ORDIN DE PLATA NR.: 2732 TIP.DOC. 1
DATA EMITERII:mar?i, 26 martie 2:

PLATITI: 9100-00 LEI: Noua Mii Una Suta lei 00 bani
PLATITOR: (R) "BIOSISTEM CONTUL DE PLATI/CODUL IBAN
MLD" S.R.L. MDO95ML000000002251429243

CODUL FISCAL :1010600028048 /

PRESTATORUL PLATITOR CODUL BANCITI:
BC"Moldindconbank"S.A. suc."Invest" Chisinau :MOLDMD2X329:
BENEFICIAR (R) IMSP CS Ial CONTUL DE PLATI/CODUL IBAN

oveni MD78VI000000225122431MDL

CODUL FISCAL :1013600022276 /

PRESTATORUL BENEFICIAR CODUL BANCITI:

B.C."VICTORIABANK"S.A. :VICBMD2X
DESTINATIA PLATII:Pentru garantia pentru: TIPUL TRANSFERULUI
oferta la procedura de achizi?ie public: NORMAL/URGENT :N:
a nr. ocds-b3wdpl-MD-1710852719638 din 2: :
8.03.2024 :
L.S

CODUL TRANZACTIEI:001:
DATA PRIMIRII:26/03/2024 : SEMNATURILE
DATA EXECUTARII: : EMITENTULUI

CONDUCATOR:Web Poiata Vitalie :
MITIGYwYJKoZIhvcNAQcCoIIGVDCCBIACAQExCzAJBgUrDgMCGgUAMASGCSgGSIb:

DQEHAaCCBGwwggROMIIDUKADAgECAhNHAAED]I 65avx+fXS1dAAAAAQOLMAOGCSq:
SIb3DQEBCWUAMCIxIDAeBgNVBAMTFONFULQxLUNBLUlvbGRpbmRjb25iYWS5rMB4 :

DTIOMDEyYNTExMzM1IN1oXDTI3MDEyYNTExXNDMINlowgZ8xCzAJBgNVBAYTAk1EMRA :
gYDVQQIEwWdNb2xkb3ZhMREwWDWYDVQQOHEwhDaGlzaWbhdTEWMBQGAIUEChMNQm1

(semnatura electronica)
CONTABIL-SEF:Web Nasedchin Alexandr :
MIIGZwYJKoZIhveNAQcCoIIGWDCCBLQCAQEXCZzAIJBgUrDgMCGgUAMASGCSqGSIb3:
DQEHAaCCBHAwWggRsMIIDVKADAgGECAhNHAAED1jjVd7aJ5r0rAAAAAQOKMAOGCSaG:
SIb3DQEBCWUAMCIXIDAeBgNVBAMTFONFULQxLUNBLUlVvbGRpbmRjb251YW5rMB4X:
DTIOMDEYNTExMzMzNVoXDTI3MDEyNTExXNDMzNVowgaMxCzAJBgNVBAYTAkKkI1EMRAwW :
YDVQQIEwWdNb2xkb3ZhMREwWDWYDVQQOHEwhDaGlzaWS5hdTEWMBQGA1UEChMNQm1 v

L.S. (semnatura electronica)
CONDUCATOR:

(semnatura manuala)
CONTABIL-SEF:

(semnatura manuala)
SEMNATURA PRESTATORUL L.S.

MOTIVUL R%g%ﬁ% gglned by Poiata Vitalie

_________ DatweT 20240327 7441 TEET—————— 7}
Reason: MoldSign Signature
Location: Moldova
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GUVERNUL
REPUBLICII
MOLDOVA

! I v I C b. t
\\ PORTALUL GUVERNAMENTAL _
AL CETATEANULUI §I AL UNITATILOR DE DREPT

SERVICIUL FISCAL DE STAT

CERTIFICAT

privind lipsa sau existenta restantelor fata de bugetul public national

Nr 1213048 Din - 19.03.2024 12:13
Ne or

DATE DESPRE CONTRIBUABIL / IHOOPMALA O HANOTOMNATENbLUMKE

Codul fiscal / Numarul de identificare
durckanbHbI Ko / VAeHTUdUKALMOHHBIA HOMep

1010600028048

Denumirea
HanmeHoBaHve

Societatea cu Raspundere Limitata BIOSISTEM MLD

ATESTAREA LIPSEI SAU EXISTENTEI RESTANTELOR CONFORM DATELOR SISTEMULUI
INFORMATIONAL AUTOMATIZAT / MOATBEPXOEHWE OTCYTCBUA MU HATUYMA
3AOOMKHOCTEWM COMMACHO AAHHBIM MHDPOPMALIMOHHOW ABTOMATU3UPOBAHHON
CUCTEMBI

La data emiterii prezentului certificat restanta fata de bugetul public national constituie
Ha paTy Bblgaym gaHHOM CNpaBKM 3a0MKHOCTb NEPE HaLMOHaNbHOM NYy6ANYHBIM BIOI)KETOM COCTaBNAET

0 MDL

VALABIL PANA LA / OEVICTBUTENEH OO 03.04.2024 12:13

Prezentul document este eliberat in temeiul Art. 29, alin. (3) din Legea cu privire la registre nr. 71/2007 si in
baza datelor furnizate de Serviciul Fiscal de Stat in Portalul Guvernamental al Cetateanului si al Unitétilor de
Drept / CripaBKa BblaHa B cooTBeTcBMe co cT. 29 n. (3) 3akoHa o peecTpax N2 71/2007 Ha OCHOBaHWN OaHHbIX,
NpPeAoCTOCTaBNEHHbIX [OCYAapCTBEHHON Hanorosol cnyxboii Ha [MopTane [MpaBuTenbcTBa [paxbaHVHa W
tOpunanyeckunx Inu,.

Generat si semnat de Portalul Guvernamental al Cetateanului si al Unitatilor de Drept la 19.03.2024 12:13

Prezentul certificat este semnat electronic in conformitate cu Legea nr.124 din 19.05.2022
CepTudukaT NOANMCaH 3NEKTPOHHOM MONANNCHIO B cooTBeTCBME ¢ 3akoHOM N2 124 07 19.05.2022

Certificatul este descarcat din Portalul Guvernamental al CeptTudukat ckayeH ¢ [paBuTenbCTBEHHOro  [llopTana
Cetateanului si al Unitatilor de Drept (mcabinet.gov.md) si  paxpgaHuHa w lOpuandeckux vy (mcabinet.gov.md) wu
este semnat electronic de catre posesorul acestui portal si  noagmMcaH 3NeKTPOHHOW MOANUCHIO BRafenbua nopTana u
are aceiasi valoare juridica ca si documentele eliberate pe  v“MeeT Takalo Xe IOPUAVYECKYID CWMY, KaK U [OKYMEHTb
suport de hartie de catre organele cu atributi de BbijaBaemble Ha bymare opraHamu Hanorosow
administrare fiscald. Verificarea autenticitati semnaturii  agmuHucTpauun.  MpoBepKy — MOAMVHOCTM  3NEKTPOHHO
electronice poate fi realizatd cu ajutorul Serviciului  MoANMCU MOXHO OCYLLECTBUTb C MOMOLLbIO OCYAapCBEHHOM
Guvernamental de Semnatura Electronica (msign.gov.md Cnyx60l1 3neKTpoHHO Moanuckio (msign.gov.md)


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

HaTta npepnoctaBneHus 28.03.2023 14:26:11

SITUATIILE FINANCIARE

pentru perioada 01.01.2022 -31.12.2022

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: 5 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
3559998 3384131
3533108 3363063



3.5. inventar si mobilier 085 26890 21068
3.6. alte mijloace fixe 086
4. Resurse minerale 090
5. Active biologice imobilizate 100
6. Investitii imobiliare 110
7. Avansuri acordate pentru imobilizari corporale 120 1162136 5250844
(10,060 1 101070 + 1. 80 # 4,090 + £ 100 4 110 + rd.120) 130 4722134 8634975
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 5346 13899
2. Active biologice circulante 250
3. Productia in curs de executie 260
4. Produse si marfuri 270 9147976 11123640
5. Avansuri acordate pentru stocuri 280
-(I;‘gt.:za:tg?i:gso + rd.260 + rd.270 + rd.280) 290 9153322 11137539
Il. Creante curente si alte active circulante
1. Creante comerciale curente 300 2182471 4552459
2. Creante ale partilor afiliate curente 310
inclusiv: creante aferente intereselor de participare 311
3. Creante ale bugetului 320 208171 27696
4. Creantele ale personalului 330
5. Alte creante curente 340
6. Cheltuieli anticipate curente 350
7. Alte active circulante 360 1608597 2268111
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 9861933 10281443
TOTAL ACTIVE CIRCULANTE
(rd.290 + rd.370 + rd.400 + rd.410) 420 23014494 28267248
-(rrg?;la ﬁcr.;IXZEO) 430 27736628 36902223
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 26634334 22485398
3. Profit net (pierdere neta) al perioadei de gestiune 570 13391573
4. Profit utilizat al perioadei de gestiune 580
(ra.550 10,560 + 8.570 + r.580) 590 26634334 35876971
V. Rezerve din reevaluare 600
VI. Alte elemente de capital propriu 610
(4,490 5 161300 4 16,540 + 590 + rc. 600 + . 610) 620 26639734 35862371
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 343711 5266
E 4. Datorii fata de partile afiliate curente 740
inclusiv: datorii aferente intereselor de participare 741
5. Avansuri primite curente 750 355528 143160
6. Datorii fata de personal 760 350 866
7. Datorii privind asigurarile sociale si medicale 770
8. Datorii fata de buget 780 150263 831429
9. Datorii fatd de proprietari 790
10. Venituri anticipate curente 800
11. Alte datorii curente 810 247042 39131
TOTAL DATORII CURENTE
(rd.710 + rd.720 + rd.730 + rd.740 + rd.750 + rd.760 + rd.770 + 820 1096894 1019852
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 27736628 36902223
SITUATIA DE PROFIT S| PIERDERE
de 12 01.01.2022 pind la31.12.2022
Anexa 2
Perioada de gestiune
Indicatori Cod rd.
precedenta curenta
1 2 3 4
Venituri din vinzaéri, total 010 38680547 40621876
din care:
011 37724557 39203671
venituri din vinzarea produselor si marfurilor
venituri din prestarea serviciilor si executarea lucrarilor 012 951393 1390733
venituri din contracte de constructie 013
venituri din contracte de leasing 014
venituri din contracte de microfinantare 015
alte venituri din vinzari 016 4597 27472
Costul vinzarilor, total 020 24434231 22086174
din care:
021 24433364 21991682
valoarea contabila a produselor si marfurilor vindute
costul serviciilor prestate si lucrarilor executate tertilor 022 92356
costuri aferente contractelor de constructie 023
costuri aferente contractelor de leasing 024
costuri aferente contractelor de microfinantare 025
alte costuri aferente vinzarilor 026 867 2136
Profit brut (pierdere bruta) (rd.010 - rd.020) 030 14246316 18535702
Alte venituri din activitatea operationala 040 5189 128694
Cheltuieli de distribuire 050 6076 15271
Cheltuieli administrative 060 1788732 3076978
Alte cheltuieli din activitatea operationala 070 1870642 1325483




Venituri financiare, total 090 1517765 1530710
din care:
091
venituri din interese de participare
inclusiv: veniturile obtinute de la partile afiliate 092
venituri din dobinzi 093 30619 250190
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 1487146 1280520
Cheltuieli financiare, total 100 249562 512939
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 249562 512939
Rezultatul: profit (pierdere) financiar(a) (rd.090 - rd.100) 110 1268203 1017771
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 1268203 1017771
rd.140)
Profit (pierdere) pina la impozitare (rd.080 + rd.150) 160 11854258 15264435
Cheltuieli privind impozitul pe venit 170 1450263 1872862
Profit net (pierdere neta) al perioadei de gestiune (rd.160 - 180 10403995 13391573
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

Pacnoucka

Pecnonnent

®uckanpubiii koa: 1010600028048, naumenoanue: BIOSISTEM MLD S.R.L.
IIpenocraBui otuér: RSF1 21

Ha ¢uckanbnbiit nepuoa: A/2022

Jara npenocrasnenus: 28.03.2023

Bpemennas MeTka oTuéTra 3apeructpupoBaHHoro B Cucreme DaeKTpoHHON OTUETHOCTU U
ornpasiernHoro B Mudopmarnmonnyro Cucremy BHC : 28.03.2023 14:26:11
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Pacnucka 2

PecnioneHt

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

IIpenocraBui otuér: RSF1 21

Ha ¢uckanbnbiit nepuoa: A/2022

Jara npenocrasnenus: 28.03.2023

BpeMennas MeTka oTuéra 3apeructpupoBannoro B Muadopmanuonnoit Cucteme HBC : 28.03.2023
14:55:24

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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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




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




BIOSISTEM-MLD S.R.L.

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

Lista fondatorilor Biosistem-mld SRL

Nr. Nume, Prenume IDNP

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




BIOSISTEM-MLD S.R.L.

Cod Fiscal: 1010600028048; IBAN: MD95ML000000002251429243;

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

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

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

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

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

. [Vitalie Poiata

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



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 five (5) 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 complies with all applicable Essential Requirements as set out in the Annex I, and
its technical documentation is performed following the requirements of the Annex IlI

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

Barcelona, November 6" 2012

Dr. Antonio Elduque
Managing director
BioSystems S.A.
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® Cortified Management

System

= ENISO 5001
® ENISO 13435

Biosystems S.A. Costa Brava 30, 08030 Barcelona (Spain) Tel. +34-93 311 00 00 Fax +34-93 346 77 99
biosystems@biosystems.es www.biosystems.es



CLINICAL CHEMISTRY — BIOCHEMISTRY:

a-Amylase-Direct

a-Amylase-EPS
a-Amylase-Pancreatic

Acid Phosphatase (ACP)

Alanine Aminotransferase (ALT/GPT)
Albumin

Alkaline Phosphatase (ALP)-AMP
Alkaline Phosphatase (ALP)-DEA
AspartateAminotranferase (AST/GOT)
Bilirubin (direct)

Bilirubin (total and direct)

Bilirubin (total)

Calcium — Arsenazo

Calcium — MTB

Cholesterol

Cholesterol HDL

Cholesterol HDL direct

Cholesterol HDL Precipitating reagent
Cholesterol LDL direct

Cholesterol LDL Precipitating reagent
Cholinesterase (CHE)

Citrate

Creatine Kinase (CK)
Creatine Kinase-MB (CK-MB)
Creatinine

Fructosamine

Fructose
g-Glutamyltransferase (g-GT)
Glucose

Iron — Chromazurol

Iron — Ferrozine

Iron Binding Capacity
Lactate Dehydrogenase (LDH)
Lactate Dehydrogenase (LDH) — IFCC
Lipase

Magnesium

Phosphorus

Protein (total)

Protein (urine)

Pyridoxal Phosphate
Triglycerides
Urea/BUN-Color
Urea/BUN-UV

Uric Acid

CLINICAL CHEMISTRY — TURBIDIMETRY::

a1-acid Glycoprotein
Albumin (Microalbuminuria)
Anti-Streptolysin O (ASO)
Antithrombin (Il
Apolipoprotein A-1 (Apo A-1)
Apolipoprotein B (Apo B)
b2-Microglobulin
Complement Component C3
Complement Component C4

C-Reactive Protein (CRP)
C-Reactive Protein-hs (CRP-hs)
Ferritin

Immunoglobulin A (IgA)
Immunoglobulin G (IgG)
Immunoglobulin M (IgM)
Prealbumin

Rheumatoid Factors (RF)
Transferrin

CLINICAL CHEMISTRY — MICROCOLUMN

CHROMATOGRAPHY:

17-Hydroxycorticosteroids

17-Ketosteroids

5-Aminolevulinic Acid (ALA) /
Porphobilinogen (PBG)

5-Hydroxyindoleacetic acid (5-HIAA)

Hemoglobin A1C
Hemoglobin A2
Metanephrines
Vanilmandelic Acid
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CLINICAL CHEMISTRY — STANDARDS and CALIBRATORS:

a-1-acid Glycoprotein Standard
Adenosine Deaminase (ADA) Standard
Albumin (Microalbuminuria) Standard
Anti-Streptolysin O (ASO) Standard
Antithrombin IIl Standard
Apolipoprotein A-l Standard
Apolipoprotein B Standard
b2-Microglobulin Standard

Bilirubin Standard

Biochemistry Calibrator

Biochemistry Calibrator (Human)

Cholesterol HDL/LDL Calibrator

CRP/CRP-hs Standard

Ferritin Standard

Hemoglobin A1C-Turbi (HbA1C-Turbi)
Standard

Prealbumin Standard

Protein Calibrators

Protein (urine) Standard

Rheumatoid Factors (RF) Standard

CLINICAL CHEMISTRY - INSTRUMENTS:

A15
A25

BA400
BTS-350

CLINICAL CHEMISTRY — BIOCHEMISTRY — REAGENTS

AUTOMATED SYSTEMS:

a-Amylase-Direct

a-Amylase-Pancreatic

Adenosine Deaminase (ADA)

Alanine Aminotransferase (ALT/GPT)

Albumin

Alkaline Phosphatase (ALP)-AMP

Alkaline Phosphatase (ALP)-DEA

Aspartate Aminotransferase
(AST/GOT)

Bilirubin (direct)

Bilirubin (total)

Calcium-Arsenazo

Cholesterol

Cholesterol HDL direct

Cholesterol LDL direct

Creatine Kinase (CK)
Creatine Kinase-MB (CK-MB)
Creatinine
g-Glutamyltransferase (g-GT)
Glucose

Iron Ferrozine

Lactate dehydrogenase (LDH)
Lipase

Magnesium

Phosphorus

Protein (total)

Protein (urine)

Triglycerides

Urea/BUN UV

Uric acid
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CLINICAL CHEMISTRY — TURBIDIMETRY — REAGENTS

AUTOMATED SYSTEMS:

Albumin (Microalbuminuria)
Anti-Streptolysin O (ASO)
Antithrombin [lI

Complement Component C3
Complement Component C4
C-Reactive Protein (CRP)
C-Reactive Protein-hs (CRP-hs)

Ferritin

Hemoglobin A1C-Turbi (HbA1C-Turbi)
Immunoglobulin A (IgA)
Immunoglobulin G (IgG)
Immunoglobulin M (IgM)

Rheumatoid Factors (RF)

Transferrin

CLINICAL CHEMISTRY — INTERNAL QUALITY CONTROL.:

ADA Controls

Biochemistry Control Serum (Human) |
Biochemistry Control Serum (Human) Il
Biochemistry Control Serum |
Biochemistry Control Serum Il

CK-MB Control Serum

Control Urine

Fertility Biochemistry Control
Hemoglobin A1C Control (Elevated)

Hemoglobin A1C Control (Normal)
Hemoglobin A2 Control

Lipid Control Serum |

Lipid Control Serum Il

Protein Control Serum |

Protein Control Serum II
Rheumatoid Control Serum |
Rheumatoid Control Serum Il

AUTOIMMUNITY - IFA (IMMUNOFLUORESCENCE):

Anti-Adrenal Cortex Antibodies (AACA)
Anti-Endomysium Antibodies (AEA)
Anti-Islet Cell Antibodies (AICA)
Anti-Keratin Antibodies (AKA)
Anti-Mitochondrial Antibodies (AMA)
Anti-nDNA antibodies (nDNA)
Anti-Neutrophil Cytoplasmic Antibodies
(ANCA)
Anti-Nuclear Antibodies HEp-2 (ANA
HEp-2)
Anti-Nuclear Antibodies RL (ANA-RL)
Anti-Skin Antibodies (ASA)
Anti-Smooth Muscle Antibodies (ASMA)
Anti-Striated Muscle Antibodies
(AStMA)

Anti-Thyroid Antibodies (ATA)

Autoantibodies DUO-HEp2/ML (DUO-
HEp2/ML)

Autoantibodies MsK/MsS (AA-
MsK/MsS)

Autoantibodies MsL/MsK/MsS (AA-
MsL/MsK/MsS)

Autoantibodies RK/RS (AA-RK/RS)

Autoantibodies RL/RK/RS (AA-
RL/RK/RS)

Autoantibodies RL/RKm/RS (AA-
RL/RKm/RS)

Glomerular Basement Membrane
Antibodies (GBMA)
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AUTOIMMUNITY — ELISA:

ANA Screening

Anti-Annexin V IgG/IgM (ANX)

Anti-b2-Glycoprotein 1 IgG/IgM
(b2GP1)

Anti-Cardiolipin Antibodies (ACA-
lgG/Ig)

Anti-Centromere B Antibodies (CENP-
B)

Anti-Citrullinated Protein Antibodies
(ACPA)

Anti-Deamidated Gliadin Peptides IgA
(DGP IgA)

Anti-Deamidated Gliadin Peptides IgG
(DGP IgG)

Anti-dsDNA Antibodies

Anti-GBM Antibodies - EIA (GBM)

Anti-Gliadin Antibodies (AGA-IgG/IgA)

Anti-Histones Antibodies (HIST)

Anti-Insulin Antibodies (INS)

Anti-Jo1 Antibodies

Anti-M2 Antibodies (M2)

Anti-MPO Antibodies

Anti-Nucleosome Antibodies (NCL)

Anti-Phospholipid IgG/IgM (APLA)

Anti-PR3 Antibodies

Anti-Ribosomal P Antibodies (Rib P)

Anti-Scl70 Antibodies

Anti-Sm Antibodies

Anti-Sm/RNP Antibodies

Anti-SSA (Ro) Antibodies

Anti-SSB (La) Antibodies

Anti-Thyroglobulin Antibodies (Anti-Tg)

Anti-Thyroid Peroxidase Antibodies
(Anti-TPO)

Anti-tTransglutaminase IgA Antibodies
(Anti- tTG IgA)

Anti-tTransglutaminase IgG Antibodies
(Anti- tTG IgG)

ASCA-IgG/IgA (ASCA)

ENA 4-Profile

ENA 6-Screening

AUTOINMUNIDAD - INSTRUMENTOS:
AUTOIMMUNITY - INSTRUMENTS:

iPRO

Page 4 of 5



RAPID TESTS — LATEX AGGLUTINATION:

Anti-Streptolysin O (ASO) - Slide
C-Reactive Protein (CRP) - Slide

Rheumatoid factors (RF) - Slide

INFECTIOUS IMMUNOLOGY — SYPHILIS:

RPR-Carbon

TPHA

INFECTIOUS IMMUNOLOGY - FEBRILE ANTIGENS:

Febrile Serodiagnostics Multiscreening
Febrile Serodiagnostics Salmonella
Brucella abortus

Brucella abortus, Rose Bengal
Proteus Ox19

Salmonella paratyphi AH
Salmonella paratyphi AO
Salmonella paratyphi BH
Salmonella paratyphi BO
Salmonella paratyphi CH
Salmonella paratyphi CO
Salmonella typhi H

Salmonella typhi O

Brucella Positive Control

Proteus Positive Control
Salmonella Positive Control
Serology Negative Control
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® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Annex to certificate

Standard

Certificate Registr. No. 01 100 6696
No. Location

/01 BIOSYSTEMS S.A.

Costa Brava 30

ISO 9001:2015

08030 Barcelona

Spain

/02 BIOSYSTEMS, S.A.
Pol. Ind. Can Tapiolas
Naves 12, 13, 21y 22

08110 Montcada i Reixac (Barcelona)

Spain

Wwww.tuv.com

2022-12-15

Scope

Design, development, manufacture,
distribution, installation and service of
instruments and reagents for:

- Clinical diagnostics.

- Agri-food analysis.

- Veterinary diagnostics.

Reagent labelling and assembly.
Storage of raw materials for instruments,
instruments and reagents for:

- Clinical diagnostics.

- Agri-food analysis.

- Veterinary diagnostics.

Dispatched of stored product.

bod

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kdln

Page 1 of 1

A TUVRheinland®

Precisely Right.



® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Certificate

Standard ISO 9001:2015

Certificate Registr. No. 01 100 6696

Certificate Holder: BIOSYSTEMS S.A.
Costa Brava 30
08030 Barcelona
Spain

including the locations according to annex

Scope: Design, development, manufacture, distribution, installation and
service of instruments and reagents for:
- Clinical diagnostics.
- Agri-food analysis.
- Veterinary diagnostics.
Reagent labelling and assembly.
Storage of raw materials for instruments, instruments and reagents
for:
- Clinical diagnostics.
- Agri-food analysis.
- Veterinary diagnostics.
Dispatched of stored product.

Proof has been furnished by means of an audit that the
requirements of 1ISO 9001:2015 are met.

Validity: The certificate is valid from 2022-12-19 until 2025-12-18.
First certification 1996

2022-12-15 @L\

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 KoIn
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Deutsche A TUVRheInIand@

Akkrediti tell . .
0-ZM-16031.01.00 Precisely Right.
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www.tuv.com




‘ Certiﬁcate TUVRheinland

‘ Quality Management System
EN ISO 13485:2016

Registration No.: SX 16957791

‘ Organization: BIOSYSTEMS S.A.
Costa Brava 30
08030 Barcelona

' Spain

Scope: Design and development, production, distribution and servicing
of instruments and reagents for clinical diagnostic.

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a
quality management system for medical devices.

Proof has been fumished that the requirements specified in the abovementioned standard are fulfill
management system is subject to yearly surveillance.

Report No.: 92648791-40
Effective date: 2022-12-12 0 J“
Expiry date: 2025-12-12 ] / b )
Issue date: 2022-12-12 VI
N Jarostaw Pyclik
= TUV Rheinland LGA Products GmbH
« DAKKkS Tillystrafle 2 - 90431 Nirnberg - Germany
. Deutsthe

= Akkreditierungsstelle
D-ZM-14163-01-02 1/2

7M20h 04.08 ®  TUV, TUEV and TUY are registered trademarks. Utilisation and application requites prior approval.




Certificate

Quality Management System
EN ISO 13485:2016

Registration No.: SX 1695779-1

Organization: BIOSYSTEMS S.A.
Costa Brava 30
08030 Barcelona
Spain

i ®
TUVRheinland

The scope of certification includes the following additional sites:

No. Facility

101 BIOSYSTEMS S.A.
Costa Brava 30
08030 Barcelona
Spain

/02 BIOSYSTEMS S.A.
Poligono Industrial Can Tapioles
Naves 12, 13, 21, 22
08010, Montcada i Reixac — Barcelona,

Spain
Report No.: 92648791-40
Effective date: 2022-12-12
Expiry date: 2025-12-12
Issue date: 2022-12-12
(( DAKKS
L Deutsche

Akkreditierungsstelle
D-ZM-14169-01-02

10030 h 0408 ®  TOV, TUEV and TUY are registered trademarks. Utilisation and application requires prior approval.

Scope

Design and development, production,
distribution and servicing of instruments
and reagents for clinical diagnostic.

Labelling and assembling of reagents,
warehousing and shipment of instruments
and reagents for clinical diagnostic.

eoﬂ‘.

. Jarostaw. Py
TUV Rheinland LGA Products GmbH
Tillystrale 2 - 90431 Nirnberg - Germany
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BioSystems

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



® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.
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® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.
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® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.
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® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.
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® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Annex to certificate

Standard ISO 9001:2015

Certificate Registr. No. 01 100 1832306

No. Location Scope

/01 c/o Dirui Industrial Co., Ltd. Design and Development, Manufacture and
Unified Social Credit Code: Sales of In Vitro Diagnostic Medical Test
91220101605902656F Systems

Registration Address:

95 Yunhe Street, New & High
Tech. Development Zone,
Changchun, 130012 Jilin,

P. R. China
Operation Address: same as
above

/02 c/o Dirui Industrial Co., Ltd. Design and Development, Manufacture and
Unified Social Credit Code: Sales of In Vitro Diagnostic Medical Test
91220101605902656F Systems

Registration Address: 95 Yunhe
Street, New & High Tech.
Development Zone,
Changchun, 130012 Jilin,

P. R. China

Operation Address: 3333 Yiju
Street, New & High Tech.
Development Zone,
Changchun, 130103 Jilin,

P. R. China
2021-04-19 /&1%/)

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 KéIn
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® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

www.tuv.com

Certificate

Standard

Certificate Registr. No.

Certificate Holder:

Scope:

Validity:

1SO 9001:2015
01 100 1832306

Dirui Industrial Co., Ltd.

Unified Social Credit Code: 91220101605902656F
Registration Address: 95 Yunhe Street,

New & High Tech. Development Zone,
Changchun, 130012 Jilin, P. R. China

Operation Address: same as above

including the locations according to annex

Design and Development, Manufacture and Sales of in Vitro
Diagnostic Medical Test Systems

Proof has been furnished by means of an audit that the
requirements of ISO 9001:2015 are met.

The certificate is valid from 2021-05-03 until 2024-05-02.

It remains valid subject to satisfactory surveillance audits.
First certification 2018

This certificate information can be searched on CNCA official
website http://www.cnca.gov.cn

2021-04-19 /&(%/b

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kéln
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® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

www.tuv.com

Certificate

Standard

Certificate Registr. No.

Organization:

Site:

Scope:

Validity:

1SO 9001:2015
01 100 1832306/01

Dirui Industrial Co., Ltd.
95 Yunhe Street, New & High Tech. Development Zone,
Changchun, 130012 Jilin, P.R. China

c/o Dirui Industrial Co., Ltd.

Unified Social Credit Code: 91220101605902656F
Registration Address: 95 Yunhe Street, New & High Tech.
Development Zone, Changchun, 130012 Jilin, P. R. China
Operation Address: same as above

Design and Development, Manufacture and Sales of In Vitro
Diagnostic Medical Test Systems

Proof has been furnished by means of an audit that the
requirements of ISO 9001:2015 are met.

The certificate is valid in conjunction with the main certificate 01
100 1832306 from 2021-05-03 until 2024-05-02.

It remains valid subject to satisfactory surveillance audits.

This certificate information can be searched on CNCA official
website http://www.cnca.gov.cn

2021-04-19 /&4%/)

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Koln

(( DAKKS

Deutsche

A TUVRheinland®
Akkreditierungsstelle

D-ZM-16031-01-00 Precisely nght



® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

www.tuv.com

Certificate

Standard

Certificate Registr. No.

Organization:

Site:

Scope:

Validity:

1SO 9001:2015
01 100 1832306/02

Dirui Industrial Co., Ltd.
95 Yunhe Street, New & High Tech. Development Zone,
Changchun, 130012 Jilin, P. R. China

c/o Dirui Industrial Co., Ltd.

Unified Social Credit Code: 91220101605902656F
Registration Address: 95 Yunhe Street,

New & High Tech. Development Zone,
Changchun, 130012 Jilin, P. R. China

Operation Address: 3333 Yiju Street,

New & High Tech. Development Zone,
Changchun, 130103 Jilin, P. R. China

Design and Development, Manufacture and Sales of In Vitro
Diagnostic Medical Test Systems

Proof has been furnished by means of an audit that the
requirements of ISO 9001:2015 are met.

The certificate is valid in conjunction with the main certificate 01
100 1832306 from 2021-05-03 until 2024-05-02.

It remains valid subject to satisfactory surveillance audits.

This certificate information can be searched on CNCA official
website http://www.cnca.gov.cn

2021-04-19 /&4%/)

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Koln

(( DAKKS

Deutsche

A TUVRheinland®
Akkreditierungsstelle

D-ZM-16031-01-00 Precisely nght



Certificate

. ®
TUVRheinland

Quality Management System

EN ISO 13485:2016

Registration No.:

Organization:

Scope:

SX 21010451

Dirui Industrial Co., Ltd.
95 Yunhe Street, New & High Tech. Development Zone, Changchun,
130012 Jilin, P.R. China

Design and Development, Manufacture and Distribution of In-vitro
Diagnostic Analyzers and In-Vitro Diagnostic Test Kits used in the
Detection of Blood Analyte, Cancer, Cardiac Markers, Coagulation Blood,
Endocrine Disorders, Immune Status, Protein Metabolism, Sexually
Transmitted Diseases, Infectious Disease, Therapeutic Drug Monitoring,
Disease Status, Renal Function Assessment, Liver Function Assessment,
Pancreas Function Assessment, Blood Fat Test, Physiological Markers,
Nucleic Acid Extraction Reagent and Specimen Receptacle for Clinical
Laboratory Use.

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a
quality management system for medical devices.

Proof has been furnished that the requirements specified in the abovementioned standard are fulfilled. The quality
management system is subject to yearly surveillance.

Report No.:
Effective date:
Expiry date:
Issue date:

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

190131562 110
2021-04-30
2023-03-01
2021-05-08

TUV Rhelfifapn-L
TillystraBe 2 - 9 2

10/020d 0408 ®

TUV, TUEV and TUV are registered trademarks. Utilisation and app!

fication requires prior approval




Certificate

e ®
TUVRheinland

Quality Management System

EN ISO 13485:2016

Registration No.:

Organization:

SX2101045-1

Dirui Industrial Co., Ltd.
95 Yunhe Street, New & High Tech. Development Zone, Changchun,
130012 Jilin, P.R. China

The scope of certification also covers the following:

No. Facility

/01 c/o Dirui Industrial Co., Ltd.

Scope

Design and Development, Manufacture of In-

95 Yunhe Street, New & High Tech. Vitro Diagnostic Test Kits used in the

Development Zone, Changchun,
130012 Jilin, P.R. China

Report No.:
Effective date:
Expiry date:
Issue date:

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Detection of Blood Analyte, Cancer, Cardiac
Markers, Coagulation Blood, Endocrine
Disorders, Immune Status, Protein
Metabolism, Sexually Transmitted Diseases,
Infectious Disease, Therapeutic Drug
Monitoring, Disease Status, Renal Function
Assessment, Liver Function Assessment,
Pancreas Function Assessment, Blood Fat
Test, Physiological Markers, Nucleic Acid
Extraction Reagent and Specimen
Receptacle for Clinical Laboratory Use.

190131562 110
2021-04-30
2023-03-01
2021-05-08

TillystraRe 2 4d43iEMfrnberg Germany

2/3

10/020d 0408 ®
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" ®
TUVRheinland

Certificate

Quality Management System
EN ISO 13485:2016

Registration No.: SX 2101045-1

Organization: Dirui Industrial Co., Ltd.
95 Yunhe Street, New & High Tech. Development Zone, Changchun,
130012 Jilin, P.R. China

The scope of certification also covers the following:

/02 c/o Dirui Industrial Co., Ltd. Design and Development, Manufacture and
3333 Yiju Street, New & High Tech. Distribution of In-vitro Diagnostic Analyzers
Development Zone, Changchun, used in the Detection of Blood Analyte,
1301083 Jilin, P.R. China Cancer, Cardiac Markers, Coagulation Blood,

Endocrine Disorders, Immune Status, Protein
Metabolism, Sexually Transmitted Diseases,
Infectious Disease, Therapeutic Drug
Monitoring, Disease Status, Renal Function
Assessment, Liver Function Assessment,
Pancreas Function Assessment, Blood Fat
Test, Physiological Markers for Clinical
Laboratory Use.

Report No.: 190131562 110
Effective date: 2021-04-30
Expiry date: 2023-03-01
Issue date: 2021-05-08

-\ 14 Jing Zhang
TUV Rigijfand L&AProducts GmbH
« DAKKS TillystraRe 2 - érnberg - Germany

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02 3/3

10/020d 0408 @ TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.



1

Representative :

Medical
Device :

c € Declaration of Conformity c €

According to the In Vitro Diagnostic Medical Devices Directive 98/79/EC

Manufacturer: Dirui Industrial Co., Ltd.
95 Yunhe Street New& High Tech. Development Zone
Changchun  Jilin 130012 P.R. China
Authorized Emergo Europe

The Netherlands

Molenstraat 15 2513 BH The Hague

Product Name:

Reagent strips for Urinalysis

IVDD-Classification: Professional use

Lot/batches/Serial mber, Type, Periods of manufacture

(where applicable)
DIRUI 1 ITEMS (GLU)
DIRUI 2 ITEMS (PRO,GLU)
DIRUI 3 ITEMS(PRO,PH,GLU)

DIRUI 4 ITEMS (PRO,PH.BLD,GLU)

DIRUI 1 ITEMS (KET)

DIRUI 1 ITEMS (PRO)
DIRUI 2 ITEMS( KET,GLU)

DIRUI 3 ITEMS (PRO, KET,GLU)
DIRUI 4 ITEMS (PRO,PH,SG,GLU)

DIRUI 5 ITEMS (PRO,PH, BLD,KET,GLU)

DIRUI 8 ITEMS DIRUI H8

DIRUI 9 ITEMS

DIRUI A10 DIRUI H10 DIRUI E10 DIRUIM10 DIRUI H10-800
DIRUI H11 DIRUI H11-MA  DIRUI H11-800

DIRUI H11-800MA DIRUI H12-800MA

DIRUI H13-Cr DIRUI H14-Ca

DIRUI H13-Cr (H-800)

DIRUI H14-Ca (H-800)

The undersigned hereby declares that the In Vitro Diagnostic medical device as
specified above conforms with the essential requirements listed in the Annex 1
of the European In Vitro Diagnostic Medical Device Directive 98/79/EC(IVDD)

This declaration of conformity is based on the European In
Vitro Diagnostic Medical Device Directive98/79/EC, Annex lIl.

Valid Since
May 9™ 2012
Changchun, China

(place and date of issue)

Yu Ge ZL0Uo—4 N\
Dirui Industrial

X IR

W\
N

Representative: - - -

S
(name and signaturé ergquivalent ~
marking of authorized person)




C€

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
— Mr. Xu Xin
Valid from May, 2018 to May, 2023 General Manager



bk THEEIENEFFRX Add: Jurong Economic and Delvelopment Zone
BRgm: 212400 Z.P:212400

MHl: +86 051180775555 Tel: +86 0511 80775555
CLINDIAG SYSTEMS CO., LTD 1£H: +86 051180770077 Fax: +86 0511 80770077

Manufacturer’s Authorization
Date: 11 / 09 / 2019

To whom it may concern,

We, CLINDIAG SYSTEMS CO., LTD, locating at #29 Zhiyuan Road, Jurong Economic
Development Zone, Zhenjiang, China, do hereby authorize: Biosistem-mld SRL, with business office
at Albisoara 16/1 ap.7, Chisinau, Republic of Moldova, to be our official representative for

registration of all our products in Moldova.

The authorization period is valid one year from issue date and automatically renewable if no
termination letter is issued by either part.

Neither this Letter of Authorization nor any further extension, will impose any obligation or grant any
rights regarding further distribution of Product, nor allow any party to seek compensation for goodwill
developed during the term of Letter of Authorization or any further extension.

Yours faithfully,

/

Signed: Mu Zhicheng

In the capacity of: General Manager

Name: CLINDIAG SYSTEMS CO., LTD

B 45 (License): 321183000201511110080 & R85 (Credit number): 913211830782629327



Certificate CN19/42081

The management system of

CLINDIAG SYSTEMS CO., LTD.

29, Zhiyuan Road, Jurong Economic Development Zone,
Zhenjiang City, Jiangsu Province, 212400, P.R. China.

has been assessed and certified as meeting the requirements of

ISO 13485:2016
EN ISO 13485:2016

For the following activities

Design, Development, Production, Marketing and Service of Fully
Automatic Biochemistry Analyzer, Semi-Automatic Biochemistry
Analyzer, Haematology Analyzer, Microplate Reader, Coagulometer,
Microplate Washer, Platelet Function Analyzer, Electrolyte Analyzer,
Auto POCT Chemistry Analyzer

This certificate is valid from 4 June 2019 until 3 June 2022

- and remains valid subject to satisfactory surveillance audits.
Re certification audit due before 29 March 2022

Issue 1. Certified since 4 June 2019

Mulhple certificates have been issued for this scope
 The main certificate is numbered CN19/42078.00

P

UKAS
MANAGEMENT
: SYSTEMS
SGS United Kingdom Ltd
Rossmore Business Park Ellesmere Port Cheshire CHB5 3EN UK 0005

t +44 (0)151 350-6666 f+44 (0)151 350-6600 www sas com
HC SGS 13485 2016 0118
Page 10f 1



REGISTRATION NO. 04719Q10805R0S

CERTIFICATE
OF QUALITY MANAGEMENT SYSTEM

This is to certify that the quality management system of

Clindiag Systems Co., Ltd.

Registered Address: No.29 Zhiyuan Road, Jurong Economic Development
Zone, Jiangsu Province, P.R.China Postcode: 212400
Manufacturing Address: No.29 Zhiyuan Road, Jurong Economic

Development Zone, Jiangsu Province, P.R.China

Has been assessed and conformed to the following standard(s)
GB/T19001-2016idt 1ISO 9001:2015

The certificate is valid for the following scope:
The Design, Development, Production and Service of

Semi-Automatic Biochemistry Analyzer, Coagulometer Analyzer,
Semi-Automatic Electrolyte Analyzer, Semi-Automatic Microplate
Reader, Microplate Washer, Automatic Urine Analyzer And Urine
Test Strips, Fully Automatic Biochemistry Analyzer, Fully

Automatic Hematology Analyzer,

Date of issue: July 16, 2019
Date of expiry: July 15, 2024

Dil‘CCtOI’: : ASAL /
e BELJING HHUA GUANG CERTIFICATION

OF MEDICAL DEVICES CO., LTD.

MANAGEMENT SYSTEM
CNAS C047 -Q

Note:The Certificate Information are available on the official website of Certification and Accreditation Administration of
the Peonle’s Republic of China (www.cnca.eov.cn) or the Website of CMD (www.cmdc.com.cn).
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Inseritn R M. Barcelona, tomo 4,538, fols

BioSystems

Prin prezenta compania Biosystems SA producatorul
Analizorului biochimic A-15/ A-25 / BA-400 confirma faptul,
cd produsele urmatoare sunt certificate de DECLARATIA DE
CONFORMITATE CE Ne Ref . I-010 fiind parte integrald si
indispensabild al aparatului A-15/ A-25 / BA-400:

Rotor de reactie AC11485

Cuva pentru ser AC10770

Solutie concentrata de spalare BO13416

Solutie de sistem BO11524

Lampa Halogena LA10429

Ac pentru dozare AC11500

Reactivi biochimici, turbidimetrici, cromatografici,
standarde, controale, aglutinatie latex, indicate in anexa
declaratiei de conformitate CE.

el el ol o

Produsele sus mentionate sunt confectionate in conformitate
cu standardele ISO 9001 si ISO 13485.

. SRR > /’ 7‘7‘\,
/ 4 .( \
/,/" 41" \"-
: | FS i
i\ !
n = /|
/
i

Xavier Palomar
Area Manager
27-April-2011

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



DIAMOND’

Bl ABENDBTIES

LETTER OF AUTHORIZATION

Date: September 10, 2019

To whom it may concern,

Dismond Diagnostics Inc.

333 Fiske Street » Holliston, MA 01746 USA
508.424.0450 « Fax: 500.428.0452
diamonddiagnostics.com

Diamond Diagnostics Inc., (hereinafter referred to as DD), having its registered office at 333 Fiske Street,
Holliston, MA 01746, USA, Biosistem-mld SRL, with business office at Albisoara 16/1 ap.7, Chisinau,
Republic of Moldova, to participate on any tender with the entire range of the SmartLyte and its
consumables (hereinafter referred to as PRODUCTS) and as an official representative for registration of

all our products in Moldova.

The Letter of Authorization is valid until 31t of December 2023, but may be freely withdrawn at any

time.

;/

7 / o s

i

i

Yours sincerely,

Eli Gallo
Regional Sales Manager
Diamond Diagnostics

DIAMOND

DlAGNOBTICS

Diamond Diagnostics, Inc.
333 Fiske Street

Holliston, MA 01746 USA
508.420.0450 * Fax: 50_8.429.0452
www.diamonddiagnostics.com

The Smart Lab Solution %/




DIAMOND

DIAGNDOSBTICS

DECLARATION OF CONFORMITY

Diamond Diagnostics, Inc. hereby ensures and declares that the product(s) listed below
comply with the requirement of the European Union In Vitro Diagnostics Medical Device
Directive 98/79/EC.

A Diamond Diagnostics, Inc. ezaton kijelenti és biztositja, hogy az alabb felsorolt termékek megfelelnek az In Vitro Diagnosztikai
Orvostechnikai eszkdzokrél sz6l6 Eurépai Unios 98/79/EC iranyelvben foglaltaknak

Diamond Diagnostics, Inc. versichert und erkla hiermit, daR die im Folgenden aufgefuhrten Produkte den Auflagen der IVD-Richtlinie fur In-
vitro-Diagnostika der Européaischen Union (98/79/EC) entsprechen.

Diamond Diagnostics, Inc. assure et declare par la présente que le(s) produit(s) listé(s) c- dessous sont conformes aux exigencies de la
directive européenne 98/79/CE relative aux dispositifs médicaux de diagnostici in vitro.

Diamond Diagnostics, Inc. asegura y declara que los productos listados a continuacién cumplen con los requisites establecidos en la directive
98/79/EC de la Comunidad Europea para dispositivos medicos de diagnostic in vitro.

Diamond Diagnostics, IncHFFA I TR MRS T RS 7239198/ 79/ ECHERFBILNEDR,

Diamond Diagnostics, Inc. assegurar e declara que o produtos listado abaixo cumprir com os requisitos estabelecido no directiva 98/79/EC do
Comunidade Européia de dispositivos médicos de diagndstico in vitro.

Diamond Diagnostics, Inc. rapaHTMpyeT v 3asiBMsIET, YTO NEPEYNCTIEHHDBIE HIKE NPOAYKTbI COOTBETCTBYIOT TpeboBaHWsAM
OupektuBbl 98/79/EC EBpoONencKoro corsa 0 MeanumMHCKOM 060pyaoBaHMM AN AMarHoCTuky In-vitro.

Vitro Diagnostica Medical Device 98/79EC daslaill (& da jaall (a5 s¥1 alas¥) cilallaia wa (381 5 oliaf 3 K2l Cilaiial)
Ol 355 5 7 el (S 532 Lla 23 gl 4S i

Diamond Diagnostics, Inc. dichiara ed assicura che | prodotti qui elecati sono conformi ai requisiti della direttiva comunitaria 98/79/CE relative
ai dispostivi medico-diagnostici in vitro.

Product(s) / Termék(ek) / Produkt(e) / Produit(s) / Producto(s) / 7 8) / Produto(s) / poxyxr (b1) / (&) gl / Prodott(i) ;

Diamond Electrolyte Analyzers
Model: GEMLYTE, SMARTLYTE, SMARTLYTE PLUS,
CARELYTE, CARELYTE PLUS, PROLYTE
(AR) Authorized Representative

Diamond Diagnostics Kit.
6 Oradna Street

& 1044 Budapest Hungary
Tel: + 3617872222 Fax: + 3617872255
Authorized AN
Officer: Date: 30 April, 2018

7 Kathy Fisher
Global Quality Manager

Quality Systems Registration
ISO 13485:2016
ISO 9001:2015

Conformity Assessment Procedure
Annex Ill, Self-Declared

Manufacturer’s Name: Diamond Diagnostics, Inc. (USA)

Manufacturer’s Address: 333 Fiske Street
Holliston, MA 01746 USA
Tel: +1 (508) 429-0450 c €
Fax: +1 (508) 429-0452

The names of various manufacturers and their instruments referred to herein may be protected by trademark or other law, and are used herein solely for purpose of reference. Diamond
Diagnostics, Inc. expressly disclaims any affiliation with them or sponsorship by them.

ECO# 8874 SOP16-2622F Revision 14 Effective Date: 05/01/18 Page 1 of 1




MAGYAR SZABVANYUGY! TESTULET
HUNGARIAN STANDARDS INSTITUTION

H-1082 Budapest, Horvath Mihaly tér 1.

Tanusitiuk, hogy a
We certify that the Management System of

Diamond Diagnostics Inc. Magyarorszagi Fioktelepe
H-1044 Budapest, Oradna utca 6.
Tandusitott székhely: H-1044 Budapest, Oradna utca 6.

iranyitasi rendszere megfelel a szabvany kévetelményeinek a kdvetkez6 alkalmazasi teriileten:
ionszelektiv laboratériumi mérémiiszerek és alkatrészek, fogyoéanyagok gyartasa és
klinikai diagnosztikai késziilékek feldjitasa
meets the requirements of the standard for the following activities:

the manufacture of blood electrolyte systems, consumabies and
re-manufacture of clinical diagnostic equipment

MSZ EN ISO 13485:2016 (ISO 13485:2016)

A tanusitasi okirat érvényes / The certificate is valid: 2020. 12. 21. — 2023. 06. 21.

Ez a tanusitvany az MSZT altal évente kiadott fenntartasi hatarozattal egyutt ervényes.
This certificate is valid together with the maintenance decision annually issued by MSZT.
A tanusitasi okirat szama / Reg. numper: 503/1342(2)

Budapest, 2020. december 21.

Az els6 tanusitas datuma / Date of the first certification: 2014. 06. 26.




THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

MSZT has issued an IQNet recognized certificate that the organization:
Diamond Diagnostics Inc.

ld [ ] e P
Magyarorszagi Fioktelepe
H-1044 Budapest, Oradna utca 6.

Certified headquarters: H-1044 Budapest, Oradna utca 6.

has implemented and maintains a
Quality Management System

for the following scope

the manufacture of blood electrolyte systems, consumables and
re-manufacture of clinical diagnostic equipment

which fulfils the requirements of the following standard:

ISO 13485:2016

Issued on: 21-12-2020
First issued on: 26-06-2014
Expires on: 21-06-2023

This attestation is directly linked to the IQNet Partner’s original certificate and shall not be used as a
stand-alone document

Registration Number: HU-MSZT-503/1342(2)-1262(2)

L//
‘ Alex Stoichitoiu Gydrgy Ponyai K&%}))
RN SRERRS S President of IQNet General Director of MSZT MeE

IQNet Partners™:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group
USA FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.iqnet-
certification.com
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NAH-4-0044/2018
IRANYITASI RENDSZEREKET

TANUSITO SZERVEZET THE INTERNATIONAL CERTIFICATION NETWORK

MAGYAR SZABVANYUGY! TESTULET
HUNGARIAN STANDARDS INSTITUTION

H-1082 Budapest, Horvath Mihaly tér 1.

Tanusitjuk, hogy a
We certify that the Management System of

Diamond Diagnostics Inc. Magyarorszdagi Fioktelepe

H-1044 Budapest, Oradna utca 6.
Tanusitott székhely: H-1044 Budapest, Oradna utca 6.

iranyitasi rendszere megfelel a szabvany kévetelményeinek a kévetkezé alkalmazasi tertleten:
ionszelektiv laboratériumi mérémiiszerek és alkatrészek, fogyoanyagok gyartasa és
klinikai diagnosztikai késziilekek feltjitasa

meets the requirements of the standard for the following activities:
the manufacture of blood electrolyte systems, consumables and re-manufacture of
clinical diagnostic equipment

MSZ EN ISO 9001:2015 (ISO 9001:2015)

A tanusitasi okirat érvenyes / The certificate is valid: 2020. 12. 21. — 2023. 06. 21.

Ez a tanusitvany az MSZT altal évente kiadott fenntartasi hatarozattal egyutt érvényes.
This certificate is valid together with the maintenance decision annually issued by MSZT.
A tanusitasi okirat szama / Reg. number: 503/1341(2)

Budapest, 2020. december 21.

Az els6 tanusitas datuma / Date of the first certification: 2014. 06. 26.
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

MSZT has issued an IQNet recognized certificate that the organization:
Diamond Diagnostics Inc.

L [ ] e P
Magyarorszagi Fioktelepe
H-1044 Budapest, Oradna utca 6.

Certified headquarters: H-1044 Budapest, Oradna utca 6.

has implemented and maintains a
Quality Management System
for the following scope

the manufacture of blood electrolyte systems, consumables and
re-manufacture of clinical diagnostic equipment

which fulfils the requirements of the following standard:

ISO 9001:2015

Issued on: 21-12-2020
First issued on: 26-06-2014
Expires on: 21-06-2023

This attestation is directly linked to the IQNet Partner’s original certificate and shall not be used as a
stand-alone document

Registration Number: HU-MSZT-503/1341(2)-1261(2)

§ o -
1 .
= \/?\:f@

e E ,:*:}M@t P Alex Stoichitoiu Gydrgy Ponyai KKL . J))
e s — President of IQNet General Director of MSZT Mgz
IQNet Partners*:

AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group
USA FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-
certification.com



DIAMON

DECLARATION OF CONFORMITY

Diamond Diagnostics Inc. hereby ensures and declares that the product(s) listed below
comply with the requirement of the European Union In Vitro Diagnostics Medical Device
Directive 98/79/EC.

A Diamond Diagnostics Inc. ezuton kijelenti és biztositja, hogy az alabb felsorolt termékek megfelelnek az In Vitro Diagnosztikai
Orvostechnikai eszkdzokrél sz6l6 Eurépai Unios 98/79/EC iranyelvben foglaltaknak.

Diamond Diagnostics Inc. versichert und erkla hiermit, daf? die im Folgenden aufgefiihrten Produkte den Auflagen der IVD-Richtlinie fur In-
vitro-Diagnostika der Europaischen Union (98/79/EC) entsprechen.

Diamond Diagnostics Inc. assure et declare par la présente que le(s) produit(s) listé(s) c- dessous sont conformes aux exigencies de la
directive européenne 98/79/CE relative aux dispositifs médicaux de diagnostici in vitro.

Diamond Diagnostics Inc. asegura y declara que los productos listados a continuacion cumplen con los requisites establecidos en la directive
98/79/EC de la Comunidad Europea para dispositivos medicos de diagnostic in vitro.

Diamond Diagnostics Inc. B#R3 75 B LUF 51l W M7= SRR S WOMIL I R S TR M2 BT 230KAY 98/ T9/ECHE R RT S B9 E R

Diamond Diagnostics Inc. assegurar e declara que o produtos listado abaixo cumprir com os requisitos estabelecido no directiva 98/79/EC do
Comunidade Européia de dispositivos médicos de diagndstico in vitro.

Diamond Diagnostics Inc. rapaHTupyeT © 3asBfseT, 4YTO TNEpeYNCNEHHblE HWXEe MPOAYKTbl COOTBETCTBYIOT TpeboBaHMsam
OupexTuebl 98/79/EC EBponeiickoro coto3a 0 MeauLMHCKOM obopyaoBaHuM Ans AUarHoCcTuKK In-vitro.

Vitro Diagnostica Medical Device 98/79EC 4aslaill (8 da jaall o ) oW1 alai¥) Slllaia xa (381 635 oLial 3 ) 3l Cilaiiall
OV XS5 gz el (S g3 Ll 23 gald 4S ) )

Diamond Diagnostics Inc. dichiara ed assicura che | prodotti qui elecati sono conformi ai requisiti della direttiva comunitaria 98/79/CE relative
ai dispostivi medico-diagnostici in vitro.

Product(s) / Termék(ek) / Produkt(e) / Produit(s) / Producto(s) / /it S) / Produto(s) / Ipomyxr (1) / (3) zill/ Prodott(i) ;

Model: Mission Controls

Quality Controls:
DD-92001 Mission Control Level 1

DD-92002 Mission Control Level 2
DD-92003 Mission Control Level 3
DD-92004 Mission Control Level 4
DD-92123 Mission Control Level 1-2-3

DD-92900 Mission Complete Linearity
Control

DD-96001 Mission Trinity B Level 1
DD-96002 Mission Trinity B Level 2
DD-96003 Mission Trinity B Level 3

DD-97001 Mission Trinity R Level 1
DD-97002 Mission Trinity R Level 2
DD-97003 Mission Trinity R Level 3
DD-97123 Mission Trinity R Level 1-2-3

DD-96123 Mission Trinity B Level 1-2-3

(AR) Authorized Representative
Diamond Diagnostics Kit.

6 Oradna Street

1044 Budapest Hungary

Tel: + 3617872222 Fax: + 3617872255

Aprky %o
Officer: Date: 28 December, 2017
7 K&thy Fisher

Global Quality Manager Quality Systems Registration
ISO 13485:2016

1ISO 9001:2015

Manufacturer’s name:
Manufacturer’s address:

Diamond Diagnostics Inc. (USA)
333 Fiske Street

Conformity Assessment Procedure
Holliston, MA 01746 USA
Tel: +1 (508) 429-0450

Annex lll, Self-Declared
Fax: +1 (508) 429-0452 C €

The names of various manufacturers and their instruments referred to herein may be protected by trademark or other law, and are used herein solely for purpose of reference. Diamond
Diagnostics Inc. expressly disclaims any affiliation with them or sponsorship by them.

ECO# 8757 SOP16-2620F Revision 13 Effective Date: 12/28/17 Page 1 of 1




DIAMOND

DIAGNDOSBTICS

DECLARATION OF CONFORMITY

Diamond Diagnostics, Inc. hereby ensures and declares that the product(s) listed below
comply with the requirement of the European Union In Vitro Diagnostics Medical Device
Directive 98/79/EC.

A Diamond Diagnostics, Inc. ezaton kijelenti és biztositja, hogy az alabb felsorolt termékek megfelelnek az In Vitro Diagnosztikai
Orvostechnikai eszkdzokrél sz6l6 Eurépai Unios 98/79/EC iranyelvben foglaltaknak

Diamond Diagnostics, Inc. versichert und erkla hiermit, daR die im Folgenden aufgefuhrten Produkte den Auflagen der IVD-Richtlinie fur In-
vitro-Diagnostika der Européaischen Union (98/79/EC) entsprechen.

Diamond Diagnostics, Inc. assure et declare par la présente que le(s) produit(s) listé(s) c- dessous sont conformes aux exigencies de la
directive européenne 98/79/CE relative aux dispositifs médicaux de diagnostici in vitro.

Diamond Diagnostics, Inc. asegura y declara que los productos listados a continuacién cumplen con los requisites establecidos en la directive
98/79/EC de la Comunidad Europea para dispositivos medicos de diagnostic in vitro.

Diamond Diagnostics, IncHFFA I TR MRS T RS 7239198/ 79/ ECHERFBILNEDR,

Diamond Diagnostics, Inc. assegurar e declara que o produtos listado abaixo cumprir com os requisitos estabelecido no directiva 98/79/EC do
Comunidade Européia de dispositivos médicos de diagndstico in vitro.

Diamond Diagnostics, Inc. rapaHTMpyeT v 3asiBMsIET, YTO NEPEYNCTIEHHDBIE HIKE NPOAYKTbI COOTBETCTBYIOT TpeboBaHWsAM
OupektuBbl 98/79/EC EBpoONencKoro corsa 0 MeanumMHCKOM 060pyaoBaHMM AN AMarHoCTuky In-vitro.

Vitro Diagnostica Medical Device 98/79EC daslaill (& da jaall (a5 s¥1 alas¥) cilallaia wa (381 5 oliaf 3 K2l Cilaiial)
Ol 355 5 7 el (S 532 Lla 23 gl 4S i

Diamond Diagnostics, Inc. dichiara ed assicura che | prodotti qui elecati sono conformi ai requisiti della direttiva comunitaria 98/79/CE relative
ai dispostivi medico-diagnostici in vitro.

Product(s) / Termék(ek) / Produkt(e) / Produit(s) / Producto(s) / 7 8) / Produto(s) / poxyxr (b1) / (&) gl / Prodott(i) ;

Diamond Electrolyte Analyzers
Model: GEMLYTE, SMARTLYTE, SMARTLYTE PLUS,
CARELYTE, CARELYTE PLUS, PROLYTE
(AR) Authorized Representative

Diamond Diagnostics Kit.
6 Oradna Street

& 1044 Budapest Hungary
Tel: + 3617872222 Fax: + 3617872255
Authorized AN
Officer: Date: 30 April, 2018

7 Kathy Fisher
Global Quality Manager

Quality Systems Registration
ISO 13485:2016
ISO 9001:2015

Conformity Assessment Procedure
Annex Ill, Self-Declared

Manufacturer’s Name: Diamond Diagnostics, Inc. (USA)

Manufacturer’s Address: 333 Fiske Street
Holliston, MA 01746 USA
Tel: +1 (508) 429-0450 c €
Fax: +1 (508) 429-0452

The names of various manufacturers and their instruments referred to herein may be protected by trademark or other law, and are used herein solely for purpose of reference. Diamond
Diagnostics, Inc. expressly disclaims any affiliation with them or sponsorship by them.

ECO# 8874 SOP16-2622F Revision 14 Effective Date: 05/01/18 Page 1 of 1




DIAMOND

DECLARATION OF CONFORMITY

Diamond Diagnostics Inc. hereby ensures and declares that the product(s) listed below
comply with the requirement of the European Union In Vitro Diagnostics Medical Device
Directive 98/79/EC.

A Diamond Diagnostics Inc. ezlton kijelenti és biztositja, hogy az aladbb felsorolt termékek megfelelnek az In Vitro Diagnosztikai
Orvostechnikai eszkdzokrél sz6l6 Eurépai Unios 98/79/EC iranyelvben foglaltaknak.

Diamond Diagnostics Inc. versichert und erkla hiermit, daf3 die im Folgenden aufgefuhrten Produkte den Auflagen der IVD-Richtlinie fiir In-
vitro-Diagnostika der Europaischen Union (98/79/EC) entsprechen.

Diamond Diagnostics Inc. assure et declare par la présente que le(s) produit(s) listé(s) c- dessous sont conformes aux exigencies de la
directive européenne 98/79/CE relative aux dispositifs médicaux de diagnostici in vitro.

Diamond Diagnostics Inc. aseguray declara que los productos listados a continuacion cumplen con los requisites establecidos en la directive
98/79/EC de la Comunidad Europea para dispositivos medicos de diagnostic in vitro.

Diamond Diagnostics Inc. B#R3 75 B LUF 51l M7= SRR S WONIE [ R o TR M2 BT 230KAY 98/ T9/ECHE R RT S BB R

Diamond Diagnostics Inc. assegurar e declara que o produtos listado abaixo cumprir com os requisitos estabelecido no directiva 98/79/EC do
Comunidade Européia de dispositivos médicos de diagndstico in vitro.

Diamond Diagnostics Inc. rapaHTMpyeT u 3asBnseT, 4YTO MEepPeyYUCNEHHble HWKe NpoAyKTbl COOTBETCTBYT TpeboBaHWAM
OupexTuebl 98/79/EC EBponeiickoro coto3a 0 MeauLMHCKOM obopyaoBaHuM Ans AUarHoCcTuKK In-vitro.

Vitro Diagnostica Medical Device 98/79EC 4aslaill (8 da jaall o ) oW1 alai¥) lllaia aa (381 635 oLial 3 ) 3l Cilaiiall
OV XS5 gz el (S g3 Ll 23 gald 4S ) )

Diamond Diagnostics Inc. dichiara ed assicura che | prodotti qui elecati sono conformi ai requisiti della direttiva comunitaria 98/79/CE relative
ai dispostivi medico-diagnostici in vitro.

Product(s) / Termék(ek) / Produkt(e) / Produit(s) / Producto(s) / /it S) / Produto(s) / Ipomyxr (1) / (3) zill/ Prodott(i) ;

Model: Diamond Diagnostics Smartlyte/CareLyte/Gemlyte

Reagent & Controls:

AV-BP5186D Fluid Pack AV-BP0521D Deproteinizer AV-BP1025D ISE Cleaning Solution
AV-BP0380D Electrode Conditioning Solution AV-BP0344D Urine Diluent

Electrodes & Accessories:
AV-BP0413D Na+ Electrode

AV-BP0359D K+ Electrode AV-BP5027D Peristaltic Pump Tubing AV-BP5193D Pinch Valve Tubing Kit
AV-BP0570D CI- Electrode AV-BP5006D Sample Probe AV-BP5014D Shutdown Kit
AV-BP0360D Ca++ Electrode AV-BP5036D Sample Sensor AV-BP5194D Startup Kit
AV-BP0962D Li+ Electrode AV-BP5019D Reference Electrode Housing AV-BP9043D Fillport Assembly
AV-BP5026D Reference Electrode AV-BP5025D Printer Paper

(AR) Authorized Representative
Diamond Diagnostics Kit.
6 Oradna Street
1044 Budapest Hungary
< Tel: + 3617872222 Fax: + 3617872255
Authorized #
Officer: M Date: 30 April, 2018
/ Kathf Fisher
Global Quality Manager Quality Systems Registration

ISO 13485:2016
1ISO 9001:2015

Manufacturer’s name: Diamond Diagnostics Inc. (USA)

Manufacturer’s address: 333 Fiske Street Conformity Assessment Procedure
Holliston, MA 01746 USA Annex lll, Self-Declared
Tel: +1 (508) 429-0450 c €
Fax: +1 (508) 429-0452

The names of various manufacturers and their instruments referred to herein may be protected by trademark or other law, and are used herein solely for purpose of reference. Diamond
Diagnostics Inc. expressly disclaims any affiliation with them or sponsorship by them.

ECO# 8874 SOP16-2639F Revision 11 Effective Date: 05/01/18 Page 1 of 1
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Mindray Medical Russia

CepTudmkar

Poiata Vitalie

komnaHua: SRL Biosistem MLD

NMponaeH TeXHUYEeCKUU TPEHUHT No Kypcy:

e ABTOMaTUYECKUM reMaTonorm4ecknu
aHanusatop BC-5150
e ABTOMAaTUYECKUM remMaTosiorM4yeckmm
aHanunsatop BC-5800
e ABTOMaTUYECKUI remMaTonorM4eckmni

aHanu3satop BC-3600

05 okTabps — 09 okTa6psa 2015

Texuuveckuii TpeHep (urxenep): Kyzsmun Cepreii a’ra,\()'j? okTs10ps 2015 rona

/)

IlenTp noanepxkku kmumeHToB Mindray Medical Russia Ltd.




Mindray Medical Russia

CepTtudukar

Nasedchin Alexandr

komnanusa: SRL Biosistem MLD

NMponaeH TeXHUYECKUN TPEHUHT NO KypCYy:

e ABTOMaTU4eCKun remaTosiorm4yecKum
aHanusatop BC-5150
e ABTOMaTU4ECKUM remMaTonorm4ecknm
aHanusatop BC-5800
e ABTOMATUYECKUIN reMaTosIOrM4yeCKnm

aHanusatop BC-3600

05 okTsbpsa — 09 okTaAbpsa 2015

“A "Majgdpell N\ =\
Texuuueckuii penep (nmxenep): Kyssmun Cepreiflfrf_-l fakar Py ﬂa";fa{% 09 ox6p% 2015 rona

\
Hentp nogaepxku xmmentoB Mindray Medical Russia Ltd. <<\ lical &S /

\.‘:‘. S— 7



CLINDIAG

Clindiag Systems BVBA

Steenberg 66
Ninove
BELGIUM

18.12.2014

To: Whom it may concern

SERVICE TRAINING CERTIFICATE

We Clindiag Sustems BVBA, located Steenberg 66, Ninove
9401, who are official manufacturers of the Clindiag laboratory
products, having own Clindiag group factories at several
countries, do hereby authorize Mr. Alexandr Nasedchin the
representative of Biosistem-mld SRL located at Albisoara Str,
16/1 Chisinau, Moldova to provide the technical support of the
Clindiag laboratory analyzers as per the following list:

1. Semi auto chemistry analyzers SA-20 & SA-10.
2. Auto chemistry analyzers FA-200 & FA-300.
3. Coagulation analyzers CA-01& CA-02.

Romain Cieters 4 7 CLINDIAG
Manager Clindiag | | " 7 "Clindiag Systems BVBA
Steenberg 66
9401 Ninove - BELGIUM
Tel.: 054/250.936
Fax: 054/243.058
ON: 806.140.472




CLINDIAG

Clindiag Systems BVBA

Steenberg 66
Ninove
BELGIUM

18.12.2014

To: Whom it may concern

SERVICE TRAINING CERTIFICATE

We Clindiag Sustems BVBA, located Steenberg 66, Ninove
9401, who are official manufacturers of the Clindiag laboratory
products, having own Clindiag group factories at several
countries, do hereby authorize Mister Poiata Vitalie Vasile the
representative of Biosistem-mld SRL located at Albisoara Str,
16/1 Chisinau, Moldova to provide the technical support of the
Clindiag laboratory analyzers as per the following list:

1. Semi auto chemistry analyzers SA-20 & SA-10.
2. Auto chemistry analyzers FA-200 & FA-300.
3. Coagulation analyzers CA-01& CA-02.

Romain Cieters CLINDIAG
Manager Clindiag | | " 7 "Clindiag Systems BVBA
Steenberg 66
9401 Ninove - BELGIUM
Tel.: 054/250.936
Fax: 054/243.058
ON: 806.140.472




DIRUI INDUSTRIAL CO.,LTD.
D I E U I 95, Yunhe Street, New & High Tech. Development Zone,
Changchun, Jilin 130012,P.R. China
Tel : +86 (431) B5100409
Fax: +86 (431) 85172581
, E-mail. dirui@dirui.com.cn

Hitp:/fwww.dirui.com.cn

\

Service Training Certificate

To: Biosistem-mld SRL Date: 30-07-2015

This is to certify that we, DIRUI INDUSTRIAL CO., LTD - China having
registered offices at the below given address as a reputable manufacturer of Urine
Reagent Strips, Urine Analyzers, Hematology analyzer and Chemistry Analyzer
under ISO and CE condition to the international quality standards.

DIRUI INDUSTRIAL CO., LTD

95, Yunhe Street, New & High Tech Development Zone
Changchun 130012, China

Tel:0086-431-85100409

Fax:0086-431-85173354

Herein, we confirm that,

Mr. Vitalie Poiata the representative of Biosistem-mld SRL has attended the course
of technical training devoted to Urine analyzers H-100, H-500, H-800.

For an on behalf of Dirui Industrial Co., LTD

Dima Ji
International Marketing & Sales Director
DIRUT INDUSTRTIAL CO.,LTD




DIRUI INDUSTRIAL CO.,LTD.
D I E U I 95, Yunhe Street, New & High Tech. Development Zone,

Changchun, Jilin 130012,P.R. China

Tel : +86 (431) B5100409

Fax: +86 (431) 85172581

, E-mail: dirvi@dirui.com.cn
Hitp:/Awww.dirui.com.cn

A

Service Training Certificate

To: Biosistem-mld SRL Date: 30-07-2015

This is to certify that we, DIRUI INDUSTRIAL CO., LTD - China having
registered offices at the below given address as a reputable manufacturer of Urine
Reagent Strips, Urine Analyzers, Hematology analyzer and Chemistry Analyzer
under ISO and CE condition to the international quality standards.

DIRUI INDUSTRIAL CO., LTD

95, Yunhe Street, New & High Tech Development Zone
Changchun 130012, China

Tel:0086-431-85100409

Fax:0086-431-85173354

Herein, we confirm that,

Nasedchin Alexandr, representative of Biosistem-mld SRL has attended the course
of technical training devoted to Urine analyzers H-100, H-500, H-800.

For an on behalf of Dirui Industrial Co., LTD_

Dima Ji
International Marketing & Sales Director
DIRUI INDUSTRTIAL CO.,LTD
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Declaration of Conformity V 1.0

Declaration of Conformity c €

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

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)

EiffestralRe 80

f 20537 Hamburg, Germany
Product: Auto Hematology Analyzer
Model: BC-5150 |

Including reagents as following:
M-52D DILUENT |
M-52DIFF LYSE -

M-52LH LYSE:
PROBE CLEANSER

Classification: TFié-gjeQi‘éQnot_ih IVDD annex |l and not for self
- testing/performance evaluation

Conformity Assessment RQu\te:"\ IVDD Annex Il{excluding Section 6)

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

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

provided as attachment. ‘
Start of CE-Marking: 2013-9-26

Place, Date of issue: Shenzhen, 2013-9-26

e

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

Signature:




W

Declaration of Conformity V 1.0

Applied Standards List

Product: Auto Hematology Analyzer
BC-5150. BC-5000

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

laboratory use Part 1: General requirement

semi-automatic laboratory equipment for analysis and other purposes

| |
F medical equipment

Applied Standards:
EN 1SO 18113-1:2009 In vitro diagnostic medical devices —Infon'nati.é.ﬁ ‘s;‘JppIied by the
manufacturer(labelling) Part 1: Tern.'"i.s;., de_ﬁnitigns and general requirements
ENISO 18113-2:2009 | [n vitro diagnostic medical 'd"e:vi_ces -Al\ﬁformattiion supplied by the manufacturer
1| (labelling} - Part 2: ln_vii;r& diggnostic reagents for professional use
Fl EN ISO 18113-3:2009 In vitro diag{nos.'t.i'q Omediz’:a'i:_.de\)'i\ée’s — Information supplied by the
manufaclu.llé"f(;l\abélihg.) Part 3: In vitro diagnostic instruments for professional
use ey . ,
EN ISO 15223-1:2012 a .Médié‘gl,_ devices — Symbols to be used with medical device labels,
‘i_al.)elling and information to be supplied —Part 1: General requirements
EN 13612: 2002 . . ;’érformance evaluation of in vitro diagnostic medical devices
ISO 14971:2012 | Medical devices — Application of risk management to medical devices
EN 61010-1:2001 Safety requirements for electrical equipment for measurement, control, and

EN 61010-2-081:2002+A1:  Safety requirements for electrical equipment for measurement, control and

2003+Al: 2003 laboratory use - Part 2-081: Particular requirements for automatic and

EN 61010-2-101: 2002 Safety requirements for electrical equipment for measurement, contrel, and

laboratory use - Part 2-101: Particular requirements for injtro diagnostic (IVD)

e
VI




Declaration of Conformity
IEC 61010-2-010: 2005

V1.0

Safety requirements for electrical equipment. for measurement, control and

laboratory use - Part 2-010: Particular requirements for laboratory equipment

EN 61326-1:2006

EN 61326-2-6:2006

EN 62304:2008

EN 62366:2008

EN 13640: 2002

for the heating of materials

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

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

Medical device software- Software life cycle processes
Medical devices — Application of usability engiﬁ'eering to medical devices

Stability testing of in vitro diagnostic medical deviééé,_*

|| IR
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CIS—AL-L 1373-13021291 m I n d"ay

To,
Biosistem-mld SRL
Albisoara 16/1 ap.7
Chisinau, R. Moldova
26.02.2019

MANUFACTURERS AUTHORIZATION

We, Shenzhen Mindray Bio-Medical Electronics Co., Ltd., (""Mindray'") manufacturer of
Hematology analyzers, hereby authorize: Biosistem-mld SRL, with business office at
Albisoara 16/1 ap.7, Chisinau, Republic of Moldova, to submit bids and subsequently
negotiate and sign Contracts for reagents and consumables for all auto-hematology analyzers
supplied by company Biosistem-mld SRL.

The authorization period is valid one year from issue date and automatically renewable if no
termination letter is issued by either part.

Neither this Letter of Authorization nor any further extension, will impose any obligation or
grant any rights regarding further distribution of Product, nor allow any party to seek
compensation for goodwill developed during the term of Letter of Authorization or any

further extension.

Luan HaijTao
Deputy Manager of International Sales and Marketing System,
Commonwealth of Independent States

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

SHENZHEN MINDRAY

BIO-MEDICAL ELECTRONICS CO., LTD.
Mindray Building, Keji 12th Road South,
High-tech Industrial Park, Nanshan,

Shenzhen 518057, P.R. China

Tel: +86 755 81888998

Fax: +86 755 26582680

Website: www.mindray.com



SCC Accredited

CB-MS

b
< ®
] |
m Accrédité CCN o
— America
b
o
# CERTIFICATE
ot No. QS5 044751 0140 Rev. 02
L 2
o . . . .
=) Certificate Holder: Shenzhen Mindray Bio-Medical
< Electronics Co., Ltd.
w Mindray Building
e Keji 12th Road South
— High-Tech Industrial Park
- Nanshan
o 518057 Shenzhen
w PEOPLE'S REPUBLIC OF CHINA
L 4 Certification Mark:
—
<g
=z
=
o 1SO 9001
=
E Scope of Certificate: See Page 2 for Overall Scope Statement.
LLl
(&)
4
fHm
Ao
“lT
Ao
'IIIEt
!,3,,‘& Standard(s): 1ISO 9001:2015
4
The Certification Body of TUV SUD America Inc. certifies that the company mentioned above has established and is
ll'l_-l maintaining a quality management system that meets the requirements of the listed standards.
g Report No.: SH2005501
L Effective Date: 2020-08-12
o
E Expiry Date: 2023-06-30
(&)
L 2
— Page 1 of 4
<< Date of Issue: 2020-08-20 [
=z e T
— MW@
(NN
|: Tina Israel
o Manager, US Certification Body,
T Medical and Health Services ®
N TUOV

TUV SUD America Inc. « 10 Centennial Drive Ste 207 + Peabody, MA 01960 USA « www.tuvsud.com



http://www.tuvsud.com/
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ZERTIFIKAT & CERTIFICATE o

SCC Accredited
CB-MS

©

ocsm
Accrédité CCN i

CERTIFICATE

No. QS5 044751 0140 Rev. 02

Overall Scope Statement

Page 2 of 4
Date of Issue: 2020-08-20

Design and Development, Production and
Distribution of Medical Electronic Equipment
(including Patient Monitor and Accessories, Vital
Signs Monitor, Center Monitoring System, Telemetry
Monitoring System, Pulse Oximeter, Temperature
Probe, Flow Sensor, Ambulatory Blood Pressure
Monitor, Defibrillator / Monitor and Accessories,
Electrocardiograph, Anesthesia Machine and
Accessories, Ventilator, Air Compressor, Endoscope
Camera System, Ultrasonic Diagnostic Equipment
and Accessories, Digital Radiography System,
Radiography System, Hematology Analyzer, Clinical
Chemistry Analyzer, Urine Analyzer, Microplate
Reader, Microplate Washer for In-Vitro Diagnostic
Use, Chemiluminescence Immunossay Analyzer,
Flow Cytometer, (Auto) Sample Processing System,
Auto Slide Maker and Stainer, Glycohemoglobin
Analyzer, Specific Protein Analyzer), Reagents for
Hematology Analyzer, Reagents for Clinical
Chemistry Analyzer, Chemiluminescence
Immunoassay Reagents, Chemiluminescence
Immunoassay Calibrators and Controls, Reagents
for Flow Cytometer, Reagents for Glycohemoglobin
Analyzer, Calibrators and Controls for
Glycohemoglobin Analyzer, Disposable Anesthesia
Mask, Reusable Anesthesia Mask, Respiratory Mask,
Disposable Breathing Circuit, Reusable Breathing
Circuit, Heat and Moisture Exchanger, Filter,
Breathing Bag

[
el
Tina Israel

Manager, US Certification Body,
Medical and Health Services

TUV SUD America Inc. « 10 Centennial Drive Ste 207 + Peabody, MA 01960 USA « www.tuvsud.com
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SCC Accredited

CB-MS

©

ocsm
Accrédité CCN o

CERTIFICATE

No. QS5 044751 0140 Rev. 02

&

America

Facility(ies): Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, High-Tech
Industrial Park, Nanshan, 518057, Shenzhen,
PEOPLE’S REPUBLIC OF CHINA

Facility Scopes: Design and Development, Production and Distribution of
Medical Electronic Equipment (including Patient Monitor
and Accessories, Vital Signs Monitor, Center Monitoring
System, Telemetry Monitoring System, Pulse Oximeter,
Temperature Probe, Flow Sensor, Ambulatory Blood
Pressure Monitor, Defibrillator / Monitor and
Accessories, Electrocardiograph, Anesthesia Machine
and Accessories, Ventilator, Air Compressor, Endoscope
Camera System, Ultrasonic Diagnostic Equipment and
Accessories, Digital Radiography System, Radiography
System, Hematology Analyzer, Clinical Chemistry
Analyzer, Urine Analyzer, Microplate Reader, Microplate
Washer for In-Vitro Diagnostic Use, Chemiluminescence
Immunossay Analyzer, Flow Cytometer, (Auto) Sample
Processing System, Auto Slide Maker and Stainer,
Glycohemoglobin Analyzer, Specific Protein Analyzer),
Reagents for Hematology Analyzer, Reagents for
Clinical Chemistry Analyzer, Chemiluminescence
Immunoassay Reagents, Chemiluminescence
Immunoassay Calibrators and Controls, Reagents for
Flow Cytometer, Reagents for Glycohemoglobin
Analyzer, Calibrators and Controls for Glycohemoglobin
Analyzer, Disposable Anesthesia Mask, Reusable
Anesthesia Mask, Respiratory Mask, Disposable
Breathing Circuit, Reusable Breathing Circuit, Heat and
Moisture Exchanger, Filter, Breathing Bag
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CERTIFICATE

No. QS5 044751 0140 Rev. 02

&

America

Facility(ies) Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
1203 Nanhuan Avenue, Guangming District, 518106
Shenzhen, PEOPLE’S REPUBLIC OF CHINA

Facility Scopes: Design and Development, Production and Distribution of
Medical Electronic Equipment (including Patient Monitor
and Accessories, Vital Signs Monitor, Center Monitoring
System, Telemetry Monitoring System, Pulse Oximeter,
Temperature Probe, Flow Sensor, Ambulatory Blood
Pressure Monitor , Defibrillator / Monitor and
Accessories, Electrocardiograph, Anesthesia Machine
and Accessories, Ventilator, Air Compressor, Endoscope
Camera System, Ultrasonic Diagnostic Equipment and
Accessories, Digital Radiography System, Radiography
System, Hematology Analyzer, Clinical Chemistry
Analyzer, Urine Analyzer, Microplate Reader, Microplate
Washer for In-Vitro Diagnostic Use, Chemiluminescence
Immunossay Analyzer, Flow Cytometer, (Auto) Sample
Processing System, Auto Slide Maker and Stainer,
Glycohemoglobin Analyzer, Specific Protein Analyzer),
Reagents for Hematology Analyzer, Reagents for
Clinical Chemistry Analyzer, Chemiluminescence
Immunoassay Reagents, Chemiluminescence
Immunoassay Calibrators and Controls, Reagents for
Flow Cytometer, Reagents for Glycohemoglobin
Analyzer, Calibrators and Controls for Glycohemoglobin
Analyzer, Disposable Anesthesia Mask, Reusable
Anesthesia Mask, Respiratory Mask, Disposable
Breathing Circuit, Reusable Breathing Circuit, Heat and
Moisture Exchanger, Filter, Breathing Bag
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(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Product Service

No. Q5 044751 0164 Rev. 02

Holder of Certificate:

Certification Mark:

Scope of Certificate:

Shenzhen Mindray Bio-Medical

Electronics Co., Ltd.
Mindray Building

Keji 12th Road South

High-Tech Industrial Park
Nanshan

518057 Shenzhen

PEOPLE'S REPUBLIC OF CHINA

tuv-sud.com/ps-cert

Design and development,

production and distribution of

Active medical devices (intended) for monitoring,
diagnosis, anesthesia, breathing and intensive care;
In-vitro diagnostic instruments;

Non-active accessories

for breathing therapy and anesthesia;

In-vitro diagnostic reagents and kits (intended)
for hematology, clinical chemistry,

immunology and cell analysis

(For detail information see following pages)

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). See also notes overleaf.

Report No.:

Valid from:
Valid until:

Date, 2020-07-24

Page 10of 3
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Christoph Dicks
Head of Certification/Notified Body

TUV SUD Product Service GmbH - Certification Body * Ridlerstralle 65 « 80339 Munich « Germany
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( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 044751 0164 Rev. 02

Product Service

> TUV SUBE TUV SUB

Applied Standard(s):  ENISO 13485:2016
PPl ( ) Medical devices - Quality management systems -

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

Facilitv(ies): Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Y( ) Mindray Building, Keji 12th Road South, High-Tech Industrial Park,
Nanshan, 518057 Shenzhen, PEOPLE'S REPUBLIC OF CHINA

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
1203 Nanhuan Avenue, Guangming District, 518106 Shenzhen,
PEOPLE'S REPUBLIC OF CHINA
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ZERTIFIKAT & CERTIFICATE

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate

No. Q5 044751 0164 Rev. 02

For the product(s)/product category (ies):

Patient Monitor and Accessories, Vital Signs Monitor,
Center Monitoring System, Telemetry Monitoring System,
Pulse Oximeter, Temperature Probe, Flow Sensor,
Ambulatory Blood pressure Monitor,

Defibrillator/Monitor and Accessories, Electrocardiograph,
Anesthesia Machine and accessories, Ventilator,

Air compressor, Endoscope Camera System,

Ultrasonic Diagnostic Equipment and Accessories,

Digital Radiography System, Radiography System,
Hematology Analyzer, Clinical Chemistry Analyzer,

Urine Analyzer, Microplate Reader,

Microplate Washer for invitro diagnostic use,
Chemiluminescence Immunoassay Analyzer,

Flow Cytometer, (Auto) Sample Processing System,

Auto Slide Maker&Stainer, Glycohemoglobin Analyzer,
Specific Protein Analyzer, Reagents for Hematology Analyzer,
Reagents for Clinical Chemistry Analyzer,
Chemiluminescence Immunoassay Reagents,
Chemiluminescence Immunoassay Calibrators and Controls,
Reagents for Flow Cytometer,

Reagents for Glycohemoglobin Analyzer,

Calibrators and Controls for Glycohemoglobin Analyzer,
Disposable Anesthesia Mask, Reusable Anesthesia Mask,
Respiratory Mask, Disposable Breathing Circuit,

Reusable Breathing Circuit, Heat and Moisture Exchanger,
Filter, Breathing Bag.

Page 3 of 3
TUV SUD Product Service GmbH - Certification Body « Ridlerstrafle 65 « 80339 Munich « Germany



CIS-DL-L1373-66601931

mindray

December 29" 2020

LETTER OF DECLARATION

To whom it may concern,

We, Shenzhen Mindray Bio-Medical Electronics Co., Ltd., ("Mindray") manufacturer of
Hematology analyzer BC-5150, do hereby declare that:

The following reagents:

o 105-004045-00 M-52D Diluent

o 105-003724-00 M-52DIFF Lyse

o 105-004307-00 M-52LH Lyse

° 105-002225-00 M-68 Probe Cleanser

e 105-003233-00 BC-5D High/Normal/Low/EN3m]*3

Are manufactured by our company exclusively for the use with the closed-system BC-5150
Hematology Analyzers. The usage of reagents is also described in the user manual of the
analyzer at the point: “2.7. Reagents, Controls and Calibrators”, page 2-12.

Sincerely yours,

——m.

SRR B P ——.

danager.of 8ales and Marketing Division, CIS & TUR
Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

SHENZHEN MINDRAY

BIO-MEDICAL ELECTRONICS CO,, LTD.
Mindray Building, Keji 12th Road South,
High-tech Industrial Park, Nanshan,

Shenzhen 518057, P.R. China

Tel; +86 755 81888998

Fax: +86755 26582680

Website: www.mindray.com
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