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REPUBLICA Wiise sy MOLDOVA

CERTIFICAT
DE IWREGISTRARE

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

Numarul de identificare de stat - codul fiscal
1010600028048

12.08.2010

Data inregistrarii e N

12.08.2010

Data eliberarii

Svirepova Ludmila, registrator

" Functia, numele, prenumele persoanei
care a eliberat cerfificatul

MD 0101250

*

80007711 02>
101 4 e




AGENTIA SERVICII PUBLICE

Departamentul inregistrare si licentiere a unitétilor de drept

EXTRAS

din Registrul de stat al persoanelor juridice

Nr. 531522 data 15.09.2023

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

Forma juridica de organizare: Societate cu raspundere limitata,

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

Data inregistrarii de stat: 12.08.2010

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

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

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

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

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

6. Consultatii in domeniul sistemelor de calcul

Capitalul social: 5400 lei.

Administrator: POIATA VITALIE, IDNP 0983103892591,

Asociatii:

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

1.1. POIATA VITALIE. IDNP 0983103892591.

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

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

3.1. KOJEVNIKOV DMITRII, IDNP 0972305012362

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

datele din Registrul de stat la data de: 15.09.2023.

EB 0461494

RegIStrator » domenﬂilglitally signed by Rusu Diana

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

[ Date cu caracter personal




CD BC “MOLDINDCONBANK” S.A.
< Filiala “Invest”

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

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

Codul bancii MOLDMD2X329.

Director vj[{d[ Nina Turcan

Z QAOR. F7pe
et ST, A

Nina Balmus

Ex. Diana Brinza

Tel. 43-45-96



BIOSISTEM-MLD S.R.L.

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

Lista fondatorilor Biosistem-mld SRL

Nr. Nume, Prenume IDNP

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




BIOSISTEM-MLD S.R.L.

Cod Fiscal: 1010600028048; IBAN: MD95ML000000002251429243;

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

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

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

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

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

. [Vitalie Poiata

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



Aata npepocraBsneHus 26.03.2024 17:05:42

SITUATIILE FINANCIARE
pentru perioada 01.01.2023 - 31.12.2023

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

Sediul:

MD:

Raionul(municipiul): 106, DDF RASCANI
Cod CUATM: 0150, SEC.RISCANI
Strada: Albisoara nr.16 bl.1 of.7

Activitatea principala: G4646, Comert cu ridicata al produselor farmaceutice
Forma de proprietate: 16, Proprietate colectiva
Forma organizatorico-juridica: 530, Societdti cu rdspundere limitatd

Date de contact:
Telefon: +37322808719
WEB:

E-mail: zmiil3@mail.ru
Numele si coordonatele al contabilului-sef: DIl (dna) Tel.

Numarul mediu al salariatilor in perioada de gestiune: 10 persoane.

Persoanele responsabile de semnarea situatiilor financiare* Nasedchin Alexandr

Anexe la SNC

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

Unitatea de masura: leu

BILANTUL
Anexa 1
la
Sold la
Nr. cpt. Indicatori Cod rd. inceputul perioadei | Sfirsitul perioadei de
de gestiune gestiune
1 2 3 5
ACTIV
A. ACTIVE IMOBILIZATE
I. Imobilizari necorporale
1. Imobilizari necorporale in curs de executie 010
2. Imobilizari necorporale in exploatare, total 020
din care:
021
2.1. concesiuni, licente si marci
2.2. drepturi de autor si titluri de protectie 022

2.3. programe informatice 023



2.4. alte imobilizdri necorporale 024
3. Fond comercial 030
4. Avansuri acordate pentru imobilizari necorporale 040
Total imobilizari necorporale 050
(rd.010 + rd.020 + rd.030 + rd.040)
I1. Imobilizari corporale
1. Imobilizari corporale in curs de executie 060
2. Terenuri 070
3. Mijloace fixe, total 080 3384131 4438372
din care:
081

3.1. cladiri
3.2. constructii speciale 082
3.3. masini, utilaje si instalatii tehnice 083 3363063 4423127
3.4. mijloace de transport 084
3.5. inventar si mobilier 085 21068 15245
3.6. alte mijloace fixe 086
4. Resurse minerale 090
5. Active biologice imobilizate 100
6. Investitii imobiliare 110
7. Avansuri acordate pentru imobilizari corporale 120 5250844 2337159
Total imobilizari corporale
(rd.060 + rd.070 + rd.080 + rd.090 + rd.100 + 130 8634975 6775531
rd.110 + rd.120)
III1. Investitii financiare pe termen lung
1. Investitii financiare pe termen lung in parti 140
neafiliate
2. Investitii financiare pe termen lung in parti 150
afiliate, total
din care:

S S ) I 151
2.1. actiuni si cote de participatie detinute in partile
afiliate
2.2 imprumuturi acordate partilor afiliate 152
2.3 imprumuturi acordate aferente intereselor de 153
participare
2.4 alte investitii financiare 154
Total investitii financiare pe termen lung 160
(rd.140 + rd.150)
IV. Creante pe termen lung si alte active
imobilizate
1. Creante comerciale pe termen lung 170
2. Creante ale partilor afiliate pe termen lung 180
inclusiv: creante aferente intereselor de participare 181
3. Alte creante pe termen lung 190




4. Cheltuieli anticipate pe termen lung 200

5. Alte active imobilizate 210

Total creante pe termen lung si alte active

imobilizate 220

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

ACTIVE CIRCULANTE

I. Stocuri

éhgi;eriale si obiecte de mica valoare si scurta 240 13899 24776
2. Active biologice circulante 250

3. Productia in curs de executie 260

4, Produse si marfuri 270 11123640 11490033
5. Avansuri acordate pentru stocuri 280

.(rrc(,:it.gllgt:crlél.qZSO + rd.260 + rd.270 + rd.280) 290 11137539 11514809
I1. Creante curente si alte active circulante

1. Creante comerciale curente 300 4552459 2646694
2. Creante ale partilor afiliate curente 310

inclusiv: creante aferente intereselor de participare 311

3. Creante ale bugetului 320 27696 45618
4. Creantele ale personalului 330

5. Alte creante curente 340

6. Cheltuieli anticipate curente 350

7. Alte active circulante 360 2268111 2251145
Total creante curente si alte active circulante

(rd.300 + rd.310 + rd.320 + rd.330 + rd.340 + 370 6848266 4943457
rd.350 + rd.360)

II1. Investitii financiare curente

1. Investitii financiare curente in parti neafiliate 380

2. Investitii financiare curente in parti afiliate, total 390

din care:

2.1. actiuni si cote de participatie detinute in partile 391

afiliate

2.2. imprumuturi acordate partilor afiliate 392

2.3._Tr_nprumuturi acordate aferente intereselor de 393

participare

2.4. alte investitii financiare in parti afiliate 394

Total investitii financiare curente 400

(rd.380 + rd.390)

IV. Numerar si documente banesti 410 10281443 27361722
TOTAL ACTIVE CIRCULANTE 420 28267248 43819988

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




TOTAL ACTIVE

(rd.230 + rd.420) 430 36902223 50595519
PASIV
CAPITAL PROPRIU
I. Capital social si neinregistrat
1. Capital social 440 5400 5400
2. Capital nevarsat 450
3. Capital neinregistrat 460
4. Capital retras 470
5. Pat_rimoniul primit de la stat cu drept de 480
proprietate
(440 4 14,050 4 19450 + 16,470 + d.450) 490 5400 5400
II. Prime de capital 500
II1. Rezerve
1. Capital de rezerva 510
2. Rezerve statutare 520
3. Alte rezerve 530
Total rezerve 540
(rd.510 + rd.520 + rd.530)
IV. Profit (pierdere)
1. Corectii ale rezultatelor anilor precedenti 550
2. 'Profit nerepar.tizat (pierdere neacoperitd) al 560 35876971 29813141
anilor precedenti
3. PI?Ofit net (pierdere netd) al perioadei de 570 18618853
gestiune
4. Profit utilizat al perioadei de gestiune 580
(re-350 + 4,580 + 70,670 + rd.580) 590 35876971 48431994
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 + 620 35882371 48437394
rd.610)
DATORII PE TERMEN LUNG
1. Credite bancare pe termen lung 630
2. Imprumuturi pe termen lung 640
din care:
641
2.1. imprumuturi din emisiunea de obligatiuni
inclusiv: imprumuturi din emisiunea de obligatiuni 642
convertibile
2.2. alte imprumuturi pe termen lung 643
3. Datorii comerciale pe termen lung 650




4. Datorii fata de partile afiliate pe termen lung 660
inclusiv: datorii aferente intereselor de participare 661
5. Avansuri primite pe termen lung 670
6. Venituri anticipate pe termen lung 680
7. Alte datorii pe termen lung 690
TOTAL DATORII PE TERMEN LUNG
(rd.630 + rd.640 + rd.650 + rd.660 + rd.670 + 700
rd.680 + rd.690)
DATORII CURENTE
1. Credite bancare pe termen scurt 710
2. Imprumuturi pe termen scurt, total 720
din care:

721
2.1. imprumuturi din emisiunea de obligatiuni
inclusiv: Tmprumuturi din emisiunea de obligatiuni 722
convertibile
2.2. alte imprumuturi pe termen scurt 723
3. Datorii comerciale curente 730 5266 59765
4. Datorii fata de partile afiliate curente 740
inclusiv: datorii aferente intereselor de participare 741
5. Avansuri primite curente 750 143160 273711
6. Datorii fatd de personal 760 866
7. Datorii privind asigurarile sociale si medicale 770
8. Datorii fata de buget 780 831429 1766706
9. Datorii fata de proprietari 790
10. Venituri anticipate curente 800
11. Alte datorii curente 810 39131 57943
TOTAL DATORII CURENTE
760 + 1770 1760 # 1790 4 rB00 | 820 1019852 2158125
rd.810)
PROVIZIOANE
1. Provizioane pentru beneficiile angajatilor 830
2. Provvifioane pentru garantii acordate 840
cumparatorilor/clientilor
3. Provizioane pentru impozite 850
4. Alte provizioane 860
TOTAL PROVIZIOANE 870
(rd.830 + rd.840 + rd.850 + rd.860)
TOTALPASIVE, 620 + a0

SITUATIA DE PROFIT SI PIERDERE
de la 01.01.2023 pinad la 31.12.2023
Anexa 2

Indicatori ‘ Cod rd. |

Perioada de gestiune




precedenta curenta
1 2 3 4

Venituri din vinzari, total 010 40621876 58891757
din care:

011 39203671 57105542
venituri din vinzarea produselor si marfurilor
venifu_ri din prestarea serviciilor si executarea 012 1390733 1771148
lucrarilor
venituri din contracte de constructie 013
venituri din contracte de leasing 014
venituri din contracte de microfinantare 015
alte venituri din vinzari 016 27472 15067
Costul vinzarilor, total 020 22086174 32917436
din care:

- TP 021 21991682 32793096

valoarea contabila a produselor si marfurilor
vindute
cost.uI serviciilor prestate si lucrarilor executate 022 92356 124340
tertilor
costuri aferente contractelor de constructie 023
costuri aferente contractelor de leasing 024
costuri aferente contractelor de microfinantare 025
alte costuri aferente vinzarilor 026 2136
Profit brut (pierdere brutd) (rd.010 - rd.020) 030 18535702 25974321
Alte venituri din activitatea operationala 040 128694 829270
Cheltuieli de distribuire 050 15271 4167
Cheltuieli administrative 060 3076978 3996115
Alte cheltuieli din activitatea operationala 070 1325483 879808
Rezultatul din activitatea operationala: profit
(pierdere) (rd.030 + rd.040 - rd.050 - rd.060 - 080 14246664 21923501
rd.070)
Venituri financiare, total 090 1530710 1070406
din care:

091
venituri din interese de participare
inclusiv: veniturile obtinute de la partile afiliate 092
venituri din dobinzi 093 250190 337916
inclusiv: veniturile obtinute de la partile afiliate 094
venituri din alte investitii financiare pe termen lung 095
inclusiv: veniturile obtinute de la partile afiliate 096
venituri aferente ajustarilor de valoare privind 097
investitiile financiare pe termen lung si curente
venituri din iesirea investitiilor financiare 098
venituri aferente diferentelor de curs valutar si de 099 1280520 732490

suma




Cheltuieli financiare, total 100 512939

din care:
101
cheltuieli privind dobinzile
inclusiv: cheltuielile aferente partilor afiliate 102
cheltuieli aferente ajustarilor de valoare privind 103
investitiile financiare pe termen lung si curente
cheltuieli aferente iesirii investitiilor financiare 104
cheltuieli aferente diferentelor de curs valutar si de 105 512939
suma
Rezultatul: profit (pierdere) financiar(a)
(rd.090 - rd.100) 110 1017771
Venituri cu active imobilizate si exceptionale 120
Cheltuieli cu active imobilizate si exceptionale 130
Rezultatul din operatiuni cu active imobilizate
si exceptionale: profit (pierdere) (rd.120 - 140
rd.130)
Rezultatul din alte activitati: profit (pierdere) 1 1017771
(rd.110 + rd.140) >0 0
Profit (pierdere) pina la impozitare (rd.080 + 160 15264435
rd.150)
Cheltuieli privind impozitul pe venit 170 1872862
Profit net (pierdere netd) al perioadei de 180 13391573

gestiune (rd.160 - rd.170)

SITUATIA MODIFICARILOR CAPITALULUI PROPRIU

de la pina la

Sold la
Nr. Indicatori Codrd _Inceputul Majorri Diminuari
d/o perioadei de
gestiune
1 2 3 4 5 6
Capital social si neinregistrat
1. Capital social 010
2. Capital nevarsat 020 g g g
3. Capital neinregistrat 030
L |4, Capital retras 040 g g g
5. Patrimoniul primit de la stat cu 050
drept de proprietate
Total capital social si
neinregistrat 060
(rd.010 + rd.020 + rd.030 + rd.040
+ rd.050)
II. | Prime de capital 070

III. | Rezerve
1. Capital de rezerva 080

2. Rezerve statutare 090

1786338

1786338

-715932

-715932

21207569
2588716

18618853

Anexa 3
Sold la sfirsitul

perioadei de
gestiune

7



3. Alte rezerve 100

Total rezerve

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

Profit (pierdere)

1. Corectii ale rezultatelor anilor

precedenti 120

2. Profit nerepartizat (pierdere

neacoperita) al anilor precedenti 130

Iv.
3. Profit net (pierdere netd) al

perioadei de gestiune 140

4. Profit utilizat al perioadei de

gestiune 150

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

SITUATIA FLUXURILOR DE NUMERAR

de la pina la

Anexa 4

Indicatori

Perioada de gestiune

Cod rd

precedenta

curenta

1

3

4

Fluxuri de numerar din activitatea
operationala

incasari din vinzari

010

Plati pentru stocuri si servicii procurate

020

Plati catre angajati si organe de asigurare sociala si
medicala

030

Dobinzi platite

040

Plata impozitului pe venit

050

Alte incasari

060

Alte plati

070

Fluxul net de numerar din activitatea
operationala

(rd.010 - rd.020 - rd.030 - rd.040 - rd.050 +
rd.060 - rd.070)

080

Fluxuri de numerar din activitatea de
investitii

incaséri din vinzarea activelor imobilizate

090

Plati aferente intrarilor de active imobilizate

100

Dobinzi incasate

110

Dividende incasate

120

inclusiv: dividende incasate din strainatate

121




Alte incasari (plati) 130

Fluxul net de numerar din activitatea de
investitii 140
(rd.090 - rd.100 + rd.110 + rd.120 + rd.130)

Fluxuri de numerar din activitatea financiara

Incas&ri sub form3 de credite si imprumuturi 150
Pl&ti aferente rambursarii creditelor si 160
fmprumuturilor

Dividende platite 170
inclusiv: dividende platite nerezidentilor 171
incasé&ri din operatiuni de capital 180
Alte incasari (plati) 190

Fluxul net de numerar din activitatea
financiara 200
(rd.150 - rd.160 - rd.170 + rd.180 £ rd.190)

Fluxul net de numerar total 210
(£ rd.080 % rd.140 £ rd.200)

Diferente de curs valutar favorabile (nefavorabile) 220
Sold de numerar la inceputul perioadei de 230
gestiune

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

Documente atasate - Nota explicativa (fisierul pdf)
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Declaration of Conformity V 1.0

Declaration of Conformity c €

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

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

Product: Auto Hematology Analyzer

Model: BC-5000

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

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

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

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

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

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

Signature: aD ‘1%9"

Name of Authorized Signatory:  Mr.tan ChuanBin

Position Held in Company: Manager ,Technical Regulation




Declaration of Conformity V 1.0

Declaration of Conformity c €

Manufacturer:

EC-Representative:

Product:

Model:

Classification:

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

20537 Hamburg, Germany

Auto Hematology Analyzer &

BC-5150

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

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

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

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

of the manufacturer.

Standards Applied:

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

provided as attachment.

Start of CE-Marking: 2013-9- 26

Place, Date of Issue:

Signature:

Shenzhen, 20‘{3 9-26

Xl

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




Produect:

Applied Standards:

EN 1SO 18113-1:2009

ENISO 18113-2:2009

EN IS0 18113-3:2009

EN 18O 15223-1:2012

EN 13612: 2002

IS0 14971:2012

EN 61010-1:2001

EN 61010-2-081:2002+A1.

2003+A1: 2003

EN 61010-2-101: 2002

|r—————_......—__.._.........._..

Declaration of Conformity V 1.0

Applied Standards List

Auto Hematology Analyzer
BC-5150. BC-5GG0

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

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

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

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

use

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

N
~

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

‘Performance evaluation of in vitro diagnostic medical devices

Medical devices — Application of risk management to medical devices

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

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

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

medical equipment




Declaration of Conformity V 1.0

[EC 61010-2-010: 2005

EN 61326-1:2006

EN 61326-2-6:2006

EN 62304:2008

EN 62366:2008

EN 13640: 2002

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

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

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

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

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

|




Declaration of Conformity — V1.0

DECLARATION OF CONFORMITY

Manufacturer:

EC Representative:

Product:

Classification:

Conformity Assessment Route:

Shanghai Long Island Biotec. Co., Ltd

288, Hangnanzhi Road, Zhuanghang Industrial Zone, Fengxian District,
201415 Shanghai, PEOPLE’S REPUBLIC OF CHINA

Wellkang Ltd t/a Wellkang Tech Consulting
Suite B, 29 Harley Street, LONDON W1G 9QR,England, United Kingdom

Prothrombin Time Reagent (PT)

Activated Partial Thromboplastin Time (APTT) Reagent (Ellagic Acid)
Activated Partial Thromboplastin Time (APTT) Reagent (Kaolin)
Thrombin Time Reagent (TT)

Fibrinogen Assay Kit (FIB)

Fibrinogen Reference Plasma

Imidazole Buffered Saline

Calcium Chloride Solution

Coagulation Control Plasma

10. Cleaning solution |

11. Cleaning solution II

12. D-Dimer Assay Kit

13. D-Dimer Control

14. Fibrin degradation product

15. FDP Control

CoNOIOAMWN =

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

IVDD Annex Ill (excluding Section 6)

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

manufacture.

Standards Applied:

Start of CE-Marking:
Products renewed since:
Place of Issue:

Signature:

Name of Authorized Signatory:

Position Held in Company:

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

2009-06-01
2016-02-20

Shanghai

Ms. Xi Qimin

Management Representative




Attachment of Declaration of Conformity: Applied Standards List

Applied Standards List

Applied Standards:

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

18113-1:2009)

EN ISO 18113-2:2009 In vitro diagnostic medical devices — Information supplied by the
manufacturer(labeling) Part 2: In vitro diagnostic reagents for

professional use (ISO 18113-2:2009)

EN 980:2008 Graphical symbols for use in the labeling of medical devices

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

EN 13640:2002 Stability testing of in vitro diagnostic medical devices

EN 13641:2002 Elimination or reduction of risk of infection related to in vitro diagnostic
reagents

1ISO 14971:2009 Medical devices — Application of risk management to medical devices

EN 62366:2008 Application of usability engineering to medical devices

EN ISO 13485:2003/AC:2009 | Medical devices — Quality management systems — Requirements for

regulatory purposes




Declaration of Conformity V 1.0
Declaration of Conformity c €

Manufacturer: Beijing Mindray Medical Instrument Co., Ltd.
1F,2F,4F&5F, Building 3, No. 18 Science Park Road,
Life Science Park, Changping District, Beijing 102206,

China

Manufacturer SRN: CN-MF-000022542

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

Product: Auto Coagulation Analyzer

Modle: C3100

Basic UDI-DI: 697080106A0320F05ETH

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

Conformity Assessment Route: Annex Il and Il of IVDR
GMDN code: 56689

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

References to CS: /
Notified Body: /
Notified Body No. : /
Identification of the Certificate: /
Start of CE-Marking: 2022-02-15

| hereby am appointed as the authorized person to deal with all the registration and
quality management affairs in my capacity as Management Representative of
Beijing Mindray Medical Instrument Co., Ltd., Effective immediately.

Place, Date of Issue: Beijing,

PRI )

Signature:- - - - . gl 0

Name of Authorized Signatory: Mr. Ge Pengfei

Position Held in Company: Management Representative

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




Declaration of Conformity V 1.0

Applied Standards List

Product: Auto Coagulation Analyzer
Catalogue Number: C3100
Standards Applied:

EN ISO 18113-1:2011

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

EN ISO 18113-3:2011

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 3: In vitro diagnostic instruments for
professional use (ISO 18113-3:2009)

EN ISO 15223-1:2016

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

EN ISO 14971:2019

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

EN
13612:2002/AC:2002

Performance evaluation of in vitro diagnostic medical devices

EN
62304:2006/A1:2015

Medical device software - Software life-cycle processes

EN
61010-1:2010/A1:2019

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

EN IEC
61010-2-081:2020

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

IEC 61010-2-101:2018

Safety requirements for electrical equipment for measurement,
control and laboratory use - Part 2-101: Particular requirements
for in vitro diagnostic (IVD) medical equipment

EN 61010-2-010:2020

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




Declaration of Conformity V 1.0

EN 62366-1:2015

Medical devices - Part 1: Application of usability engineering to
medical devices

EN 61326-1:2013

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

EN 61326-2-6:2013

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




Declaration of Conformity V 1.0

Declaration of Conformityc €

Manufacturer: Beijing Mindray Medical Instrument Co., Ltd.
1F,2F,4F&5F, Building 3, No. 18 Science Park Road, Life
Science Park, Changping District, Beijing 102206, China

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

Product: Auto Coagulation Analyzer

Model: C3100

We herewith declare under our sole responsibility that the above mentioned
products meet the provisions of the Council Directive 2011/65/EU, amended by
Directive 2015/863/EU. All supporting documentations are retained under the
premises of the manufacturer.

Standards Applied:
EN IEC 63000: 2018 Technical documentation for the assessment of electrical and

electronic products with respect to the restriction of hazardous substances
Start of CE-Marking: 2022-02-15

Place, Date of Issue: Beijing.

Signature:
Name of Authorized Signatory: Mr. Ge Pengfei

Position Held in Company: Management Representative
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