ORDIN DE PLATA ] 957 |

DATA EMITERII

3 aprilie 2026 TIP.DOC.1

PLATITI: 12 700-00 [ LE

Doisprezece mii sapte sute lei 00 bani

PLATITOR:  (R) BIOSISTEM MLD SRL

CODUL IBAN
CODUL FISCAL

MD95ML000000002251429243

1010600028048

PRESTATORUL PLATITOR:  BC'Moldindconbank'S.A.

BENEFICIAR:  (R) IMSP CS Briceni

CODUL IBAN
CODUL FISCAL

MD92AG000000022512622905

1007604006440

PRESTATORUL BENEFICIAR:  BC'MAIB'S.A.

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

b3wdp1-MD-1774354050805 din 06.04.2026

CODUL TRANZACTIEI DATA PRIMIRII

DATA EXECUTARII

001

Document transmis prin instrument de platd electronic cu acces la

/

la distanta de tip internet-banking

SEMNATURA PRESTATORULUI

TIPUL TRANSFERULUI
NORMAL/URGENT/INSTANT

[N] LS.

SARIVAN GABRIEL

SARIVAN GABRIEL

SEMNATURILE EMITENTULUI

MOTIVUL REFUZULUI

LS.

Nota: Responsabilitatea privind veridicitatea si corectitudinea informatiei indicate in ordinul de plata i revine emitentului*

*Regulamentul cu privire la transferul de credit, debitarea directa si atribuirea codurilor IBAN, aprobat prin HCE al BNM nr. 108 din 08.06.2023

Digitally signed by Poiata Vitalie
Date: 2026.04.03 13:15:07 EEST
Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA




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




Data prezentarii 01.04.2025 16:19:29

SITUATIILE FINANCIARE
pentru perioada 01.01.2024 - 31.12.2024

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 4438372 7706354
din care:
081

3.1. cladiri
3.2. constructii speciale 082
3.3. masini, utilaje si instalatii tehnice 083 4423127 6955543
3.4. mijloace de transport 084 629606
3.5. inventar si mobilier 085 15245 9423
3.6. alte mijloace fixe 086 111782
4. Resurse minerale 090
5. Active biologice imobilizate 100
6. Investitii imobiliare 110
7. Avansuri acordate pentru imobilizari corporale 120 2337159 1435404
Total imobilizari corporale
(rd.060 + rd.070 + rd.080 + rd.090 + rd.100 + 130 6775531 9141758
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 24776 1133
2. Active biologice circulante 250

3. Productia in curs de executie 260

4, Produse si marfuri 270 11490033 15684462
5. Avansuri acordate pentru stocuri 280

.(rrc(,:it.gllgt:crlél.qZSO + rd.260 + rd.270 + rd.280) 290 11514809 15685595
I1. Creante curente si alte active circulante

1. Creante comerciale curente 300 2646694 4561951
2. Creante ale partilor afiliate curente 310

inclusiv: creante aferente intereselor de participare 311

3. Creante ale bugetului 320 45618 25303
4. Creantele ale personalului 330

5. Alte creante curente 340

6. Cheltuieli anticipate curente 350

7. Alte active circulante 360 2251145 3491833
Total creante curente si alte active circulante

(rd.300 + rd.310 + rd.320 + rd.330 + rd.340 + 370 4943457 8079087
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 27361722 35607750
TOTAL ACTIVE CIRCULANTE 420 43819988 59372432

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




TOTAL ACTIVE

(rd.230 + rd.420) 430 50595519 68514190
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 48431994 40453271
anilor precedenti
3. PI?Ofit net (pierdere netd) al perioadei de 570 25286521
gestiune
4. Profit utilizat al perioadei de gestiune 580
(re-350 + 4,580 + 70,670 + 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 + 620 48437394 65745192
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 fatd 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 59765 10312
4. Datorii fata de partile afiliate curente 740
inclusiv: datorii aferente intereselor de participare 741
5. Avansuri primite curente 750 273711 151820
6. Datorii fatd de personal 760
7. Datorii privind asigurarile sociale si medicale 770
8. Datorii fata de buget 780 1766706 2601490
9. Datorii fata de proprietari 790
10. Venituri anticipate curente 800
11. Alte datorii curente 810 57943 5376
TOTAL DATORII CURENTE
760 + 1770 1760 # 1790 4 rB00 | 820 2158125 2768998
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, 20+ ra70

SITUATIA DE PROFIT SI PIERDERE
de la 01.01.2024 pina la 31.12.2024
Anexa 2

Indicatori ‘ Cod rd. |

Perioada de gestiune




precedenta curenta
1 2 3 4

Venituri din vinzari, total 010 58891757 72234217
din care:

011 57105542 70297293
venituri din vinzarea produselor si marfurilor
venifu_ri din prestarea serviciilor si executarea 012 1771148 1701254
lucrarilor
venituri din contracte de constructie 013
venituri din contracte de leasing 014
venituri din contracte de microfinantare 015
alte venituri din vinzari 016 15067 235670
Costul vinzarilor, total 020 32917436 37551083
din care:

- TP 021 32793096 37420276

valoarea contabila a produselor si marfurilor
vindute
cost.uI serviciilor prestate si lucrarilor executate 022 124340 130807
tertilor
costuri aferente contractelor de constructie 023
costuri aferente contractelor de leasing 024
costuri aferente contractelor de microfinantare 025
alte costuri aferente vinzarilor 026
Profit brut (pierdere brutd) (rd.010 - rd.020) 030 25974321 34683134
Alte venituri din activitatea operationala 040 829270 1999137
Cheltuieli de distribuire 050 4167
Cheltuieli administrative 060 3996115 6021871
Alte cheltuieli din activitatea operationala 070 879808 692169
Rezultatul din activitatea operationala: profit
(pierdere) (rd.030 + rd.040 - rd.050 - rd.060 - 080 21923501 29968231
rd.070)
Venituri financiare, total 090 1070406 970167
din care:

091
venituri din interese de participare
inclusiv: veniturile obtinute de la partile afiliate 092
venituri din dobinzi 093 337916 255488
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 732490 714679

suma




Cheltuieli financiare, total 100 1786338

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 1786338
suma
Rezultatul: profit (pierdere) financiar(a) _
(rd.090 - rd.100) 110 715932
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 71 5
(rd.110 + rd.140) >0 593
Profit (pierdere) pina la impozitare (rd.080 + 160 21207569
rd.150)
Cheltuieli privind impozitul pe venit 170 2588716
Profit net (pierdere netd) al perioadei de 180 18618853

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

2592418

2592418

-1622251

836616

409025

427591

-1194660

28773571
3487050

25286521

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
Plati 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)

BIOSISTEM.PDF


https://declaratie-electronica.fisc.md/ro/declarations/file/67ebe70dd274df49d6067cd8

O0BLACHUTEILHAS 32IIHCKA
SRL “Biosistem MLD”

Hugopmayun o coomeemcmeuu YuHancoevix Om4emos HayUOHWIbHBIM CIMAROAPMAaM
Oyxzanmepckozo yyema

OHUHAHCOBBIE OTYETHI COCTABJICHEI B COOTBETCTBUH C NOJIOXKEHUSIMH HallMOHAJIEHBIX CTAHIapTOB
Oyxrantepckoro yuera. OTKJIOHEHHS OT OCHOBOIOJAraloIlyX MPUHIIANIOB U KAYECTBEHHBIX
XapaKTEPUCTHK, IIPEIYCMOTPEHHEIX B HAIMOHAIBHEIX CTaHJapTaxX OyXTajJTepcKoro y4era, He ObUTH
JOIYIICHBL.

Packpvimue yuemmnpix nonumuk

IMTokazaTenu GHHAHCOBHIX OTYETOB OBUIM PACCYMTAHEI HA OCHOBE METOAOB H CIIOCOO0B,
MPETyCMOTPEHHBIX B YYETHBIX MOJIMTHKAX, YTBEP)KICHHBIX IIPUKa30M AupekTopa cyobekra Ne 3 ot 30
nexabps 2014 roga. B TeueHne 0TYETHOTO MEPUOA B YIETHBIX MOJIUTHKAX HE OBUIO N3MECHEHUH.

Ananus Ixonomuxo-gunancosoii oeamensnocmu SRL “ Biosistem MLD ”
6 2024 200y

Ananuz 00x0008 om npooaxic

TAB/THI[A AHAJIU3A PEHTABEJIBHOCTH AKTHBOB. ITIOKA3ATEIIH

1. O6was npubvine 34683134
2. Obvem npooadc 72234217
3. Bcezo akxmueos 68514190
4. Boszspamnocmv akmueos 1.05

5. Ilpubvinbnocme npodaoic 48

6. PenmabenvHocmo akmueos 50.62

Bemmumna goxonoB ot npogax SRL “Biosistem MLD” B 2024 r. cocraBuna 72234.2 ThIC. JIEEB, YTO Ha
13342.46 THIC. J1cEB 0OJIBIIE, YEM B MPEABIIYIIEM OTYETHOM neproze. OnepalnoHHas JesSTeabHOCTh
TIPEANPUATHS BKIIOYAET OIMH BUJ JAEATEILHOCTH - Ipoaxa (CHOXMMIYECKHE PEAKTHBEL).

Ananuz gpunancosuix pesynomamos u penmabenbHocmu

TABJIHLA AHAJTH3A SKOHOMWYECKOW PEHTABEJIBHOCTHITOKASATEIH

1. O6was npubvine 34683134
2. Yucmasn npubveine - 28773571
3. Cobcmeennuiii kanuman 65745192
4. llocmosannwiii kanuman 5400
5. Yo. sec cobemeennozo xanumana ¢ nocmosunom kanumane 1217503.5
6. Coom. obweti npubvinu k yucmoi npubviiu 1.2
7. Qunancosas peHmabenbHoCMb 43.77

- 8. DkoHomuueckas penmabensHoCmb 642280

B 2024 T. SRL “B1051stem MLD” NONY4YHI0 NmpuOBUIL B pasMepe 25286.52 Tric. jieeB, 4To Ha 6667.67
TBIC. JIEEB OOJBIIE, YEM B IIPEABIAYINEM OTUYCTHOM NMEPUOJE. DTO YBEINUCHHUE npn6bmu 00YCIIOBJIEHO
pocToMm MpUOBLIH IT0 KYPCOBOM Pa3HHIIE ¥ IPOYHX AOXOLOB.

Hupexrop SRL “Bioesistem MLD” Poiata Vitalii.




Versiune de imprimare
Salvare

Recipisa
Respondent
Codul fiscal: 1010600028048, denumire: BIOSISTEM MLD S.R.L.
A prezentat raportul: RSF1_21
Pentru perioada fiscala: A/2024
Data prezentarii: 01.04.2025
Marca temporald a raportului inregistrat in Sistemul de Raportare Electronica si expediat pentru
procesare in Sistemul Informational al BNS : 01.04.2025 16:19:29



https://declaratie-electronica.fisc.md/ro/declaration/24366022/receipt?print=1
https://declaratie-electronica.fisc.md/ro/declaration/24366022/receipt/save

Versiune de imprimare
Salvare

Recipisa 2

Respondent

Codul fiscal: 1010600028048, denumire: BIOSISTEM MLD S.R.L.

A prezentat raportul: RSF1_21

Pentru perioada fiscala: A/2024

Data prezentarii: 01.04.2025

Marca temporald a raportului inregistrat in Sistemul Informational al BNS : 02.04.2025 16:10:17

Biroul National de Statistica (BNS) a receptionat varianta electronica a raportului, expediat de DVs.
Urmeaza verificarea si validarea raportului de catre specialistul BNS pe domeniu.


https://declaratie-electronica.fisc.md/ro/declaration/24366022/receipt-bns?print=1
https://declaratie-electronica.fisc.md/ro/declaration/24366022/receipt/save

Inscrita R.M. Barcelona, tomo 4.538, folio 127, hoja 48.411, libro 3.864, Seccion 2* N.LF. A08678823

BioSystems

REAGENTS & INSTRUMENTS

EC DECLARATION OF CONFORMITY

BioSystems S.A., a company placed in Costa Brava 30, 08030 Barcelona (Spain)
dedicated to the design, development and manufacturing of in vitro diagnostic medical
devices,

Hereby DECLARES

That the products stated in the annex of twelve (12) pages joined herewith, meet the
applicable provisions of the

Directive on in Vitro Diagnostic Medical Devices (98/79/EC)

under the specifications declared by BioSystems S.A.

It means that the products:

e comply with all applicable Essential Requirements as set out in the Annex I, and its
technical documentation is performed following the requirements of the Annex Il

e are classified as Other Devices (all devices except Annex Il and Self-Testing
Devices), that is why the Conformity Assessment follows the procedure stated in the
Annex llI of the Directive without the intervention of a Notified Bodly.

Barcelona, November 6th, 2018

b

—
Pau Vila Cases, PhD
CEO
BioSystems S.A.

o © ENISO13485
“O0g106™

BioSystems S.A. Costa Brava 30, 08030 Barcelona (Spain) Tel. +34-93 311 00 00 biosystems@biosystems.es * www.biosystems.es



fee*e | g g é

"CLINICAL

A pid
P LT s

a-AMYLASE - DIRECT

a~AMYLASE - EPS

a-AMYLASE-PANCREATIC

ACID PHOSPHATASE (ACP)
ALANINE AMINOTRANSFERASE (ALT/GPT) 11832

ALBUMIN 11573

ALKALINE PHOSPHATASE (ALP) - AMP 11592

ALKALINE PHOSPHATASE (ALP) - DEA 11590

ASPARTATE AMINOTRANSFERASE (AST/GOT) 11830

BILIRUBIN (DIRECT) 11511




PRODUCT NAME

CODE

23504

BILIRUBIN (TOTAL AND DIRECT)

11515

11555

BILIRUBIN (TOTAL)

11510

11544

21506

23506

CALCIUM-ARSENAZO

11570

11571

12570

21570

23570

CALCIUM-CRESOLPHTHALEIN

11811

11812

12513

21511

23511

CALCIUM-MTB

11527

11507

CARBON DIOXIDE (C0O2)

11558

11827

12558

21558

CHOLESTEROL

11805

11505

11506

11539

12505

21505

23505

CHOLESTEROL HDL

11523

CHOLESTEROL HDL DIRECT

11557

12557

21557

23557

CHOLESTEROL HDL PRECIPITATING REAGENT

11648

CHOLESTEROL LDL DIRECT

11585

12585

21585

23585

CHOLESTEROL LDL PRECIPITATING REAGENT

11579

CHOLINESTERASE (CHE)

11588

11589

21588

CITRATE

11795

11895

23795

CREATINE KINASE (CK)

11790

11791

12524

21790




PRODUCT NAME

CODE

23790

CREATINE KINASE-MB (CK-MB)

11792

12566

21792

23792

CREATININE

11802

11502

11542

12502

21502

23502

CREATININE-ENZYMATIC

11734

12734

21734

FRUCTOSAMINE

11046

FRUCTOSE

11794

23794

g-GLUTAMYLTRANSFERASE (g-GT)

11584

11520

12520

21520

23520

GLUCOSE

11803

11503

11504

11538

12503

21503

23503

GLUCOSE-HEXOKINASE

11656

12756

21656

23656

IRON- CHROMAZUROL

11546

IRON-FERROZINE

11509

12509

21509

23509

LACTATE

11736

12736

21736

23736

LACTATE DEHYDROGENASE (LDH)

11580

11581

12580

21580

23580

LACTATE DEHYDROGENASE (LDH) - IFCC

11586

11587

21586

23586




PRODUCT NAME

CODE

LIPASE

11793

12793

23793

MAGNESIUM

11797

12797

21797

23797

PHOSPHORUS

11508

12508

21518

23518

PROTEIN (TOTAL)

11800

11572

11500

11563

12500

21513

23513

PROTEIN (URINE)

11501

11559

12501

21512

23512

PYRIDOXAL PHOSPHATE

11666

TOTAL IRON BINDING CAPACITY (TIBC)

11554

TRIGLYCERIDES

11828

11528

11529

12528

21528

23528

UNSATURATED IRON BINDING CAPACITY (UIBC)

11835

12835

21835

UREA/BUN - COLOR

11536

115637

UREA/BUN - UV

11516

11517

11541

12516

21516

23516

URIC ACID

11821

11521

11522

11540

12521

21521

23521

ZINC

12526

CLINICAL CHEMISTRY - TURBIDIMETRY
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PRODUCT NAME

CODE

a1-ACID GLYCOPROTEIN

31928

23107

ALBUMIN (MICROALBUMINURIA)

31324

31924

13324

22324

23324

ACTIVATED PARTIAL THROMBOPLASTIN TIME
(APTT)

61004

61005

61009

ANTI-STREPTOLYSIN O (ASO)

31323

31923

31031

13923

22923

23923

ANTITHROMBIN Ili

31936

13936

22936

23936

APOLIPOPROTEIN A-l (APO A-l)

31095

23095

APOLIPOPROTEIN B (APO B)

31098

23098

b2-MICROGLOBULIN

31925

22925

23925

COMPLEMENT COMPONENT C3

31073

31079

13084

23103

COMPLEMENT COMPONENT C4

31074

31080

13085

23104

C-REACTIVE PROTEIN (CRP)

31321

31921

31029

13921

22921

23921

C-REACTIVE PROTEIN-hs (CRP-hs)

31927

13927

22927

23927

FERRITIN

31934

31935

22934

23934

13934




PRODUCT NAME CODE
FIBRINOGEN 31600
13600
22804
23804
FIBRINOGEN CLAUSS 61002
61003
61020
HEMOGLOBIN A1C-DIRECT (HbA1C-DIR) 31047
13047
22047
22147
IMMUNOGLOBULIN A (igA) 31071
31077
13082
23101
IMMUNOGLOBULIN G (IgG) 31070
31076
13081
23100
IMMUNOGLOBULIN M (igM) 31072
31078
13083
23102
PREALBUMIN 31929
23106
PROTHROMBIN TIME (PT) 61001
RHEUMATOID FACTORS (RF) 31322
31922
31030
13922
22922
23922
THROMBIN TIME (TT) 61000
TRANSFERRIN 31091
31092
31093
13091
22105
23105
CLINICAL CHEMISTRY - MICROCOLUMN
CHROMATOGRAPHY
17-HYDROXYCORTICOSTEROIDS (17-OH) 11006
17-KETOSTEROIDS 11002
5-AMINOLEVULINIC ACID (ALA)/ 11017
PORPHOBILINOGEN (PBG)
5-HYDROXYINDOLEACETIC ACID (5-HIAA) 11010
HEMOGLOBIN A2 11077
METANEPHRINES 11022
VANILMANDELIC ACID 11003

CLINICAL CHEMISTRY - STANDARDS &
CALIBRATORS




PRODUCT NAME CODE
ADENOSINE DEAMINASE (ADA) STANDARD 18052
ALBUMIN (MICROALBUMINURIA) STANDARD 18011
AMMONIA/ETHANOL/CO2 CALIBRATOR 18065
ANTI-STREPTOLYSIN O (ASO) STANDARD 31119
APOLIPOPROTEIN A-l (APO A-l) STANDARD 31100
APOLIPOPROTEIN B (APO B) STANDARD 31200
b2-MICROGLOBULIN STANDARD 31122
BILIRUBIN STANDARD 11693
BIOCHEMISTRY CALIBRATOR 31075
BIOCHEMISTRY CALIBRATOR (HUMAN) 18044
CARBON DIOXIDE STANDARD 11822
11833
CHOLESTEROL HDL/LDL CALIBRATOR 11824
COAGULATION CALIBRATOR 61006
CREATINE KINASE-MB (CK-MB) STANDARD 11750
CRP/CRP-hs STANDARD 31113
CRP-er STANDARD 31182
FERRITIN STANDARD 31127
FIBRINOGEN STANDARD 31601
HEMOGLOBIN A1C-DIRECT (HbA1C-DIR) 31048
STANDARDS
HOMOCYSTEINE STANDARDS 11603
PREALBUMIN STANDARD 31196
PROTEIN (URINE) STANDARD 31130
PROTEIN CALIBRATORS 11513
RHEUMATOID FACTORS (RF) STANDARD 31116
CLINICAL CHEMSTRY - INSTRUMENTS
A15 83105
A25 83101
BA400 83400
BA200 83200
BTS-350 80175
CONSUMABLES (INSTRUMENTS)
ALKALINE WASHING SOLUTION AC17204
AC17205
ACID WASHING SOLUTION AC17200
AC17201
CONCENTRATED SYSTEM LIQUID BO11524
CONCENTRATED SYSTEM LIQUID 2 AC17206
CONCENTRATED WASHING SOLUTION BO13416
AC16434
Reaction Rotor AC11485
Sample Wells (1000 units) AC10770
WASHING SOLUTION AC10415
BO10771
CLINICAL CHEMISTRY - BIOCHEMISTRY -
REAGENTS AUTOMATED SYSTEMS A15/A25
ADENOSINE DEAMINASE (ADA) 12754
23754
AMMONIA 12532

23532




PRODUCT NAME CODE
ANGIOTENSIN CONVERTING ENZYME (ACE) 12796
21796
b-HYDROXYBUTYRATE 12525
21525
ETHANOL 12789
21789
HOMOCYSTEINE 12737
21737
23737
OXALATE 12539
OXALATE PRETREATMENT REAGENTS 11839
TOTAL BILE ACIDS 12551
21551
23551
a-1-Microglobulin 22941
C-REACTIVE PROTEIN-er (CRP-er) 22942
23942
CLINICAL CHEMISTRY - INTERNAL QUALITY
CONTROL
ADA CONTROLS 18048
AMMONIA/ETHANOL/CO2 CONTROL | 18063
AMMONIA/ETHANOL/CO2 CONTROL Il 18064
b2-MICROGLOBULIN CONTROL URINE 31215
b2-MICROGLOBULIN CONTROLS 31592
BIOCHEMISTRY CONTROL SERUM (HUMAN}) | 18042
BIOCHEMISTRY CONTROL SERUM (HUMAN) Ii 18043
BIOCHEMISTRY CONTROL SERUM I 18009
18005
BIOCHEMISTRY CONTROL SERUM II 18010
18007
BIOCHEMISTRY CONTROL URINE 18054
BIOCHEMISTRY CONTROL URINE Il 18066
CK-MB CONTROL SERUM 18024
CK-MB CONTROL SERUM II 18061
COAGULATION CONTROL | 61007
COAGULATION CONTROL Il 61008
CONTROL URINE 18036
18037
FERTILITY BIOCHEMISTRY CONTROL 18053
FIBRINOGEN CONTROL PLASMA 31602
FRUCTOSAMINE CONTROL SERUM 18057
HEMOGLOBIN A1C CONTROL (ELEVATED) 18002
HEMOGLOBIN A1C CONTROL (NORMAL) 18001
HEMOGLOBIN A2 CONTROL 10011
HOMOCYSTEINE CONTROL | 18058
HOMOCYSTEINE CONTROL I 18059
LIPID CONTROL SERUM | 18040
LIPID CONTROL SERUM I 18041
OXALATE CONTROL URINE 18062
PROTEIN CONTROL SERUM I 31211

PROTEIN CONTROL SERUM II

31212
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PRODUCT NAME

CODE

RHEUMATOID CONTROL SERUM I

31213

RHEUMATOID CONTROL SERUM

31214

AUTOIMMUNITY - IFA (IMMUNOFLUORESCENCE)

ANTI-ADRENAL CORTEX ANTIBODIES (AACA)

44574

44575

29022

ANTI-ENDOMYSIUM ANTIBODIES (AEA)

44148

44548

44715

44557

44710

ANTI-ISLET CELL ANTIBODIES (AICA)

44609

44572

ANTI-KERATIN ANTIBODIES (AKA)

44618

44517

ANTI-MITOCHONDRIAL ANTIBODIES (AMA)

44510

44514

44511

44515

ANTI-nDNA ANTIBODIES (nDNA)

44825

44818

44817

44820

44819

ANTI-NEUTROPHIL CYTOPLASMIC ANTBODIES
(ANCA)

44850

44851

44852

44911

ANTI-NUCLEAR ANTIBODIES HEp-2 (ANA-HEp-2)

44108

44508

44509

44546

44547

ANTI-NUCLEAR ANTIBODIES RL (ANA-RL)

44506

44507

ANTI-SKIN ANTIBODIES (ASA)

44560

44561

ANTI-SMOOTH MUSCLE ANTIBODIES (ASMA)

44520

44524

44521

44525

ANTI-STRIATED MUSCLE ANTIBODIES (AStMA)

44649

29017

ANTI-THYROID ANTIBODIES (ATA)

44550

44551

29012

AUTOANTIBODIES DUO-HEp2/ML (DUO-HEp2/ML)

44874

AUTOANTIBODIES MSK/MSS (AA-MSK/MSS)

44518

AUTOANTIBODIES MSL/MSK/MSS (AA-
MSL/MSK/MSS)

44826

44827




PRODUCT NAME CODE
AUTOANTIBODIES-RK/RS (AA-RK/RS) 44758
44568
AUTOANTIBODIES-RL/RK/IRS (AA-RL/IRK/RS) 44558
44648
44570
44639
GLOMERULAR BASEMENT MEMBRANE 44588
ANTIBODIES (GBMA)
AUTOIMMUNITY - IFA (IMMUNOFLUORESCENCE) -
AUXILIARY REAGENTS
AACA POSITIVE CONTROL 44578
AEA POSITIVE CONTROL 44549
44893
44732
AICA POSITIVE CONTROL 44577
AKA POSITIVE CONTROL 44619
AMA POSITIVE CONTROL 44512
44891
ANA-Ce POSITIVE CONTROL 44585
ANA-Ho POSITIVE CONTROL 44502
44890
ANA-Nu POSITIVE CONTROL 44504
ANA-Sp POSITIVE CONTROL 44503
APCA POSITIVE CONTROL 44532
ASA-bm POSITIVE CONTROL 44562
ASA-is POSITIVE CONTROL 44563
ASMA POSITIVE CONTROL 44522
44892
AStMA POSITIVE CONTROL 44883
ATA POSITIVE CONTROL 44553
BLOTTING PAPER 12 44669
BLOTTING PAPER 4 44731
BLOTTING PAPER 6 44667
BLOTTING PAPER 8 44716
C-ANCA POSITIVE CONTROL 44854
44912
FITCIEVANS (R) 44590
44836
44916
GBMA POSITIVE CONTROL 44678
GLYCIN 44846
IgA FITC/EVANS 44692
44835
IgG FITC/EVANS 44697
44834
19G FITC/EVANS (M) 44847
44882
LKM POSITIVE CONTROL 44766
MOUNTING MEDIUM 44694
nDNA POSITIVE CONTROL 44542

44894
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PRODUCT NAME CODE
NEGATIVE CONTROL 44696
44889
P-ANCA POSITIVE CONTROL 44855
44913
PBS (10x) 44592
X-ANCA POSITIVE CONTROL 44896
AUTOIMMUNITY - ELISA
ANA-SCREENING 44785
ANTI-ANNEXIN V IgG/IgM (ANX) 44869
ANTI-beta-2-GLYCOPROTEIN 1 IgG/igM (beta2GP1) | 44868
ANTI-BPI ANTIBODIES 44905
ANTI-CARDIOLIPIN ANTIBODIES (ACA-IgGligM) 44780
ANTI-CATHEPSIN G ANTIBODIES 44906
ANTI-CENTROMERE B ANTIBODIES (CENP-B) 44865
ANTI-CITRULLINATED PROTEIN ANTIBODIES 44860
(ACPA)
ANTI-DEAMIDATED GLIADIN PEPTIDES IgA (DGP | 44885
IgA
_AgN'I)'I-DEAMIDATED GLIADIN PEPTIDES IgG (DGP | 44884
IgG
A?N'l)'l-dsDNA ANTIBODIES 44705
ANTI-ELASTASE ANTIBODIES 44907
ANTI-GBM ANTIBODIES-EIA (GBM) 44870
ANTI-GLIADIN ANTIBODIES (AGA-IgGligA) 44704
ANTI-HISTONES ANTIBODIES (HIS) 44862
ANTI-INSULIN ANTIBODIES (INS) 44873
ANTI-Jo1 ANTIBODIES 44864
ANTI-LACTOFERRIN ANTIBODIES 44908
ANTI-LYSOZYME ANTIBODIES 44909
ANTI-M2 ANTIBODIES (M2) 44871
ANTI-MPO ANTIBODIES (P-ANCA) 44790
ANTI-NUCLEOSOME ANTIBODIES (NCL) 44861
ANTI-PHOSPHOLIPID IgG/igM (APLA) 44867
ANTI-PR3 ANTIBODIES (C-ANCA) 44791
ANTI-RIBOSOMAL P ANTIBODIES (Rib P) 44866
ANTI-Sci70 ANTIBODIES 44863
ANTI-Sm ANTIBODIES 44755
ANTI-Sm/RNP ANTIBODIES 44770
ANTI-SSA (Ro) ANTIBODIES 44765
ANTI-SS-B (La) ANTIBODIES 44750
ANTI-THYROGLOBULIN ANTIBODIES (ANTI-Tg) 44796
ANTI-THYROID PEROXIDASE ANTIBODIES (ANTI- | 44795
TPO
ANTI)-tTRANSGLUTAM[NASE ANTIBODIES IgA 44754
(ANTI-TG IgA)
ANTI-tTRANSGLUTAMINASE ANTIBODIES IgG 44798
(ANTI-TG IgG)
ASCA-IgG/igA (ASCA) 44872
ENA 4-PROFILE 44775
ENA 6-PROFILE 44910
ENA 6-SCREENING 44740

AUTOIMMUNITY - INSTRUMENTS
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PRODUCT NAME CODE
iPRO 84101
RAPID TESTS - LATEX AGGLUTINATION
ANTI-STREPTOLYSIN O (ASO) - SLIDE 31019
31319
31086
31448
C-REACTIVE PROTEIN (CRP) - SLIDE 31011
31311
31012
31107
RHEUMATOID FACTORS (RF) - SLIDE 31013
31313
31014
31108
INFECTIOUS IMMUNOLOGY - SYPHILIS
RPR-CARBON 36001
36002
TPHA 36005
INFECTIOUS IMMUNOLOGY - FEBRILE ANTIGENS
BRUCELLA ABORTUS 33309
BRUCELLA ABORTUS, ROSE BENGAL 33315
BRUCELLA POSITIVE CONTROL 33509
FEBRILE SERODIAGNOSTICS MULTISCREENING 33001
FEBRILE SERODIAGNOSTICS SALMONELLA 33080
33081
PROTEUS OX19 33311
PROTEUS POSITIVE CONTROL 33502
SALMONELLA PARATYPHI AH 33301
SALMONELLA PARATYPHI AO 33302
SALMONELLA PARATYPHI BH 33303
SALMONELLA PARATYPHI BO 33304
SALMONELLA PARATYPHI CH 33305
SALMONELLA PARATYPHI CO 33306
SALMONELLA POSITIVE CONTROL 33510

b
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CERTIFICAT DE AUTORIZARE

Prin prezentul este autorizata

SRL Biosistem-MLD
cu sediul 16/1-7, Albisoara Str., Chisinau, R.Moldova

de a reprezenta in calitate de distribuitor oficial in Republica
Moldova produsele

BIOSYSTEMS SA
cu sediul C/Costa Brava 30
08030 Barcelona (Spain)

Bil,: CSLEILS) |

Costa ‘Brava. 30
08030 BCN

Area Manager
27-April-2013

BioSystems S.A. Costa Brava 30, 08030 Barcelona (Spain) Tel. +34-93 311 00 00 Fax +34-93 346 77 99
e-mail:biosystems@biosystems.es www.biosystems-sa.com
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This i1s to state that Technical Documentation (CL0O1, rev. 2.0) for
product(s)

Declaration of Conformity

Coaguometer
(Model:CA-01, CA-02)
(IVD products other than those covered by Annex II, IVD for self-testing
and devices for Performance evaluation according to manufacturer’s
declaration)

Manufactured by

CLINDIAG SYSTEMS CO., LTD
No.29 Zhiyuan Road, Jurong Economic Development Zone,

Zhenjiang, Jiangsu Province, China

Has been assessed as meeting the Essential Requirements and
relevant provisions of EC Directive 98/79/EEC for in Vitro Diagnostic

Medical Device

Doy
S Mr. Xu Xin

General Manager
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DECLARATION OF CONFORMITY
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According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III.

TR
O

7

.1

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III.

7

X
X

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.

W

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.
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European Representative: Lotus NL B.V.

European Representative: Lotus NL B.V.
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Contact person: Peter E-mail: peter@lotusnl.com

2

Contact person: Peter E-mail: peter@lotusnl.com

KX
7

. . . N
Address: Koningin Julianaplein 10, 1e Verd, 2595AA, The Hague, Netherlands. = Address: Koningin Julianaplein 10,1¢ Verd, 2595AA, The Hague, Netherlands. %
=, %

W
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In Vitro Diagnostic Directive: In Vitro Diagnostic Directive:

S

A

® 1.S-1100 Dry Fluorescence Immunoassay Analyzer ® 18-2100 Dry Fluorescence Immunoassay Analyzer

>,
()

RN

Category:Others. Category:Others.

%,

7

Conformity assessment route: Declaration of Conformity IVDD Annex III. Conformity assessment route: Declaration of Conformity IVDD Annex IIL

o '\\

57

Applicable Standards: Applicable Standards:

(XX

IS0 13485:2016 ENISO 18113-3:2011 EN 13612:2002 S IS0 13485:2016 ENISO 18113-3:2011 EN 13612:2002
18O 14971:2019 EN 13641:2002 ISO 23640:2015 ?,,; 150 14971:2019 EN 13641:2002 ISO 23640:2015
ENISO 18113-1:2011 180 15223-1:2016 EN 62366-1:2015 = EN IS0 18113-1:2011 150 15223-1:2016 EN 62366-1:2015

()

ENISO 18113-2:2011
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.

5

ENISO 18113-2:2011
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.
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DECLARATION OF CONFORMITY

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex ITI.

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.

European Representative: Lotus NL B.V.

Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.

In Vitro Diagnostic Directive:
® 1.5-4000 Dry Fluorescence Immunoassay Analyzer (Handheld)

Category:Others.

Conformity assessment route: Declaration of Conformity VDD Annex III.

Applicable Standards:

IS0 13485:2016 ENISO 18113-3:2011 EN 13612:2002
SO 14971:2019 EN 13641:2002 IS0 23640:2015
ENISO 18113-1:2011 IS0 15223-1:2016 EN 62366-1:2015

ENISO 18113-2:2011
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.
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DECLARATION OF CONFORMITY

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex ITI.

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.

European Representative: Lotus NL B.V.

Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.

In Vitro Diagnostic Directive:
® cTnl Test Kit(Dry Fluorescence Immunoassay)

Category:Others.

Conformity assessment route: Declaration of Conformity IVDD Annex III.

Applicable Standards:

IS0 13485:2016 ENISO 18113-3:2011 EN 13612:2002
180 14971:2019 EN 13641:2002 IS0 23640:2015
ENISO 18113-1:2011 180 15223-1:2016 EN 62366-1:2015

ENISO 18113-2:2011
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.
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DECLARATION OF CONFORMITY

DECLARATION OF CONFORMITY

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III.

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex 111

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.
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European Representative: Lotus NL B.V. European Representative: Lotus NL B.V.
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Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.
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Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.
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In Vitro Diagnostic Directive: In Vitro Diagnostic Directive:

® CK-MB Test Kit(Dry Fluorescence Immunoassay)

@ Myo Test Kit(Dry Fluorescence Immunoassay)
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Conformity assessment route: Declaration of Conformity IVDD Annex III.

Conformity assessment route: Declaration of Conformity IVDD Annex II1.
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ENISO 18113-2:2011
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.

Signed on: 2/

Place: Nanjing,China

ENISO 18113-2:2011
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.
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DECLARATION OF CONFORMITY

,,

According Directive 98/79/EC on in vitre diagnostic medical devices, Annex ITI.

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III.
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Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.
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Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.
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European Representative: Lotus NL B.V. European Representative: Lotus NL B.V.
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Contact person: Peter E-mail: peter@]lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.

Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595A A, The Hague, Netherlands.

W,

&

O\
AN

00
)
e

W

In Vitro Diagnostic Directive:

N

00

In Vitro Diagnostic Directive:

W

",

® D-Dimer Test Kit(Dry Fluorescence Immunoassay)
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® NT-proBNP Test Kit(Dry Fluorescence Immunoassay)
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Category:Others. Category:Others.
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Conformity assessment route: Declaration of Conformity IVDD Annex II1.

Conformity assessment route: Declaration of Conformity IVDD Annex II1.
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ENISO 18113-2:2011
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.
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ENISO 18113-2:2011
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.
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DECLARATION OF CONFORMITY

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III.

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.

European Representative: Lotus NL B.V.

Contact person: Peter
Address: Koningin Julianaplein 10,1e Verd, 2595A A, The Hague, Netherlands.

E-mail: peter@lotusnl.com

In Vitro Diagnostic Directive:
@ CRP Test Kit(Dry Fluorescence Immunoassay)

Category:Others.
Conformity assessment route: Declaration of Conformity IVDD Annex III.

Applicable Standards:

180 13485:2016
180 14971:2019

ENISO 18113-1:2011
ENISO 18113-2:2011
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.
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Place: Nanjing,China
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DECLARATION OF CONFORMITY

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III.

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.

European Representative: Lotus NL B.V.

Contact person: Peter E-mail: peter@lotusnl.com

Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.

In Vitro Diagnostic Directive:
® PCT Test Kit(Dry Fluorescence Immunoassay)

Category:Others.
Conformity assessment route: Declaration of Conformity IVDD Annex III.

Applicable Standards:

180 13485:2016
ISO 14971:2019

ENISO 18113-1:2011
ENISO 18113-2:2011
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.
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IS0 23640:2015

EN 62366-1:2015

ENISO 18113-3:2011
EN 13641:2002
180 15223-1:2016
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DECLARATION OF CONFORMITY
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According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III.
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According Directive 98/79/EC on in vitro diagnostic medical devices, Annex II1.
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Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.
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European Representative: Lotus NL B.V.
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European Representative: Lotus NL B.V.

O

Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.
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Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.
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In Vitro Diagnostic Directive:
® PCT/CRP Test Kit(Dry Fluorescence Immunoassay)

2

5

7
o
n.c‘\\
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Conformity assessment route: Declaration of Conformity [IVDD Annex III. Conformity assessment route: Declaration of Conformity TVDD Annex III.
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ENISO 18113-1:2011 1SO 15223-1:2016 EN 62366-1:2015 b : ENISO 18113-1:2011 150 15223-1:2016 EN 62366-1:2015

ENISO 18113-2:2011 3 ENISO 18113-2:2011
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above : i\ | We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In : ; meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices. : j i | Vitro Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process. 3 < | We agree to develop, implement and maintain a documented post-production monitoring process.
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Aceording Directive 98/79/EC on in vitro diagnostic medical devices, Annex ITI.
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According Directive 98/79/EC on in vitro diagnostic medical devices, Annex ITI.
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Manufacturer: Lansion Biotechnology Co., Ltd.
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Manufacturer: Lansion Biotechnology Co., Ltd.
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f,;;; Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province, %z Address: No.2,Qiande Road,Science Park,Jiangning District, 210000 Nanjing,Jiangsu Province, §
=% | PEOPLE’S REPUBLIC OF CHINA. \i‘;\\‘ PEOPLE’S REPUBLIC OF CHINA.
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European Representative: Lotus NL B.V. ";'{/, European Representative: Lotus NL B.V. \\}?
Contact person: Peter E-mail: peter@lotusnl.com ; ,}j Contact person: Peter E-mail: peter@lotusnl.com é«'
3 k<) . 5 . . T

Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands. : 2% | Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands. ;’}}/
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In Vitro Diagnostic Directive:
® TT3 Test Kit(Dry Fluorescence Immunoassay)

In Vitro Diagnostic Directive:
# SAA/CRP Test Kit(Dry Fluorescence Immunoassay)
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Conformity assessment route: Declaration of Conformity IVDD Annex IT1.

Conformity assessment route: Declaration of Conformity IVDD Annex IT1.
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DECLARATION OF CONFORMITY

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex ITI.

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex ITI.
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Manufacturer: Lansion Biotechnology Co., Ltd. Manufacturer: Lansion Biotechnology Co., Ltd.
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European Representative: Lotus NL B.V. European Representative: Lotus NL B.V.
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Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.

Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.
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Conformity assessment route: Declaration of Conformity IVDD Annex III. Conformity assessment route: Declaration of Conformity IVDD Annex III.
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We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
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}; Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province, ) | Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province, S
&) | PEOPLE’S REPUBLIC OF CHINA. &) | PEOPLE’S REPUBLIC OF CHINA. Z
e, = PN
’:’f{/ European Representative: Lotus NL B.V, % European Representative: Lotus NL B.V. \'\??

7
W

:,;:5: Contact person: Peter E-mail: peter@lotusnl.com ,’;} Contact person: Peter E-mail: peter@lotusnl.com i;\:
B R . N3 s H 23
é Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands. ;{-S Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands. };
= S <)

.\\?l

.l
D

In Vitre Diagnostic Directive: In Vitro Diagnostic Directive:

® HbAlc Test Kit(Dry Fluorescence Immunoassay)
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Conformity assessment route: Declaration of Conformity IVDD Annex 1.
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Conformity assessment route: Declaration of Conformity VDD Annex III.
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Applicable Standards: Applicable Standards:

IS0 13485:2016 ENISO 18113-3:2011 EN 13612:2002 :"/.': ISO 13485:2016 ENISO 18113-3:2011 EN 13612:2002
IS0 14971:2019 EN 13641:2002 IS0 23640:2015 k 180 14971:2019 EN 13641:2002 IS0 23640.:2015

ENISO 18113-1:2011 180 15223-1:2016 EN 62366-1:2015

ENISO 18113-2:2011
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.
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We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.
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According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III.
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Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.
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European Representative: Lotus NL B.V.
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Contact person: Peter E-mail: peter@lotusnl.com

Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.
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In Vitro Diagnostic Directive:

® PRL Test Kit (Dry Fluorescence Immunoassay)
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Conformity assessment route: Declaration of Conformity IVDD Annex III.
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We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.
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DECLARATION OF CONFORMITY

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex ITI.

Manufacturer: Lansion Biotechnology Co., Ltd.

Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province

PEOPLE’S REPUBLIC OF CHINA,

European Representative: Lotus NL B.V.

Contact person: Peter

In Vitro Diagnostic Directive:

E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.

@ 25-OH-VD3 Test Kit(Dry Fluorescence Immunoassay)

Category:Others.

Applicable Standards:

IS0 13485:2016
180 14971:2019

ENISO 18113-1:2011
ENISO 18113-2:2011

We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In

Conformity assessment route: Declaration of Conformity IVDD Annex III.

ENISO 18113-3:2011
EN 13641:2002

IS0 15223-1:20

Vitro Diagnostic Medical Devices.

We agree to develop, implement and maintain a documented post-production monitoring process.

Signed on: K/ /(/_

Place: Nanjing,China

Date:

EN 13612:2002
150 23640:2015

16 EN 62366-1:2015

>

N L

2

ST 7 AR
00

%

&

NG

00

0

\\\\ 7

W\

0

X

&,

&

oy

N7,

AW

57

NN NN
NN

‘;0;-' ‘\.f( s
NN

R

Y

. :&\\\.

"
00
.,

R

B8

Y

"
.,

e

20

%

0

"

Y

QU

NS L. NN o
Wy

8

R 550

I

00

5

0

O
l"‘i

o0

00

O
o,

Y

4

o

A

0

)

R

XN

WA

"

)




"'r;v"" ‘.f 'r;v;!' N, ;!;v' ‘.’ 'l;l;v' ‘.( ‘I;I;'. \”' 'c;';" "’ '!"l;" \‘( 'l;‘;" "’ 'I;!;l' K77 R \‘f ‘!;l;l' 7, '0;.'!' 77 R \.’ '-;l'v "/ '1;:;-' X7, 't'";-’\" RN RIK, IR % IARA OO0K SOULK, % 'l;di.' % 'l;l;l' 'l‘l;f ‘l;v‘l
LN NG QS S S S S SN Ny Nl Nl SN S S N S Ny,

N

L)
X
)

% Z

4
X5
(77
K5
R

C€

e

[V 2

% hrs=s: N
=N o 538
S S %

$AN

N7

%
%
3

AN

- DECLARATION OF CONFORMITY - DECLARATION OF CONFORMITY >

P S
’, . V%%
= = \\l
e e 23

%

&,

7
Y
S

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III. According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III.
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;\?3 Manufacturer: Lansion Biotechnology Co., Ltd. §'§ Manufacturer: Lansion Biotechnology Co., Ltd. "{/4
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Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.

Address: No.2,Qiande Road,Science Park.Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.

European Representative: Lotus NL B.V.

European Representative: Lotus NL B.V.
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Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.

Wl

Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.
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In Vitro Diagnostic Directive:
@ BNP Test Kit(Dry Fluorescence Immunoassay)

In Vitro Diagnostic Directive:
@ H-FABP Test Kit(Dry Fluorescence Immunoassay)

Category:Others. Category:Others.

Conformity assessment route: Declaration of Conformity IVDD Annex III. Conformity assessment route: Declaration of Conformity IVDD Annex III.

Applicable Standards: Applicable Standards:

IS0 13485:2016 ENISO 18113-3:2011 EN 13612:2002
180 14971:2019 EN 13641:2002 180 23640:2015

ENISO 18113-1:2011 IS0 15223-1:2016 EN 62366-1:2015
ENISO 18113-2:2011
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices.

We agree to develop, implement and maintain a documented post-production monitoring process.

Signed on: /</ /#

ISO 13485:2016 ENISO 18113-3:2011 EN 13612:2002
ISO 14971:2019 EN 13641:2002 180 23640:2015

ENISO 18113-1:2011 180 15223-1:2016 EN 62366-1:2015

ENISO 18113-2:2011
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.
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DECLARATION OF CONFORMITY

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex ITI.

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.

European Representative: Lotus NL B.V.

Contact person: Peter E-mail: peter@lotusnl.com

Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.

In Vitro Diagnostic Directive:
@ 1L-6 Test Kit(Dry Fluorescence Immunoassay)

Category:Others.
Conformity assessment route: Declaration of Conformity IVDD Annex ITI.

Applicable Standards:

EN 13612:2002
150 23640:2015

EN 62366-1:2015

ENISO 18113-3:2011
EN 13641:2002
150 15223-1:2016

180 13485:2016
IS0 14971:2019

ENISO 18113-1:2011
ENISO 18113-2:2011
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.
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DECLARATION OF CONFORMITY

‘ According Directive 98/79/EC on in vitro diagnostic medical devices, Annex ITI.

Manufacturer: Lansion Biotechnology Co., Ltd.

Z | Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.

‘ European Representative: Lotus NL B.V.
| | Contact person: Peter E-mail: peter@lotusnl.com

Y Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.

In Vitro Diagnostic Directive:
® hs-cTnl Test Kit(Dry Fluorescence Immunoassay)

Category:Others.

‘ Conformity assessment route: Declaration of Conformity IVDD Annex III.
Applicable Standards:

180 13485:2016
| 180 14971:2019

| ENISO 18113-1:2011
s ENISO 18113-2:2011

ENISO 18113-3:2011
EN 13641:2002
180 15223-1:2016

EN 13612:2002
180 23640:2015

EN 62366-1:2015

We, the manufacturer, here declare with sole responsibility that our product/s mentioned above meet/s

& the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In Vitro
g | Diagnostic Medical Devices.

% ‘ We agree to develop, implement and maintain a documented post-production monitoring process.
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' | European Representative: Lotus NL B.V.

%" l Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.

| We, the manufacturer, here declare with sole responsibility that our product/s mentioned above meet/s

| Diagnostic Medical Devices.
| We agree to develop, implement and maintain a documented post-production monitoring process.

|
Signed on: bﬁ Jautho

2

DECLARATION OF CONFORMITY

W Ny

[ According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III,

| Manufacturer: Lansion Biotechnolo gy Co., Ltd.

‘Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.,

Contact person: Peter E-mail: peter@lotusnl.com

In Vitro Diagnostic Directive:
@ Ferritin Test Kit(Dry Fluorescence Immunoassay)

Category:Others.
Conformity assessment route: Declaration of Conformity IVDD Annex II1.
Applicable Standards:
150 13485:2016
IS0 14971:2019

ENISO 18113-1:2011
ENISO 18113-2:2011

ENISO 18113-3:2011
EN 13641:2002
180 15223-1:2016

EN 13612:2002
IS0 23640:2015

EN 62366-1:2015

the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In Vitro

1
rikd Vigatory:
n the company: General Manager
¢ COTRA

Date: 3<; g.fpg(,o %Lﬁ

Seal/Stamp: 7N DN
N 5 X :j
Lansioﬁ“ﬁﬁiggechnolog'&:‘_ % Ltd.

g0, 565 g0
g | 509352
s AR

77IRR T N e
Wl NNy R R

3 |
} | European Representative: Lotus NL B.V.
2 - ‘

; ‘ Contact person: Peter

| Signed on: ize :
; ?/ Posiﬁ(}g‘%ﬁ,{n‘["héﬁ ;’t/gq’;pil_;_y: General Manager

8 Sy, S S S NS S

DECLARATION OF CONFORMITY

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III.

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.

E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.

In Vitro Diagnostic Directive:
® PGI/PGII Test Kit(Dry Fluorescence Immunoassay)

Category:Others.
Conformity assessment route: Declaration of Conformity IVDD Annex IIL.

Applicable Standards:

EN 13612:2002
IS0 23640:2015

EN 62366-1:2015

ENISO 18113-3:2011
EN 13641:2002
1850 15223-1:2016

180 13485:2016
IS0 14971:2019

ENISO 18113-1:2011
ENISO 18113-2:2011
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above meet/s
the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In Vitro
Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.

00
2N

!

2

%

Name of amﬁg‘_tfg;&gfgnggory:

S

Date:/
B

Seal/ﬁtgpl o W—’E
\r\p\

I A\ |
Lansion sz’ptechnolog\'be’.'yi‘td.
Ny, N

Place: Nanjing,China
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DECLARATION OF CONFORMITY

o
%
X

,"

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III.

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
' PEOPLE’S REPUBLIC OF CHINA.

LR

) ‘ European Representative: Lotus NL B.V.

‘ Contact person: Peter E-mail: peter@lotusnl.com
| Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.

In Vitro Diagnostic Directive:
® PCT/IL-6 Test Kit(Dry Fluorescence Immunoassay)

Category:Others.
{ | Conformity assessment route: Declaration of Conformity IVDD Annex IIL

Applicable Standards:

IS0 13485:2016 ENISO 18113-3:2011 EN 13612:2002
1SO 14971:2019 EN 13641:2002 180 23640:2015
ENISO 18113-1:2011 180 15223-1:2016 EN 62366-1:2015

ENISO 18113-2:2011
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above meet/s
the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In Vitro
Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process.

55:‘ Signed on: )‘/&/__ Name of atthorized: Qigxlatory:

f“if Position held in the-company: General Manager
::; Date: 11_2/0\?/170}) M :

=4 | Place: Nanjing,China Seal/Stamip: |

4
Lansion Biotechnology Cg., Ltd.
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ZERTIFIKAT o CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 002596 0002 Rev. 01

Product Service

Holder of Certificate: Lansion Biotechnology Co., Ltd.
No.2 Qiande Road, Science Park, Jiangning District
210000 Nanijing, Jiangsu Province
PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Lansion Biotechnology Co., Ltd.
No.2 Qiande Road, Science Park, Jiangning District, 210000

Nanjing, Jiangsu Province, PEOPLE'S REPUBLIC OF CHINA

See Scope of Certificate.
Certification Mark:

EN 1SO 13485

tuv-sud.com/ps-cert

Scope of Certificate: Design and Development, Production and Distribution of
Dry Fluorescence Immunoassay Analyzer,
Dry Fluorescence Immunoassay test kit,
Coagulation Test Kit(Electrochemistry),
Handheld coagulation Analyzer

Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?g=cert:Q5 002596 0002 Rev. 01

Report No.: SH20126602
Valid from: 2021-04-12
Valid until: 2024-04-02

c@l‘-\/

Date, 2021-04-12 Christoph Dicks
Head of Certification/Notified Body

Page 1 of 1
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany


http://www.tuvsud.com/ps-cert?q=cert:Q5%20002596%200002%20Rev.%2001%C2%A0

Prepared By
Approved By

APACOR

Declaration of Conformity

Parasep® Product Group (filled -with Chemical)

Doc No. TD002

Version. No. 04

Declaration of Conformity Issue Date 315t Oct 2022
Sajana Vattikuti Pages 1of5

Janet Mackenzie



APACOR

EC Declaration of Conformity
European Communities Council Regulation EU 2017/746
Concerning IVD Medical Devices

Manufacturer: APACOR LIMITED
Unit 5, Sapphire Centre
Fishponds Road
Wokingham
Berkshire RG41 2QL
United Kingdom

EC Authorised Representative : Medical Device Safety Service GmbH (MDSS)
Schiffgraben 41
30175 Hannover

Germany
SRN: GB-MF-000025569 (Manufacturer)
SRN: DE-AR-000005430 (EU Authorised Representative)

We hereby declare that the following mentioned products meet the provisions of the
Council Regulation EU 2017/746 covering medical devices. All documentation is
controlled and retained on company premises. This declaration of conformity is
issued under the sole responsibility of Apacor Limited.

Product: See list enclosed

Classification: Class ARULE5 (C)

GMDN : 63816

ubl Refer to the Product List enclosed

Intended Purpose: Parasep Faecal Concentration Kit is a closed system for a clean and efficient
concentration of intestinal parasites from human faecal probes. The simple 4 step
kit provides a fast and simple method to concentrate helminth ova as well as
protozoan cysts/oocysts. For professional in vitro diagnostic use only.

The kits are available as reagent ready.

Standards Applied:

Document Reference Description
BS EN ISO 149712019 (I;/Ie@cal devices — Application of risk management to medical
evices
BS EN ISO 18113-2:2011 In Vitro Diagnostic Medical Devices - Information Supplied by the Manufacturer

(Labelling) - Part 2: In Vitro Diagnostic Reagents for Professional Use

BS EN ISO 13485:2016+A11:2021 | Medical device — Quality management system — Requirements
for regulatory purposes

Doc No. TD002

. . Version. No. 04

Declaration of Conformity lssue Date 31st Oct 2022

Prepared By Sajana Vattikuti Pages 20f5

Approved By Janet Mackenzie



APACOR

BS EN ISO 15223-1:2021

Medical Devices -- Symbols to be Used with Medical Device Labels,
Labelling and Information to be Supplied -- Part 1: General Requirements

BS EN ISO 13612:2002

Performance Evaluation of In Vitro Diagnostic Medical Devices

BS EN ISO 23640:2015

In vitro diagnostic medical devices —
Evaluation of stability of in vitro diagnostic reagents

MEDDEYV 2.12-1 rev. 8,2013

Guidelines on a medical devices vigilance system

Notified Body
Date of Issue:

Place of Issue :

Approved By:

4

A

N/a
31%t Oct 2022

Wokingham, United Kingdom.

m'laag_,o}
2,

pacor

Limited
(\b

% 3
hinghom. ¥

Sajana Vattikuti
QA/RA Manager

Apacor Ltd

Change Control History

Version | Reason for change Date
04 Addition of new product codes 31 Oct 2022
03 Addition of Manufacturers SRN and assigning of Basic UDI against 01 Jul 2022
each of the products
02 Addition of UDI, Intended Use and Place of Issue 25 May 2022
01 Requirement of EN ISO 13485:2016 and IVDR EU 2017/746
10 May 2022
Doc No. TD002
Declaration of Conformity Vig?bg‘?e' 31 Oct 2023
Prepared By Sajana Vattikuti Pages 30of5

Approved By

Janet Mackenzie




APACOR

Product Description Product Code | Pack Size UDI
Mini Parasep® SF
Mini Parasep® SF 3.3ml Apafix™ 108801 40 5060170771088019F
Mini Parasep® SF 3.3ml Alcorfix™ 108810 40 5060170771088109G
Mini Parasep® SF 3.3ml Formalin & Triton X 108900 40 5060170771089009J
Mini Parasep® SF 3.3ml SAF & Triton X 108920 40 5060170771089209Q
Mini Parasep® SF 3.3ml MIF & Triton X 108935 40 506017077108935A5
Mini Parasep® SF 3.3ml Bailenger + 40ml Triton X 181010 40 5060170771810109F
Mini Parasep® SF 3.3ml MIF + 40ml Triton X 181020 40 5060170771810209J
Mini Parasep® SF 3.3ml SafEFix™ Fixateur Eco 181030 40 5060170771810309M
Mini Parasep® SF 3.3ml SafEFix™ Colour 181035 40 5060170771810359X
Mini Parasep® SF 2.4ml SafEFix™ Fixateur Eco 902500S 40 506017077902500S7J
Mini Parasep® SF 3.3ml Apafix™ 108801LCD-B 40 506017077108801LCD-BNX
Mini Parasep® SF 3.3ml SafEFix™ Colour 181035LCD-B 40 506017077181035LCD-BPM
Mini Parasep® SF 8ml SafEFix™ Colour 180085LCD-B 40 506017077180085LCD-BRK
Mini Parasep®
Mini Parasep®2.4ml Apafix™ 146003 40 50601707714600399
Mini Parasep® 2.4ml Apafix™ + 40ml Ethyl Acetate 146004 40 5060170771460049B
Mini Parasep® 2.4ml Formalin 146200 40 5060170771462009D
Mini Parasep® 2.4ml Formalin & Triton X 146300 40 5060170771463009J
Mini Parasep® 2.4ml Formalin & Triton X + 40ml Ethyl 146400 40 5060170771464009P
Acetate
Mini Parasep® 2.4ml Formalin & Triton X + 40ml Empty Bottle |146400.MI 40 506017077146400.M14X
Mini Parasep® 2.4ml SAF & Triton X 146500 40 5060170771465009U
Mini Parasep® 2.4ml SAF & Triton X + 40ml Ethyl Acetate 146501 40 5060170771465019W
Mini Parasep® 2.4ml Apafix™ 146005 520 5060170771460059D
Mini Parasep® (Including Spoons)
'l;/lcl:r;[;z\rase@ 2.4ml Formalin & Triton X + 40ml Ethyl 900000 20 5060170779000009M
Mini Parasep® 2.4ml SAF & Triton X + 40ml Ethyl Acetate 901000 40 5060170779010009U
Mini Parasep® 2.4ml Apafix™ 902500 40 506017077902500AU
Mini Parasep® Stain Kit 903000 40 506017077903000AA
Midi Parasep® SF
Midi Parasep® SF 8ml Apafix™ 149901 40 506017077149901B7
Midi Parasep® SF 8ml Formalin & Triton X 149910 40 506017077149910B8
Midi Parasep® SF 8ml Alcorfix™ 249300 40 506017077249300AL
Midi Parasep® SF 8ml Bailenger + 40ml Triton X 180060 40 5060170771800609P
Midi Parasep® SF 8ml MIF + 40ml Triton X 180070 40 5060170771800709S
Midi Parasep® SF 8ml SafEFix™ Ecological Fixative 180080 40 5060170771800809V
Midi Parasep® SF 8ml SafEFix™ Colour 180085 40 506017077180085A7
Midi Parasep® SF 8ml SAF & Triton X 149920 40 506017077149920BB
Midi Parasep®
Midi Parasep® 6ml Apafix™ 145002 40 5060170771450028Y
Midi Parasep® 6ml Apafix™ + 80ml Ethyl Acetate 145003 40 50601707714500392
Midi Parasep® 6ml Formalin 145200 40 50601707714520096
Midi Parasep® 6ml Formalin & Triton X 145300 40 5060170771453009B
Midi Parasep® 6ml Formalin & Triton X + 80ml Ethyl Acetate 145400 40 5060170771454009G
Doc No. TD002
. . Version. No. 04
Declaration of Conformity lssue Date 37 Oct 2022
Prepared By Sajana Vattikuti Pages 40f5

Approved By Janet Mackenzie




APACOR

Midi Parasep® 6ml SAF & Triton X 145500 40 5060170771455009M
Product Description Product Code | Pack Size UDI
Midi Parasep® 6ml SAF & Triton X + 80ml Ethyl Acetate 145501 40 5060170771455019P
Midi Parasep® 6ml Apafix 145005 180 50601707714500596
Midi Parasep®Including Spoons
Midi Parasep® 6ml Formalin & Triton X + 80ml Ethyl Acetate |905000 40 506017077905000AQ
Midi Parasep® 6ml SAF & Triton X + 80ml Ethyl Acetate 906000 40 506017077906000AX
Midi Parasep® 6ml Apafix™ 907500 40 506017077907500BX
Accessories
Triton X-100 Solution 1472 50ml 5060170771472SY
Ethyl Acetate 1473 250ml 5060170771473T2
1:10 Triton X 172018 250ml 5060170771720189T
Triton X Solution 1499 500ml 5060170771499TL
Doc No. TD002
. . Version. No. 04
Declaration of Conformity Issue Date 31 Oct 2022
Prepared By Sajana Vattikuti Pages 50f5

Approved By Janet Mackenzie




Declaration of Conformity V2.0

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

Mindray Building, Keji 12th Road South, High-Tech
Industrial Park, Nanshan, 518057, Shenzhen, P. R. China
Manufacturer SRN: CN-MF-000014156

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

Product: Automatic Urinalysis System Reagent (EU-50)
Catalogue Number: 105-039227-00
Basic UDI-DI: 69449040AB760000262

Intended Purpose: It is used for diluting samples before urine analysis and preparation of cell

suspension.

Classification: Class A (According to Rule 5 (a) of IVDR annex VIII)
Conformity Assessment Route: Annex Il and 111 of [VDR

GMDN code: 55854

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

References to CS: /
Notified Body: /
Notified Body No. : /
Identification of the Certificate: /
Start of CE-Marking: 2023.5.20

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

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

Place, Date of Issue: Shenzhen,2023.5.20

Y g /
Signature: \f‘%‘ ,,,,,,,, /
Name of Authorized Signatory: Mr. Wang Xinbing

Position Held in Company: Deputy Director, Technical Regulation

Declaration of Conformity c €




Attachment of Declaration of Conformity: Applied Standards List-V2.0

Product:

Catalogue Number:

Standards Applied:

Applied Standards List

Automatic Urinalysis System Reagent (EU-50)

105-039227-00

ENISO 18113-1:2011

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

requirements (1SO 18113-1:2009)

EN ISO 18113-2:2011

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

professional use (ISO 18113-2:2009)

EN ISO 15223-1:2021

ENISO 14971:2019

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

requirements

Medical devices - Application of risk management to medical

devices (EN ISO 14971:2019)

| EN 13612:2002/AC:2002 |

Performance evaluation of in vitro diagnostic medical devices

EN ISO 23640:2015

In vitro diagnostic medical devices - Evaluation of stability of in

vitro diagnostic reagents (ISO 23640:2011)

EN 62366-1:2015

Medical devices - Part 1: Application of usability engineering to

medical devices

— ||




Declaration of Conformity V 1.0

Declaration of Conformity 0123

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

Manufacturer SRN: CN-MF-000014156

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

Product: Urine Sediment Calibrator

Catalogue Number: 105-043513-00

Basic UDI-DI: 69449040AB760000364

Intended Purpose: Urine Sediment Calibrator is used for calibrating the applicable instruments to

ensure the accuracy of measurement. A‘%i

Classification: Class B (According to Rg],é\&(f)f EVDR annex VIII)

Conformity Assessment Route: Annex IX excluding CHAPTER ﬁZ,

GMDN code: 42064 % %

%

We declare that the above mentioned roducts lg,eet the provisions of the
REGULATION (EU) 2017/746 OF f’T E EU_Q.I}OPEAN PARLIAMENT and OF
THE COUNCIL. All supportmg,documen%‘atlops are retained under the premises
of the manufacturer. This de‘glarafion w&f,}:ﬁconformlty is issued under the sole
responsibility of the manuf@%j&er h %

References fo CS: 4 / -

Notified Body: 4 jﬁPUV SUD Product Service GmbH Ridlerstrale 65

% s % 80339 Miinchen, Germany.

Notified Body I\%@, 4} k. 0123

Identification of the Certlﬁcate V12 044751 0190

Start of CE-Marking: 2024-1-22

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

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

Place, Date of Issue: Shenzhen,2024-1-22
~_ o~

Signature: W%’(/

Name of Authorized Signatory: Mr. Wang Xinbing

Position Held in Company: Deputy Director, Technical Regulation Department




Declaration of Conformity V 1.0

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

Applied Standards List

Product: Urine Sediment Calibrator
Catalogue Number: 105-043513-00
Standards Applied:

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

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

7 %
Medical devices - Symbols to be«!ﬁ"secgvsy%gdical device labels,

EN ISO 15223-1:2021 labelling and information to be suppl Part 1: General

requlrements «%
e,

EN ISO 14971: 2019

r,

Medical devices ﬁcaﬁowof rlsi management to medical
-
/ i

devices. %
i, e Il
"::. R
In vitro dlagri‘osﬁ u:al dewces - Evaluation of stability of in

EN ISO 23640:2015
vitro dlagréstlc reag n‘ts W

e

"i’

Elhmlrlatlonv or ?dtfftlon of risk of infection related to in vitro

E?dh {a%‘%%”eaggn

5
o,

EN 13641:2002

%
'}«""‘ M’% ical B8vices - Part 1: Application of usability engineering to

EN 62366-1:2015 ‘i) e o
. %;;L %ed;gal devices
g ”"‘%5—0 K . o . . . .
EN 13612:2002/&% 02% Pérformance evaluation of in vitro diagnostic medical devices
%?’ In vitro diagnostic medical devices -—  Requirements for
[SO 17511; 2020 establishing metrological traceability of values assigned to
calibrators, trueness control materials and human samples
ISO 20417-2021 Medical devices — Information to be supplied by the manufacturer




Declaration of Conformity V 1.0

Declaration of Conformity 0123

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Kéji [2th Road South, High-Tech
Industrial Park, Nanshan, 518057, Shenzhen, P. R. China

Manufacturer SRN: CN-MF-000014156

Authorized Representative: Shanghai I[nternational Holding Corp. GmbH (Europe)
EiffestraBe 80 20537 Hamburg, Germany

Product: Urine Sediment Control

Catalogue Number: 105-043950-00, 105-043949-00, 105-043948-00,
105-043951-00

Basic UDI-DI: 69449040AB760000364

Intended Purpose: Urine Sediment Control is used for quahtyﬁégontrol of the applicable
instruments to monitor and assess the precision of the measuremenb,rpsultg

Classification: Class B (According to Rule 6 of f@%annex VIID
Conformity Assessment Route: Annex IX excluding™C

GMDN code: 30219

We declare that the above menti pi"éﬁ%’%fs meet the provisions of the
REGULATION (EU) 2017/746 OF THE -UR(TfPEAN PARLIAMENT and OF
THE COUNCIL. All supportlﬁgg dc;t%ﬁment%tlons are retained under the premises
of the manufacturer. Tl}}%dg lara jlon f conformity is issued under the sole
responsibility of the maﬁufacturer )

References to CS: -. J‘fg‘*’

Notified Body: %" TOV SUD Product Service GmbH RidlerstraBe 65
e e : ‘%;3& 80339 Miinchen, Germany.

Notified Body No.?\h( A 0123

Identification of the Ceftificate: V12 044751 0190

Start of CE-Marking: 2024-1-22

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

management affairs in my capacity as Deputy Director of Technical Regulation Department

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

Place, Date of Issue: Shenzhen,2024-1-22
5
s \
Signature: L"V{/%ﬁ/ 2
Name of Authorized Signatory: Mr. Wang Xinbing

Position Held in Company: Deputy Director, Technical Regulation Department




DecTaration of Conformity V 1.0

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

Product:

Catalogue Number:

Standards Applied:

Applied Standards List

Urine Sediment Control

105-043950-00,105-043949-00,105-043948-00,105-043951-00

ENISO 18113-1:2011

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

ENISO 18113-2:2011

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 2; In vitro diagnostic reagents for
professional use. %

EN ISO 15223-1:2021

General

. % . .
Medical devices - Symbols to beéég%v%;dmal device labels,
Part 1:

labelling and information Jfo be suppli

requirements %04%5;9

EN [SO 14971: 2019

N

Medical devices /ggpjicatio%gf riﬁ{r management to medical

devices . 'gg«"

. 2

EN 13612:2002/AC:2002

LT
- N . . . . . -
Performanc{c%&efi‘éh%g}‘\on g&n vitro diagnostic medical devices
A o

In vntrm?ﬁ%‘"..ostlc ﬁrﬁ’édlc‘g devices - Evaluation of stability of in

i,

EN ISO 23640:2015 0 i B 1
" re
vi _ro 1ag1l3: 1&5%2:%@ s.
fﬁ%@% f"';:,, &
y: Elinfipation or+reduction of risk of infection related to in vitro
EN 13641:2002 i,
{gf d)lg_‘%nosflyeagents
W .

e

R

EN 62366-1:2015s, 5
s

é?t:%‘:;}:jitziyanl devices - Part 1: Application of usability engineering to
edical devices

2

%,
j;y*

ISO 20417-2021

Medical devices — Information to be supplied by the manufacturer
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