ORDIN DE PLATA NR.: 1423 TIP.DOC. 1
DATA EMITERII:23 iunie 2022

PLATITI: 3500-00 LElI: Trei Mii Cinci Sute lei 00 ban
i

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

MLD™ S.R.L. MD95ML0O00000002251429243

CODUL FISCAL :1010600028048 /

PRESTATORUL PLATITOR CODUL BANCII
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 BANCII
Ministerul Finantelor - Trezoreria de Stat - TREZMD2X

DESTINATIA PLATII:/P102/3500,00 Pentru g: TIPUL TRANSFERULUI

arantia pentru oferta la procedura de ac: NORMAL/ZURGENT :N
hizi?ie publica nr. ocds-b3wdpl-MD-16534: :
90015179 din 27.06.2022 :

L.S.

CODUL TRANZACTIEI:-101
DATA PRIMIRII:23/06/2022
DATA EXECUTARII:

SEMNATURILE
EMITENTULUI

CONDUCATOR:Web Poiata Vitalie
MI1GYwYJKoZ ThvceNAQcCol IGVDCCBIACAQEXCzAJBgUrDgMCGgUAMASGCSQGSIb

DQEHAACCBGwWwggRoM I I DUKADAGECANNHAAC j bi 1rgFksQOG4AAAAAKNUMAOGCS( -
S1b3DQEBCWUANC I x 1 DAeBgNVBAMTFONFU 1QXLUNBLU1vbGRpbmRjb25 i YW5SrMB4

DT IXMDEyODEXxMzgwNVoXDT I OMDEyODEXNDgwNVowgZ8xCzAJBgNVBAYTAKL1EMRA:
gYDVQQ I EwdNb2xkb3ZhMREwWDWYDVQQHEwWhDaG I zaWs5hd TEWMBQGALUEChMNQmI

(semnatura electronica)
CONTABIL-SEF:Web Nasedchin Alexandr
MI1GZwYJKoZ ThveNAQcCol IGWDCCBIQCAQEXCzAJBgUrDgMCGQUAMASGCSAGSIb3:
DQEHAaCCBHAwggRsMI1 IDVKADAgECAhNHAACj cahRKgbhJeg8QAAAAAKNXMAOGCSG:
S1b3DQEBCWUAMC I x 1DAeBgNVBAMTFONFU 1QXLUNBLU1VbGRpbmRjb251 YW5rMB4X :
DT IXMDEYODExXMzkxOFoXDT I OMDEYyODEXNDkxOFowgaMxCzAJBgNVBAYTAK1EMRAw:
YDVQQ I EwdNb2xkb3ZhMREwDWYDVQQHEwWhDaG I zaWs5hd TEWMBQGALUEChMNQmIv

L.S. (semnatura electronica)
CONDUCATOR:

(semnatura manuala)
CONTABIL-SEF:

(semnatura

SEMNATURA PRESTATORUL L.S.
Digitally signed by Poiata Vitalie
Date: 2022.06.23 16:49:53 EEST

Reason: MoldSign Signature
Location: Moldova




MOTIVUL REFUZULUI



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




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)






29.03.2022, 17:58 View BNS receipt | Declaratia electronica

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

CC 04 AE

CERTIFICAT
privind lipsa sau existenta restantelor fati de bugetul public national
Nr. | A2211580 din | 20.06.2022

1. Destinatia / Hasnauenue

Iantm participare la proceduri de achizitii publice J

2. Date despre contribuabil / Mrdopmanus o HaoronaaTensuaKe

Denumirea Codul fiscal / Numi#rul de identificare
HaumeHOBaHHE duckansHbii koa / UnenTudrkanuoHnsiil HoMep
|BIOSISTEM MLD S.R.L. | 1010600028048 |
Adresa sediului de baz3 (strada, numarul) Codul - Denumirea localitatii

Anpec OCHOBHOTO MeCTOpacmooxkeHns (YIula, HoMep) Kopx - HauMeHOBaHHE HACENEHHOI0 IyHKTa

[Albisoara nr.16 bl.1 of.7 [0150-SEC RISCANI |

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat/
TToATBep K ACHHE OTCYTCTBHA WIHM HATHYMS HEAOMMKH COMIACHO JaHHbIX MH(OPMaHOHHON aBTOMATH3MPOBAHHOM
CHCTEMEI

La data emiterii prezentului certificat restanta fatd de bugetul public national constituie/ Ha paty
BLIIAYM JaHHOM CIIPAaBKM HeJOMMKA Mepel HALMOHATEHEIM Iy6IMYHEIM OFOIDKETOM COCTABILICT:
0,00 lei/neii.

4, Valabil pini la / Teitcreutenen mo 05.07.2022

5, Autentificarea Serviciului Fiscal de Stat/ [Tonreepxnefing hCTBEHHOM HAIOTOBOH CITY:KOBI

Ana STOICOV

Semnitura/Tlogmics i Numele §i prenumele/®avumma 1 uug

Este extras din Sistemul Informational al SFS SIA ,Contul curent al contribuabilului”// 20.06.2022 ora 10:04:30
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)



mindray

Technical specifications C3 1 OO

Principles i
Mechanical method; Optical method (575nm) Auto Coagulation Analyzer

e cop et Dual magnetic circuit beads method
—A promise of reliable result

Up to 200 test/h for PT,
60 test/h forD-dimer

Sample position
61 positions with LED indicator

Reagent position
11 reagent position
10 with LED indicator, as well as cooling function. 2 with stirring function.

Automatic cuvette loading
1000 cuvettes auto loading

Sampling system
Separate reagent and sample probe with liquid-level detection function;
Reagent probe equipped with heating function.

Operating environment

Temperature: 10°C~30°C
Relative humidity: <70%

Storage and transportation environment

Temperature: -20°C~55C
Relative humidity: <85%

C3100

Power supply
AC 100-240V,50/60Hz

Calibration
Fib auto dilution, 2-6 point calibration

Dimension
LXWxH: 583mmx691mmx589mm

Weight
62kg

www.mindray.com mindray

P/N:ENG-C3100-210285X2P-20171017

©2018 Shenzhen Mindray Bio-Medical Electronics Co, Ltd. All rights reserved. h ea |th care Wlth in reac h



C3100 Auto Coagulation Analyzer

Fully automatic with long
walkaway time

Mechanical detection method, insensitive to abnormal + Loading capacity of 1,000 detached cuvettes ina ol
. . . . . * Maximum capacity of 60 samples onboard
samples that are hemolysis, lipemic, and icteric, etc. e

Measuring ring

(¢
Accurate detection method F(

® Dual magnetic circuit beads method Drive ring

e Viscosity based detection unaffected by
hemolysis, icteric, lipemic, etc.

¢ Wide linearity range and high sensitivity Measuring ring

-

\ ((\«7 Drive ring
(\
QEO

Magnetic free bead

Excellent sample testing

® 200 T/H for PT items
e LED display of sample status
e Duplicate testing (optional)

Multi-functional
sampling probes

e Separate probe for sample and
reagent, less carry over

e Both probes equipped with liquid
level detection

¢_Reagent probe with heating function
ensuring accurate testing result

==

Easy maintenance

o Stable mechanical testing channel
® Modular design, easy maintenance
e Ceramic syringe with long shelf life

User-friendly software

o Dynamic and real-time display of
testing status

® STAT sample random access in any
vacant sample position

e Auto rerun and auto dilution




Declaration of Conformityce

Manufacturer: Beijing Precil Instrument Co., Ltd.
2F East 5 Building, Qunying kejiyuan, Shangdi
Information Base, Haidian District, Beijing 100085,
China

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

Product: Auto Coagulation Analyzer

Model: C3100
Auto Cuvettes

Consumables : Probe Cleanser
Cleanser

Classification: Others(Not listed in the Annex 11, Directive 98/79/EC)

Conformity assessment route: Annex III(Except 6), Directive 98/79/EC

We herewith declare that the above-mentioned products meet the
previsions of the following EC Council Directives 98/79/EC for
in-vitro-diagnostics. All supporting documentation is retained
under the premises of the manufacturer.

Standard applied:

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

Start of CE-Marking:

Place, Date:

Signature:

2016-09-01

Beijin;,;:tjé—lﬂi‘)/-l}]

Name of Authorized Signatdry: Zhsng Yaohui
Position Held in Company: Management Representative

PLS-JS-01-D34-65-0801 (2016) Declaration of Conformity-v.03 pagel




Product:

Applied Standards List

Auto Coagulation Analyzer

Applied Standards:

EN 980:2008
EN ISO 13485:2012

EN
13612:2002/AC:2002
EN13640:2002

EN 13641:2002

EN 13975:2003

EN ISO 14971:2012

EN ISO 15193:2009

EN ISO 15194:2009

EN ISO 17511:2003

EN ISO 18113-1:2011

ENISO 18113-2:2011

EN 62366:2008

EN 61326-1:2006

EN 61326-2-6:2006

EN 61010-1:2001

EN

61010-2-081:2002+A1:

2003

EN 61010-2-101:2002

Graphical symbols for use in the labeling of medical devices
Medical devices - Quality management systems - Requirements for
regulatory purposes (ISO 13485:2003)

Performance evaluation of in vitro diagnostic medical devices

Stability testing of in vitro diagnostic medical devices

Elimination or reduction of risk of infection related to in vitro diagnostic
reagents

Sampling procedures used for acceptance testing of in vitro diagnostic
medical devices

Medical devices - Application of risk management to medical devices
(ISO 14971:2007, Corrected version 2007-10-1)

In vitro diagnostic medical devices — Measurement of quantities in
samples of biological origin

In vitro diagnostic medical devices. Measurement of quantities in samples
of biological origin. Requirements for certified reference materials and
the content of supporting documentation

In vitro diagnostic medical devices. Measurement of quantities in
biological samples. Metrological traceability of values assigned to
calibrators and control materials

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

In vitro diagnostic medical devices. Information supplied by the
manufacturer (labelling). Part 2:In vitro diagnostic reagents for
professional use CORR:January 31,2012

Medical devices - Application of usability engineering to medical devices
(IEC 62366:2007)

Electrical equipment for measurement, control and laboratory use - EMC
requirements -- Part 1: General requirements IEC 61326-1:2005
Electrical equipment for measurement, control and laboratory use - EMC
requirements -- Part 2-6: Particular requirements - In vitro diagnostic
(IVD) medical equipment IEC 61326-2-6:2005

Safety requirements for electrical equipment for measurement, control,
and laboratory use -- Part 1: General requirements IEC 61010-1:2001
Safety requirements for electrical equipment for measurement, control
and laboratory use -- Part 2-081: Particular requirements for automatic
and semi-automatic laboratory equipment for analysis and other
purposes IEC 61010-2-081:2001

Safety requirements for electrical equipment for measurement, control,
and laboratory use -- Part 2-101: Particular requirements for in vitro
diagnostic (IVD) medical equipment IEC 61010-2-101:2002 (Modified)

Drafted by: é i'»%\

Checked by: )ﬁ(WﬂIT

PLS-J5-01-D34-65-0801 (2016)

Declaration of Conformity-V.03 page2




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
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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

Page 3 of 4
Date of Issue: 2020-08-20 [

— \ '(w
W‘Mx&
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.
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

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

[
ek
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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(( 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

SH2005501

2020-09-01
2023-08-31

c@l(—\/

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
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REGISTRATION NO. 04720Q10153R6M

CERTIFICATE
OF QUALITY MANAGEMENT SYSTEM

This is to certify that the quality management system of

Beijing Precil Instrument Co., Ltd.
Registered Address: Room 203, 204&401,Building 2, No.2 Tongji Middle Road, Beijing Economic

& Technological Development Area, Beijing,100176, China
Manufacturing Address: Room 203-204, 2F,Building 2, No.2 Tongji Middle Road, Beijing
Economic & Technological Development Area, Beijing,100176, China

Has been assessed and conformed to the following standard(s)
GB/T 19001-2016 idt ISO 9001:2015

The certificate is valid for the following scope:
Design and Development, Production and Distribution of Auto Coagulation

Analyzer, Auto Dynamic Erythrocyte Sedimentation Rate (ESR) Monitor and
Semi-Auto Coagulation Analyzer.

Date of issue: May 26,2020
Date of expiry: May 25,2023

9
General Manager: /f ﬁg

BEILJING HUA GUANG CERTIFICATION
OF MEDICAL DEVICES CO., LTD.

EAT

E FREIA

EEE R
MANAGEMENT SYSTEM
CNAS C047-M

Note: This certificate will not be continuously valid until the organization has been approved in the annual surveillance audit. The certificate information are available on the
website of the certification and accreditation administration of the People’s Republic of China (http://www.cnca.gov.cn) or the website of CMD (http://www.cmde.com.cn). Address:
5t floor of Zhong Lian building, No.jia88, An Ding Men Wai street, Dongcheng district, Beijing, 100011, P.R. China Telephone: 01062351993




REGISTRATION NO. 04720Q10000187

CERTIFICATE OF QUALITY MANAGEMENT
SYSTEM FOR MEDICAL DEVICES

This is to certify that the quality management system of

Beijing Precil Instrument Co., Ltd.
Registered Address: Room 203, 204&401,Building 2, No.2 Tongji Middle Road, Beijing Economic
& Technological Development Area, Beijing,100176, China
Manufacturing Address: Room 203-204, 2F,Building 2, No.2 Tongji Middle Road, Beijing
Economic & Technological Development Area, Beijing, 100176, China

Has been assessed and conformed to the following standard(s)
YY/T 0287-2017 idt ISO 13485:2016

The certificate is valid for the following scope:

Design and Development, Production and Distribution of Auto Coagulation
Analyzer, Auto Dynamic Erythrocyte Sedimentation Rate (ESR) Monitor and
Semi-Auto Coagulation Analyzer.

Date of issue: May 26,2020
Date of expiry: May 25,2023

1y
General Manager: Z

BEIJING HUA GUANG CERTIFICATION
OF MEDICAL DEVICES CO., LTD.

Note: This certificate will not be continuously valid until the organization has been approved in the annual surveillance audit. The certificate information are available on the
website of the certification and accreditation administration of the People’s Republic of China (http://www.cnca.gov.cn) or the website of CMD (http:/Awww.cmdc.com.cn). Address:
5t floor of Zhong Lian building, No.jia88, An Ding Men Wai street, Dongcheng district, Beijing,100011, P.R. China Telephone: 01062351993
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