I 1 3-2:2009)

EN ISO 15223-1:2021

Medical devices - Sl,mbols to be used with rnedical device labels,

labelling and information to be supplied - Palt l; General

requirernents

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

devices (EN ISO 14971:2019)

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

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

diagnostic reagents (lSO 23640:20 1 I )

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

rnedical devices

eE*ffi#
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