ORDIN DE PLATA NR.: 1470 TIP.DOC. 1
DATA EMITERII:14 iulie 2022

PLATITI: 6500-00 LEI: Sase Mii Cinci Sute lei 00 ban
i

PLATITOR: (R) "BIOSISTEM CONTUL DE PLATI/CODUL IBAN

MLD" S.R.L. MD95ML.000000002251429243

CODUL FISCAL :1010600028048 /

PRESTATORUL PLATITOR CODUL BANCITI:

BC"Moldindconbank"S.A. fil."Invest" Chisinau :MOLDMD2X329:
BENEFICIAR (R) Centrul pen CONTUL DE PLATI/CODUL IBAN

tru achizitii publice central MD23TRPCCC518430B01859AA

izate in sanatate CODUL FISCAL :1016601000212 /
PRESTATORUL BENEFICIAR CODUL BANCITI:
Ministerul Finantelor - Trezoreria de Stat : TREZMD2X
DESTINATIA PLATII:/P102/6500,00 Pentru g: TIPUL TRANSFERULUI

arantia pentru oferta la procedura de ac: NORMAL/URGENT :N:
hizi?ie publica nr. ocds-b3wdpl-MD-16512: :
11262255 din 15.07.2022 :

CODUL TRANZACTIEI:101:
DATA PRIMIRII:14/07/2022 : SEMNATURILE
DATA EXECUTARII: : EMITENTULUI

CONDUCATOR:Web Poiata Vitalie :
MIIGYwYJKoZIhvcNAQcCoIIGVDCCBlIACAQEXCzAJBgUrDgMCGgUAMASGCSGGSIb:

DQEHAaCCBGwwggRoOMIIDUKADAGECAhNHAAC)bilrgFksQO0G4AAAAAKNUMAOGCSg:
STb3DQEBCWUAMCIxIDAeBgNVBRAMTFONFUL1QxLUNBLU1vbGRpbmRjb251YW5rMB4 @

DTIxMDEyODExMzgwNVoXDTIOMDEyODExXNDgwNVowgZ8xCzAJBgNVBAYTAkKk1EMRA
gYDVQQIEwdNb2xkb3ZhMREwDwYDVQQHEwhDaGlzaWShdTEWMBQGALIUEChMNQm1

(semnatura electronica)
CONTABIL-SEF:Web Nasedchin Alexandr :
MIIGZWYJKoZIhvcNAQcCoIIGWDCCBLIQCAQExCzAIBgUrDgMCGgUAMASGCSGSIb3:
DQEHAaCCBHAwWggRsMI IDVKADAgGECAhNHAACS cahRKgbJeg8QAAAAAKNXMAOGCSG :
STIb3DQEBCWUAMCIxIDAeBgNVBAMTFONFULQxXLUNBLUlvbGRpbmRjb251YW5rMB4X
DTIxXMDEyODExMzkxOFoXDTIOMDEyODExNDkxOFowgaMxCzAJBgNVBAYTAk1EMRAwW :
YDVQQIEwWdNb2xkb3ZhMREwWDWYDVQQOHEwWhDaGlzaW5hdTEWMBQGALIUEChMNQm1v

L.S. (semnatura electronica)
CONDUCATOR:

(semnatura manuala)
CONTABIL-SEF:

(semnatura manuala)
SEMNATURA PRESTATORUL L.S.

MOTIVUL REFUZULUI : L.S.

Digitally signed by Poiata Vitalie
Date: 2022.07.14 17:08:36 EEST
Reason: MoldSign Signature
Location: Moldova




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



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




LP. “AGENTIA SERVICII PUBLICE”

Departamentul inregistrare si licentiere a unitatilor de drept

EXTRAS

din Registrul de stat al persoanelor juridice

nr. 8506 din 28.04.2021

Denumirea completi: Societatea cu Rispundere Limitati «BIOSISTEM MLD».

Denumirea prescurtati: «BIOSISTEM MLD» S.R.L.
Forma juridica de organizare: Societate cu Rispundere Limitati.
Numirul de identificare de stat si codul fiscal: 1010600028048.
Data inregistrarii de stat: 12.08.2010.
Sediul: MD-2001, str. Albisoara, 16/1, ap.(of.) 7, mun. Chisindu, Republica Moldova.
Obiectul principal de activitate:
1 Activitatea farmaceutici;
2 Importul, fabricarea, comercializarea, asistenta tehnici si (sau) reparatia dispozitivelor
medicale si (sau) a opticii;
3 Acordarea asistentei medicale de ciitre institutiile medico-sanitare private;
4 Comertul cu ridicata al calculatoarelor, echipamentelor periferice si software-ului;
5 intre;inerea si repararea masinilor de birou si a tehnicii de calcul;
6 Consultatii in domeniul sistemelor de calcul.
Capitalul social: 5400 lei.
Administrator: POIATA VITALIE,
Asociati:
1. POIATA VITALIE 33,40 %
2. NASEDCHIN ALEXANDR 33,30 %
3. KOJEVNIKOV DMITRII 33,30 %.

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 intreprinzitorilor individuali si confirma datele din

Registrul de stat la data de: 28.04.2021.
Aliona

Specialist coordonator
tel. 022-207-840

Date cu caracter personal. Operator: LP. “Agentia Servicii Publice” 10 0000059



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




Anexa nr.7.2 la Instructiunea
aprobati prin ordinul IFPS
nr. 400 din 14 martie 2014

CC04 AE

CERTIFICAT
privind lipsa sau existenta restantelor fatid de bugetul public national
Nr | A2213116 din | 12.07.2022

1. Destinatia / Ha3sHaueHue

Pentru participarea la proceduri de achizitii publice

2. Date despre contribuabil / Mugopmauus o nanoronnatensmmxke

Denumirea Codul fiscal / Numiirul de identificare
Haumenopanne Puckansubiil koj / Maentudukaunonustii Homep
[BIOSISTEM MLD S.RLL. 1010600028048 |
Adresa sediului de bazi (strada, numiirul) Codul - Denumirea localititii

AJIpec 0CHOBHOIO MECTOPACHIONOKEHHA (yNnHLa, HoMep) Kox - HaumeHnosanne HaCeNEHHOTO MYHKTA

|Albisoara nr.16 bL1 of 7 |0150-SEC. RISCANI |

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat/

HOHTBCP}K,HEHHG OTCYTCTBHA H/IK HAJTHYMA HEJOHMKH COTTIacHO JaHHBIX HH[IJOPMaHP!OHHOﬁ aBTOMaTHBHpOBaHHOﬁ
CHCTEMBI

La data emiterii prezentului certificat restanta fata de bugetul public national constituie/ Ha maty

BBIJIa4U JJAHHOH CIIPaBKH HEIOMMKA Tepe/] HAlMOHATLHEIM ITyOIMYHBIM GHOIKETOM COCTAaBIACT:
0,00 lei/neii.

4. Valabil pinii la / qelicteurenen o 27.07.2022

5. Autentificarea Serviciului Fiscal de Stat/ [Toareepjes apCTBEHHOIT HATOTOBOM CITyKObI
Sef DDF Riscani
a DGDF Ana STOICOV
Functia/Tomknocts Numele si prenumele/®arizTng u nna
L.S/ M.IL.
Claudia GOJAN
Executor: :
Numele si prenumele/®anmius 1 e 4’0 S7 %'L :
Tel.(022)823102 :00550100\‘,5,\\&
FiscaL 0& “;{-;/
2 v

Este extras din Sistemul Informational al SFS SIA ,,Contul curent al contribuabilului”// 12.07.2022 ora 14:27:25
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)

NOTA (0,00)




JaTta npepocTtaBsieHuna 29.03.2022 14:51:06

SITUATIILE FINANCIARE

pentru perioada 01.01.2021 -31.12.2021

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

Sediul:

MD:

Raionul(municipiul): 106, DDF RISCANI

Cod CUATM: 0150, SEC.RISCANI

Strada: SECTORUL RISCANI STR.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, Societati cu raspundere limitata

Date de contact:

Telefon: +37322808719

WEB:

E-mail: zmiil3@mail.ru

Numele si coordonatele al contabilului-sef: DI (dna) Tel.

Numarul mediu al salariatilor in perioada de gestiune: 3 persoane.

Persoanele responsabile de semnarea situatiilor financiare* Nasedchin Alexandr

BILANTUL
la
Nr. cpt. Indicatori Cod rd.
1 2 3
ACTIV

ACTIVE IMOBILIZATE
I. Imobilizari necorporale
1. Imobilizari necorporale in curs de executie 010
2. Imobilizari necorporale in exploatare, total 020
din care:

021
2.1. concesiuni, licente si marci
2.2. drepturi de autor si titluri de protectie 022
2.3. programe informatice 023
2.4. alte imobilizari necorporale 024
3. Fond comercial 030
4. Avansuri acordate pentru imobilizari necorporale 040
Total imobilizari necorporale 050
(rd.010 + rd.020 + rd.030 + rd.040)
Il. Imobilizari corporale
1. Imobilizari corporale in curs de executie 060
2. Terenuri 070
3. Mijloace fixe, total 080
din care:

081
3.1. cladiri
3.2. constructii speciale 082
3.3. masini, utilaje si instalatii tehnice 083

3.4. mijloace de transport 084

Anexe la SNC

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

Unitatea de masura: leu

Anexa 1
Sold la
inceputul perioadei de Sfirsitul perioadei de
gestiune gestiune
4 5
2793637 3559998
2791637 3533108



3.5. inventar si mobilier 085 26890
3.6. alte mijloace fixe 086 2000
4. Resurse minerale 090
5. Active biologice imobilizate 100
6. Investitii imobiliare 110
7. Avansuri acordate pentru imobilizari corporale 120 1162136
(10,060 1 101070 + 1. 80 # 4,090 + £ 100 4 110 + rd.120) 130 2793637 4722134
Ill. Investitii financiare pe termen lung
1. Investitii financiare pe termen lung in parti neafiliate 140
2. Investitii financiare pe termen lung in parti afiliate, total 150
din care:
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 participare 153
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
1. Stocuri
1. Materiale si obiecte de mica valoare si scurta durata 240 51978 5346
2. Active biologice circulante 250
3. Productia in curs de executie 260
4. Produse si marfuri 270 7221203 9147976
5. Avansuri acordate pentru stocuri 280
I‘gfza:tg?‘;:gso + rd.260 + rd.270 + rd.280) 290 7273181 9153322
Il. Creante curente si alte active circulante
1. Creante comerciale curente 300 3912218 2182471
2. Creante ale partilor afiliate curente 310
inclusiv: creante aferente intereselor de participare 311
3. Creante ale bugetului 320 74631 208171
4. Creantele ale personalului 330
5. Alte creante curente 340
6. Cheltuieli anticipate curente 350 2
7. Alte active circulante 360 5756117 1608597
I11. Investitii financiare curente
1. Investitii financiare curente in parti neafiliate 380
2. Investitii financiare curente in parti afiliate, total 390
din care:
391
2.1. actiuni si cote de participatie detinute in partile afiliate
2.2. imprumuturi acordate partilor afiliate 392
2.3. imprumuturi acordate aferente intereselor de participare 393




2.4. alte investitii financiare in parti afiliate

394

Total investitii financiare curente

(rd.380 + rd.390) 400
IV. Numerar si documente banesti 410 3942779 9861933
TOTAL ACTIVE CIRCULANTE
(rd.290 + rd.370 + rd.400 + rd.410) 420 20958928 23014494
-(rrg?;la ﬁcr.;lszo) 430 23752565 27736628
PASIV
CAPITAL PROPRIU
1. Capital social si neinregistrat
1. Capital social 440 5400 5400
2. Capital nevarsat 450
3. Capital neinregistrat 460
4. Capital retras 470
5. Patrimoniul primit de la stat cu drept de proprietate 480
(440 + T0.450 ¢ 10,460 + 470 1 r.480) 490 5400 5400
Il. Prime de capital 500
Ill. Rezerve
1. Capital de rezerva 510
2. Rezerve statutare 520
3. Alte rezerve 530
Total rezerve 540
(rd.510 + rd.520 + rd.530)
IV. Profit (pierdere)
1. Corectii ale rezultatelor anilor precedenti 550
2. Profit nerepartizat (pierdere neacoperita) al anilor precedenti 560 20060126 16230339
3. Profit net (pierdere neta) al perioadei de gestiune 570 10403995
4. Profit utilizat al perioadei de gestiune 580
(ra.550 10,560 + 8.570 + r.580) 590 20060126 26634334
V. Rezerve din reevaluare 600
VI. Alte elemente de capital propriu 610
(4,490 5 161300 4 16,540 + 590 + rc. 600 + . 610) 620 20065526 26639734
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 convertibile 642
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 700
(rd.630 + rd.640 + rd.650 + rd.660 + rd.670 + 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: imprumuturi din emisiunea de obligatiuni convertibile 722
2.2. alte imprumuturi pe termen scurt 723
3. Datorii comerciale curente 730 3252667 343711
E 4. Datorii fata de partile afiliate curente 740
inclusiv: datorii aferente intereselor de participare 741
5. Avansuri primite curente 750 188105 355528
6. Datorii fata de personal 760 50 350
7. Datorii privind asigurarile sociale si medicale 770
8. Datorii fata de buget 780 187676 150263
9. Datorii fatd de proprietari 790
10. Venituri anticipate curente 800
11. Alte datorii curente 810 58541 247042
TOTAL DATORII CURENTE
(rd.710 + rd.720 + rd.730 + rd.740 + rd.750 + rd.760 + rd.770 + 820 3687039 1096894
rd.780 + rd.790 + rd.800 + rd.810)
PROVIZIOANE
1. Provizioane pentru beneficiile angajatilor 830
2. Provizioane pentru garantii acordate cumparatorilor/clientilor 840
3. Provizioane pentru impozite 850
F 4. Alte provizioane 860
TOTAL PROVIZIOANE 870
(rd.830 + rd.840 + rd.850 + rd.860)
(10,620 7 1700 + 620 + rd.870) 80 23752565 27736628
SITUATIA DE PROFIT S| PIERDERE
de la pina la
Anexa 2
Perioada de gestiune
Indicatori Cod rd.
precedenta curenta
1 2 3 4
Venituri din vinzaéri, total 010 25963175 38680547
din care:
011 25044358 37724557
venituri din vinzarea produselor si marfurilor
venituri din prestarea serviciilor si executarea lucrarilor 012 918817 951393
venituri din contracte de constructie 013
venituri din contracte de leasing 014
venituri din contracte de microfinantare 015
alte venituri din vinzari 016 4597
Costul vinzarilor, total 020 15186814 24434231
din care:
021 15186814 24433364
valoarea contabila a produselor si marfurilor vindute
costul serviciilor prestate si lucrarilor executate tertilor 022
costuri aferente contractelor de constructie 023
costuri aferente contractelor de leasing 024
costuri aferente contractelor de microfinantare 025
alte costuri aferente vinzarilor 026 867
Profit brut (pierdere bruta) (rd.010 - rd.020) 030 10776361 14246316
Alte venituri din activitatea operationala 040 247603 5189
Cheltuieli de distribuire 050 19740 6076
Cheltuieli administrative 060 1259776 1788732
Alte cheltuieli din activitatea operationala 070 640169 1870642




Venituri financiare, total 090 519239 1517765
din care:
091
venituri din interese de participare
inclusiv: veniturile obtinute de la partile afiliate 092
venituri din dobinzi 093 25612 30619
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 investitiile 097
financiare pe termen lung si curente
venituri din iesirea investitiilor financiare 098
venituri aferente diferentelor de curs valutar si de suma 099 493627 1487146
Cheltuieli financiare, total 100 597528 249562
din care:
101
cheltuieli privind dobinzile
inclusiv: cheltuielile aferente partilor afiliate 102
cheltuieli aferente ajustarilor de valoare privind investitiile 103
financiare pe termen lung si curente
cheltuieli aferente iesirii investitiilor financiare 104
cheltuieli aferente diferentelor de curs valutar si de suma 105 597528 249562
Rezultatul: profit (pierdere) financiar(a) (rd.090 - rd.100) 110 -78289 1268203
Venituri cu active imobilizate si exceptionale 120
Cheltuieli cu active imobilizate si exceptionale 130
Rezultatul din operatiuni cu active imobilizate si 140
exceptionale: profit (pierdere) (rd.120 - rd.130)
Rezultatul din alte activitati: profit (pierdere) (rd.110 + 150 78289 1268203
rd.140)
Profit (pierdere) pina la impozitare (rd.080 + rd.150) 160 9025990 11854258
Cheltuieli privind impozitul pe venit 170 1051159 1450263
Profit net (pierdere neta) al perioadei de gestiune (rd.160 - 180 7974831 10403995
rd.170)
SITUATIA MODIFICARILOR CAPITALULUI PROPRIU
de la pina la
Anexa 3
Nr Sold la inceputul Sold la sfirsitul
d/t; Indicatori Cod rd perioadei de Majorari Diminuari perioadei de
gestiune gestiune
1 2 3 4 5 6 7
Capital social si neinregistrat
1. Capital social 010
2. Capital nevarsat 020 ;
3. Capital neinregistrat 030
l.
4. Capital retras 040 ;
5. Patrimoniul primit de la stat cu drept de
) 050
proprietate
Total capital social si neinregistrat 060
(rd.010 + rd.020 + rd.030 + rd.040 + rd.050)
Il. | Prime de capital 070
Rezerve
1. Capital de rezerva 080
m 2. Rezerve statutare 090
3. Alte rezerve 100
Total rezerve 110
(rd.080 + rd.090 + rd.100)
Profit (pierdere)
1. Corectii ale rezultatelor anilor precedenti 120 X




2. Profit nerepartizat (pierdere neacoperita) al 130
anilor precedenti
V.
3. PI”.OfIt net (pierdere neta) al perioadei de 140 X
gestiune
4. Profit utilizat al perioadei de gestiune 150 X ; ; ;
Total profit (pierdere) 160
(rd.120 + rd.130 + rd.140 + rd.150)
V. | Rezerve din reevaluare 170
VI. | Alte elemente de capital propriu 180
Total capital propriu
(rd.060 + rd.070 + rd.110 + rd.160 + rd.170 + 190
rd.180)

SITUATIA FLUXURILOR DE NUMERAR

Anexa 4

de la pina la
Perioada de gestiune
Indicatori Cod rd
precedenta curenta
1 2 3 4
Fluxuri de numerar din activitatea operationala
Incaséri din vinzari 010
Plati pentru stocuri si servicii procurate 020
Pléti.cét[e angajati si organe de asigurare sociala si 030
medicala
Dobinzi platite 040
Plata impozitului pe venit 050
Alte incasari 060
Alte plati 070
Fluxul net de numerar din activitatea operationala 080
(rd.010 - rd.020 - rd.030 - rd.040 - rd.050 + rd.060 - rd.070)
Fluxuri de numerar din activitatea de investitii
Incasari din vinzarea activelor imobilizate 090
Plati aferente intrarilor de active imobilizate 100
Dobinzi incasate 110
Dividende incasate 120
inclusiv: dividende incasate din strainadtate 121
Alte incasari (plati) 130
Fluxul net de numerar din activitatea de investitii 140
(rd.090 - rd.100 + rd.110 + rd.120 * rd.130)
Fluxuri de numerar din activitatea financiara
incasari sub formé& de credite si imprumuturi 150
Plati aferente rambursarii creditelor si imprumuturilor 160
Dividende platite 170
inclusiv: dividende platite nerezidentilor 171
incasari 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 gestiune 230
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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Bepana ons nedatm
CoxpaHuTb

Pacnucka 2

PecnioneHt

®uckanpubiii koa: 1010600028048, naumenoanue: BIOSISTEM MLD S.R.L.

IIpenocraBui otuér: RSF1 21

Ha ¢uckanbnbiit nepuoa: A/2021

Jara npenocrasnenus: 29.03.2022

BpeMennas meTka otuéra 3apeructpupoBannoro B Mudopmannonnoit Cucreme HBC : 29.03.2022
17:25:45

National Bureau of Statistics (NBS) received the electronic version of the report, sent by you. The
data provided is verified by NBS.
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Pecnonnent

®duckanpHbi koA: 1010600028048, naumenoBanue: BIOSISTEM MLD S.R.L.
IIpenocraBui otuér: RSF1 21

Ha ¢uckanbnbiit nepuoa: A/2021

Jara npenocrasnenus: 29.03.2022

Bpemennas MeTka oTuéra 3apeructpupoBaHHoro B Cucreme DaeKTpoHHON OTUETHOCTU U
otnpasieHHoro B Undopmarmonnyto Cuctemy BHC : 29.03.2022 14:51:06
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MINISTERUL MEDIULUI MINISTRY ENVIRONMENT
AL REPUBLICII MOLDOVA OF THE REPUBLIC OF MOLDOVA
AGENTIA DE MEDIU ENVIRONMENTAL AGENCY

MD-2005 mun.Chisinau, str. Albisoara, 38
Tel. (022) 820-770, Email: am@am.gov.md

CONFIRMARE

privind nregistrarea n ,,Lista producatorilor” de produse
supuse reglementarilor de responsabilitate extinsa a producatorului
(echipamente electrice si electronice)

In scopul plasirii pe piatdi a produselor de echipamente electrice si
electronice, In conformitate cu prevederile art. 12 alin. (5) si alin. (14) lit. b) din
Legea nr. 209 din 29.07.2016 privind deseurile, si punctele 46 — 50 din
Regulamentul privind deseurile de echipamente electrice si electronice, aprobat
prin Hotarirea Guvernului nr. 212 din 07.03.2018, se emite numarul de Tnregistrare

MD2021-10-EEE-005

pentru BIOSISTEM MLD, IDNO: 1010600028048, cu adresa juridica: mun.
Chisinau, str. Albisoara 16/1, ap. 1.

Numarul de inregistrare este valabil Tncepind cu data de 02.11.2021 pina la
data de 02.11.2024.

Director adjunct interimar
Gavril GILCA
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LanSionbio

Nanjing Lansion Biotechnology Co.,Ltd
Q@ No.5 Qiande Road, Jiangning District, Nanjing
\, +86-25-5877 5701

+86-25-5875 8600

' Nanjing Lansion Biotechnology Co.,Ltd

@ enlansionbio.com



Immunofluorescence Quantitative
Analyzer LS1000 (Portable)

The measuring system of LS1000 Analyzer automatically scans the T-line and the
C-line to obtain optical signals when the reactive matching test kit inserted into
the analyzer. The system can be used in the central laboratory, outpatient and

emergency laboratory, clinical departments and other medical service stores and

physical examination centers.

-
[ |

-

_

Features:

1. Big Touch Screen, easy to touch and operate;
2. Portable and safe, easy to carry and install.
. Short detection time, only a couple of seconds.

. Less interference, more accurate test results.

. Less environmental requirements, more widely used.

3
4
5
6. More advanced and larger data storage.
7. Standard incubator and printer.

8. Supports HB function.

9

. Built-in battery.

Test Items:

Diabetes Care: HbATc

Hormone: TSH, T3, T4, B-HCG
Inflammation Monitoring: CRR PCT
Tumor: AFR PSA

E Parameters:

1. Screen: 7" color touch screen.

2. Test speed: 7s.

3. Sample: serum, plasma, whole blood, urine.
4. Sample volume: 5-200 pl.

5. Wavelength range: 610+5nm.

6. Working temperature: 10°C - 35°C.

7. Working humidity: < 70%.

8. Data Storage: 5000 test results.

9. Ports: USB and RS232.

10. Standby Battery: 2 hours.

Calcium: V-D3

Renal Function: mAIb*,3.-MG*, CysC*, NGAL
Cardiac: CTnl, MYO/CK-MB/CTNI, D-Dimer,
NT-proBNP LP-PLA2, H-FABP

LanSionbio

%%\

3. Scan the item bar code.

1. Read SD card and add test

items.

2. Fill the sample information.

-

7

4. Add the samples and incubate. 5. Insert the test kits and start test. 6. Print the results.

Much faster test speed, it's convenient for emergency detection. Much more advanced data input and output
platform, it's convenient for search and analysis of test items.

Application Departments:




Immunofluorescence Quantitative
Analyzer LS2000 (Semi-auto)

Ultraviolet fluorescence induced by LED is used in LS2000 Analyzer. The test kits are scanned by ultraviolet light, and
two obvious peaks are observed in two relatively fixed positions through LS2000. By calculating the ratio T/C, the
concentration of the test item can be obtained. LS2000 can be used in diagnosis of infectious diseases, tumors,

hormones, drug monitoring, cardiovascular diseases, diabetes and other test items.

Parameters:

Features:

1. Screen: 10.1" color touch screen.

2. Test speed: 10s.

3. Sample: serum, plasma, whole blood, urine.
4.Sample volume: 5-200 pl.

5. Wavelength range: 610+5nm.

6. Channel: 8 channels.

7. Working temperature: 10°C - 35°C.

8. Working humidity: <70%.

9. Data Storage: 10000 test results.

10. Ports: USB, RS232 and RJ45.

N

2. Built-in incubator and electric pipette.

3. Short detection time, only a couple of seconds.

4. Multiple channels, convenient to detect.

5. Less interference, more accurate test results.

6. Less environmental requirements, more widely used.

7. More advanced and larger data storage.
8. Supports HIS and LIS system.
9. Equipped with HB function.

10. Built-in thermal printer.

. Big Touch Screen, easy to touch and operate.

LanSionbio
Reagent Kits

Combined with fluorescence and immune chromatography, each reagent kit has independent
bar code for automatic scanning and judgment of item information, fast and convenient; ultra
sensitive, wide range, diversified.

Test Iltems:
Diabetes Care:

Hormone:
TSH, T3, T4, B-HCG

Inflammation Monitoring:

CRP PCT
i N Venous Thromboembolism:
e ~ D Dimer A .
— ';-Q" ’ Cardiac:
— CTnl, MYO/CK-MB/CTNI, D-Dimer,

NT-proBNE LP-PLA2, H-FABP

Renal Function:
mAlb*,32-MG*, CysC*, NGAL

Application

The fluorescence intensity of test kits and analyte

concentration is positively correlated, which can be

measured according to the concentration of

appropriate mathe

matical models, applied to rapid and quantitative detection for medical center laboratory,
outpatient and emergency laboratory, clinical departments and other medical service stores and

medical examination center.



LanS$ionbio

YOUR HEALTHY LIFE, MY BEST CARE!

About
Our =
LansionBio
Company

Nanjing Lansion Biotechnology Co., Ltd (LansionBio) is a professional and influ-

ential manufacturer of medical equipment and IVD Reagent Antibody in China.
We focus on customer needs by providing high quality products of antigens,
antibodies, enzymes, nanomaterials and Immunofluorescence Quantitative
Analyzer etc.

LansionBio occupies an area of 5500 square meters, with 1000 square meters of
GMP manufacturing facilities and 1800 square meters of R&D laboratories.
Focus on developing immunochromatography, turbidimetry, chemilumines-
cence,molecular diagnostics and many other mature technology platforms. The
main products of the company are in IVD diagnostic antigens (natural antigens,
genetically engineered recombinant antigens), antibodies (monoclonal antibody,
polyclonal), fluorescent microspheres, etc., covering cardiovascular, kidney, hor-
mones, diabetes, infectious diseases, autoimmune diseases and other IVD fields.

LanS ionbio



» Test Items:

Category Test Item Category Test Item
COVID-19 Antigen TSH
(COVID-19) IgM/IgG Thyroid 173
COVID-19
SARS-CoV-2 Neutralizing Antibodies 174
COVID-19 Antigen (Self-test) B-HCG
Diabetes HbAlc AMH
CRP LH
Hormone
PCT FSH
SAA PRL
Inflammation
SAA/CRP Progesterone
PCT/CRP Gastric Function PG | /PG I
cTnl Bone metabolism 25-OH-VD
Myo
Cardiac cTnl /CK-MB/Myo
NT-proBNP
D-Dimer
H-FABP

Category Test Item

LS-1100

Analyzer LS-2100

LS-4000

New items are available soon!

Coagulation products

LA-100 Handheld Coagulation Analyzer

Lansion Biotechnology Co., Ltd.

New items are available soon!

Add: No.2 Qiande Road, Jiangning District, Nanjing, China
E-mail: biz@lansionbio.com

Web: en.lansionbio.com

Tel: +86-25-5857 7600 < € IVD
Fax: +86-25-5875 8600

& . ®
LanS ionbio

LS-1100

Dry Fluorescence Immunoassay Analyzer (Portable)
)

Quantitative

Rapid

Sensitive

Reliable

Accurate, Anytime and Anywhere

Lansion Biotechnology Co., Ltd.



LS' 1 100 Dry Fluorescence Immunoassay Analyzer (Portable)

» Analyzer Introduction:

LS-1100 uses the advanced method of Time-resolved Fluorescence Immunoassay (TRFIA), for the
in-vitro quantitative detection of bio-markers for diabetes, infectious diseases, cardiovascular

diseases, sex hormones, gastric diseases, thyroid function, tumors, COVID-19 and other diseases.

Application: laboratory, emergency, ICU, clinical laboratory, clinic, ambulance, field rescue
and other clinical departments, etc.

» Features:

Method Time-resolved Fluorescence Immunoassay (TRFIA)
Specimen Serum/Plasma/Whole Blood/Nasal swabs

Weight 1.3kg

Dimensions 225mm X 152mmX105mm (LXWXH)

Screen 7 inch touch screen

Data Storage 10000

Printer Built-in thermal printer

Battery Built-in lithium battery (standby time: 10hrs)
Communication RS232(LIS/HIS), USB

LanS ionbio

» Time-resolved Fluorescence Immunoassay (TRFIA) Method:

0.8
0.6

absorption
(£.10%) 0.4
0.2

0

large peak s

Eu-chelat

300 400 500 600
wave length (nm)

fluorescence
intensity %

Basic principle of TRFIA

TRFIA is super-sensitive detection technique characterized by specific fluorescence of rare earth

ions. It is not only highly sensitive, but also overcomes the instability of enzyme marker and is the

better choice for immunological detection. The high fluorescence intensity and long life of labeled

ionic chelates are beneficial to eliminate the influence of fluorescent substances in samples and

environment on the test results.

» Easy Operation:

»

Sample Dispense

Automatic Detection

Result Output



Lansion Biotechnology Co., Ltd.

Lan&g ionbia No.2 Qiande Road, Jiangning District, Nanjing, China
[ ]

Tel: 86-25-58775701 Fax: 86-25-87187780

Letter of Declaration

Date: May 24, 2022

To whom it may concern:

We Lansion Biotechnology Co., Ltd, address located at No.2 Qiande Road, Jiangning District, Nanjing,
China, hereby declare that the device:

LS-1100 Dry Fluorescence Immunoassay Analyzer
LS-4000 Dry Fluorescence Immunoassay Analyzer

manufactured by our company,can be installed and used within ambulances.
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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 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
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Contact person: Peter E-mail: peter@lotusnl.com
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Address: Koningin Julianaplein 10, 1e Verd, 2595AA, The Hague, Netherlands. = Address: Koningin Julianaplein 10,1¢ Verd, 2595AA, The Hague, Netherlands. %
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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
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Category:Others. Category:Others.
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Conformity assessment route: Declaration of Conformity IVDD Annex III. Conformity assessment route: Declaration of Conformity IVDD Annex IIL
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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
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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 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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Category:Others. Category:Others.
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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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Place: Nanjing,China
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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.
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® D-Dimer Test Kit(Dry Fluorescence Immunoassay)
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® NT-proBNP Test Kit(Dry Fluorescence Immunoassay)

)

IR

)

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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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.
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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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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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Contact person: Peter E-mail: peter@lotusnl.com
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Manufacturer: Lansion Biotechnology Co., Ltd.
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® TT3 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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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 1.
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Conformity assessment route: Declaration of Conformity VDD 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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Category: Others. ’.’{/4 2\:- Category: Others. 2%
. s P i i : i i =
Conformity assessment route: Declaration of Conformity IVDD Annex IIL. ,,//4 S Conformity assessment route: Declaration of Conformity IVDD Annex III. r{?
B @' @
i \S\ 2= Applicable Standards: =
Applicable Standards: ),%’ -):: »,?4
=3 Z, IS0 13485:2016 ENISO 18113-3:2011 EN 13612:2002 S
IS0 13485:2016 ENISO 18113-3:2011 EN 13612:2002 S 2 : - i 5
1SO 14971:2019 EN 13641:2002 IS0 23640:2015 = S 180 14971:2019 EN 13641:2002 50 23640:2015 %
ENISO 18113-1:2011 IS0 15223-1:2016 EN 62366-1:2015 =L Z ENISO 18113-1:20M 130 15083-1: 2014 agec-L201 R
i S Y ENISO 18113-2:2011 2
ENISO 18113-2:2011 oss: N . . . "’//-
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above Z _’,:" We, the manufacturer, here declare with sole responsibility that our product/s mentioned above :':;
me;t/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In \\\\\‘ 553‘:1 meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In | §3
= -~ : . . . . 1
Vitro Diagnostic Medical Devices. ,:{4 33 | Vitro Diagnostic Medical Devices.

2

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

We agree to develop, implement and maintain a documented post-production monitoring process. g:‘? ==
s >
{{’ Vs
S =
o) RS
Pess: -
Z S

(77 R
R

O
A

Signed on:

W

()

% | Signed on: Name of
: Positi

7
=
1

o

2
Nl

. i 5% Place: Nanjing,China Seal/8t :
Place: Nanjing,China § ’ s P §
'z Lansi @echnoloﬁ 7z
Z, Z
heo2 ‘$
S S
s, e
22:{’( 2
S i =

2R AR

WSS S G ENGNGEN SN

NN

s




R P R RS e, TR RN 7 R
R R R R e

!

RS

—
Y,

",

7
ANVl

A\ N 7 R
W

TR
(0
",

,..
2

L

)

X

DECLARATION OF CONFORMITY

ERAN

¥
2,

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.

RS
&‘}:}{’

KRS

0

European Representative: Lotus NL B.V.

(X0

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

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

2

In Vitro Diagnostic Directive:

® PRL Test Kit (Dry Fluorescence Immunoassay)

7,

*
O

Category: Others.

R
0

o
O

Conformity assessment route: Declaration of Conformity IVDD Annex III.

%
00
l‘\

7
3

W

Applicable Standards:

0
e

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

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.

150 15223-1:2016 EN 62366-1:2015

e AN s
Y

o \‘(
W

'!

(T

"
el

W

TR

o AN,

Signed on: Name of authorized signatory:

0

AN ey
W

%

_,/,’C

77

%)

X

0
00

Place: Nanjing,China

R

e

N
SRR

AN

o R o R RRR e vy NN 3

XN hr 4

S o ANy ¢ oo N o NN
! ;'@:;(/ﬁ'&f:f%{\\\}f&%\

A

5

5

'\\‘c

00K
QLR

()
S\

AN ey
R

b,

\NXTR
R

>
0

0

R

W8

7,
&5

N
.,

o
R

N

)

5

0

A

2

O
W%

0

.4
.l
2

)

.‘.—‘\‘;%

R

Y;

R,

5N

C€

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
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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.

= % S
Y % =
;\?3 Manufacturer: Lansion Biotechnology Co., Ltd. §'§ Manufacturer: Lansion Biotechnology Co., Ltd. "{/4

X
)

D

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.

%
5O AN,
R

W

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.

00

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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d sighitory,

Name of authérizes
Position held ifi:the co:gp?:ﬁ(y-{iﬁﬁneral Manager

Signed on: ,
2l —

Place: Nanjing,China J:h:?? /
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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.
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DECLARATION OF CONFORMITY
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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
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