ORDIN DE PLATA NR.: 794 TIP.DOC. 1
DATA EMITERINI:16 iunie 2021

PLATITI: 350-00 LEI: Trei Sute Cincizeci lei 00 ban
i

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

MLD"™ S.R.L. MDO5ML0O00000002251429243

CODUL FISCAL :1010600028048 /

PRESTATORUL PLATITOR CODUL BANCI1
BC""Moldindconbank"S.A. Ffil."Invest" Chisinau -MOLDMD2X329

BENEFICIAR (R) Centrul pen CONTUL DE PLATI/CODUL I1BAN
tru achizitii publice central MD23TRPCCC518430B01859AA

izate In sanatate CODUL FISCAL :1016601000212 /
PRESTATORUL BENEFICIAR CODUL BANCI 1
Ministerul Finantelor - Trezoreria de Stat - TREZMD2X

DESTINATIA PLATI1:/P102/350,00 Pentru ga: TIPUL TRANSFERULUI
rantia pentru oferta la procedura de ach: NORMAL/URGENT :N
izi?ie publica nr.ocds-b3wdpl-MD-1619684:
758545din 17.06.2021

: L.S.
CODUL TRANZACTIEI:101;
DATA PRIMIRINI:16/06/2021 : SEMNATURILE
DATA EXECUTARII: - EMITENTULUI

CONDUCATOR:Web Poiata Vitalie
MITGYwYJKoZ I hveNAQcCol IGVDCCBIACAQEXCzAJBgUrDgMCGgUAMASGCSGSIb

DQEHAaCCBGwwggRoM I IDUKADAgECANNHAACjbi1rgFksQOG4AAAAAKNUMAOGCSQ:
S1b3DQEBCWUAMC I X IDAeBgNVBAMTFONFUIQXLUNBLU1vbGRpbmRjb251YW5rMB4 :

DT IXMDEyODExMzgwNVoXDT I OMDEyODEXNDgwNVowgZ8xCzAJBgNVBAYTAKI1EMRA:
gYDVQQI EwdNb2xkb3ZhMREWDWYDVQQHEwhDaG I zaWshd TEWMBQGALUEChMNQmI

(semnatura electronica)
CONTABIL-SEF:Web Nasedchin Alexandr
M1 1GZwYJKoZ lhveNAQcCo Il IGWDCCB IQCAQEXCZzAJBgUrDgMCGgUAMASGCSGSIb3:
DQEHAaCCBHAwggRsM1 1DVKADAgECAhNHAAC j cahRKgqbJeg8QAAAAAKNXMAOGCSQG:
S1b3DQEBCWUAMCIx 1DAeBgNVBAMTFONFU IQXLUNBLU1VvbGRpbmRjb251 YW5rMB4X -
DT I XMDEyODEXMzkxOFoXDT 1 OMDEyODEXNDkxOFowgaMxCzAJBgNVBAYTAK1EMRAw :
YDVQQ I EwdNb2xkb3ZhMREwWDWYDVQQHEwhDaG 1 zaW5hd TEWMBQGALUEChMNQmIv

L.S. (semnatura electronica)
CONDUCATOR:

(semnatura manuala)
CONTABIL-SEF:

(semnatura manuala)Digitally signed by Poiata Vitalie
SEMNATURA PRESTATORUL L.S. Date: 2021.06.16 17:28:42 EEST

MOTIVUL REFUZULUI




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

Republica Moldova, MD-2068 Pecrrybmika Monzosa, MD-2068
mun. Chiginau, bd. Moscovei, 14/1 Data 1 L, lAN 2016 myH. Knmumy, 6ya. Mockoseit, 14/1
Tel. : (373-22) 43-44-81, 43-46-24 / / 7 Ten. : (373-22) 43-44-81, 43-46-24
Fax :(373-22) 43-44-22 Nr. ﬂ Z 9Z - / ﬂ ”/ ‘jo P daxc : (373-22) 43-44-22
cod: MOLDMD2X329 ' ' koa: MOLDMD2X329

Filiala ,,Invest” BC ,,Moldindconbank” SA confirmé existenta contului curent
in moneda nationala al “BIOSISTEM MLD” S.R.L. (c¢/f 1010600028048), cu
IBAN MD95ML000000002251429243.

Codul bancii MOLDMD2X329.

i
. nit [ .
Director JC Nina Turcan
SRR PR
& ' [ A :

Nina Balmus

Ex. Diana Brinza
Tel. 43-45-96
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. REPUBLICA ¥ MOLDOVA

GERTIFICAT
BE IWREGISTRARE

Societatea cu Rispundere Limitati "BIOSISTEM MLD"
— ESTE INREGISTRATA LA-CAMERA INREGISTRARII DE STAT

Numarul de identificare de stat - codul fiscal
1010600028048

12.08.2010

Data inregistrarii

12.08.2010
Data eliberarii ==

Svirepova Ludmila, registrator

" Funclia, numele, prenumele persoanei
care a eliberal certificatul

MD 0101250

v g ";, L= = o P =
—— g — AR gl e
= d‘“ ) D @ ‘
NP >\



,CAMERA INREGISTRARII DE STAT” I.s.

Sectia fonduri speciale si informatii curente

EXTRAS

din Registrul de stat al persoanelor juridice

nr. 14419 din 11.07.2016

Denumirea completa: Societatea cu Raspundere Limitati «BIOSISTEM MLD».
Denumirea prescurtati: «BIOSISTEM MLD» S.R.L.
Forma juridica de organizare: Societate cu Riispundere Limitata.
Numarul 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. Chisiniiu, Republica Moldova.
Modul de constituire: nou creata.
Obiectul principal de activitate:
1 Activitatea farmaceutica;
2 Importul, fabricarea, comercializarea, asistenta tehnica si (sau) reparatia dispozitivelor
medicale si (sau) a opticii;
3 Acordarea asistentei medicale de catre 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,
Asociati:
1. POIATA VITALIE , IDNP 0983103892591
cota 1803.60 lei, ce constituie 33,4 %
2. NASEDCHIN ALEXANDR , IDNP 2002001070747
cota 1798.20 lei, ce constituie 33,3 %
3. KOJEVNIKOV DMITRII, IDNP 0972305012362
cota 1798.20 lei, ce constituie 33,3 %.

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 intreprinzatorilor individuali si confirméd datele din
Registrul de stat la data de: 11.07.2016.

%{2{/ e

Specialist principal azari Aliona

tel. 022-266-252

Date cu caracter personal. Detinétor: i.S. ,Camera [nregistrarii de Stat”, NUID (numir de identificare unic) 0000151-001



BIOSISTEM-MLD S.R.L.

¢/f 1010600028048; adresa: or. Chisindu, 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. | Alexandru Nasedchin 2002001070747
3. Dmitrii Kojevnikov 0972305012362




Data npepocTtaBnenus 11.05.2021 10:00:47 3.5. inventar si mobilier 085
Anexe la SNC "
“Prezentarea situatiilor financiare” 3.6. alte mijloace fixe 086 4458 2000
Aprobat de Ministerul Finantelor
P ol Republici Moldova A 4. Resurse minerale 090
SITUATIILE FINANCIARE 5. Active biologice imobilizate 100
pentru perioada 01.01.2020 - 31.12.2020 6. Investitii imobiliare 110
Entitatea: BIOSISTEM MLD SRIL. 7. Avansuri acordate pentru imobilizari corporale 120
Cod CUIO: 40717392 Tota P .
: ‘otal imobilizéri corporale
Cod IDNO: 1010600028018 (1d.060 + rd.070 + rd.080 + rd.090 + rd. 100 + rd.110 + 1d.120) 130 2208593 2793637
Sedil: " financiare pe termen lung
MD: 1. Investitii financiare pe termen lung in parti neafiliate 140
Raionul(municipiul): 106, DDF RISCANI
::::::':""m;: )SEC oo 2. Investitii financiare pe termen lung in parti afiliate, total 150
o :
Strada: SECTORUL RISCANI STR Albisoara nr.16 bl.1 of.7 din care: 151
2.1. actiuni si cote de participatie detinute in partile afiliat
Activitatea principala: G4646, Comert cu ridicata al produselor farmaceutice 2Sctluni 51 cote de parficipatie cednute In partlle affilate
Forma de proprietate: 16, Proprietate colectiva 2.2 imprumuturi acordate partilor afiliate 152
Forma organizatorico-juri 530, Societéti cu raspundere limitata 2.3 imprumuturi acordate aferente intereselor de participare 153
Date de contact: 2.4 alte investifii financiare 154
Telefon: +37322808719 Total investitii financiare pe termen lung 160
wes: (rd.140 + rd.150)
E-mail: zmiil3@mailru IV. Creante pe termen lung si alte active imobilizate
Numele si le al contabilului-sef: DI (dna)Tel
umele si coordonatele al contabilului (dna)Tel 1. Creante comerciale pe termen lung 170
Numérul mediu al salariatilor in perioada de gestiune: 3 persoane. 2. Creante ale partilor afiliate pe termen lung 180
Persoanele responsabile de semnarea situatiilor financiare* Nasedchin Alexandr 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 acti 20
(rd.170 + rd.180 + rd.190 + rd.200 + rd.210)
BILANTUL Anexa 1 TOTAL ACTIVE IMOBILIZATE 230 2209080 2793637
s nexa (rd.050 + rd. 130 + rd.160 + rd.220)
Sold Ia ACTIVE CIRCULANTE
Nr. cpt. Cod rd. inceputul perioadei de ul perioadei de 1. Stocurl
gestiune gestiune 1. Materiale si obiecte de mica valoare si scurta durata 240 54051 51978
1 2 3 a B .
2. Active biologice circulante 250
ACTIV
< 3. Productia in curs de executie 260
ACTIVE IMOBILIZATE 4. Produse si marfuri 270 5710647 7221203
! Imobilizari necorporale 5. Avansuri acordate pentru stocuri 280
1. Imobilizari necorporale in curs de executie 010
{re 240 1 £ 250 + 10,260 + 14270 + rd280) 20 5764698 7273181
2. Imobilizari necorporale in exploatare, total 020 487 - - - -
din care Il Creante curente si alte active circulante
211 concestunt, licente st marci 021 487 1. Creante comerciale curente 300 4337729 3912218
- 2. Creante ale partilor afiliat t 310
2.2. drepturi de autor i titluri de protectie 022 reanie ale pargilor afiliate curente
23, programe informatice 03 inclusiv: creante aferente intereselor de participare 311
2.0, alte imabiizr necorporate oo 3. Creante ale bugetului 320 166486 74631
3 Fond come 030 4. Creantele ale personalului 330
5. Alte creante curente 340
4. Avansuri acordate pentru imobilizari necorporale 040 v
6. Cheltuieli anticipate curente 350 4 2
Total imobilizari necorporale 050 187 B
(16010 + d.020 + d.030 + d.040) g 7. Alte active circulante 360 1647908 5756117
mobilizari corporale Total creante curente si alte active circulante
1 mobiizar corporale n curs de executie pos (rd.300 + rd.310 + rd.320 + rd.330 + rd.340 + rd. 350 + rd.360) 370 e1s2127 9742068
P —— - o0 1. Investitii financiare curente
i te in parti 380
3. Mijloace fixe, total 080 2208593 2793637 nanciare curente In pai
e 2. Investitii financiare curente in parti afiliate, total 390
081 din care:
3.1. cladiri 301
32 constract speciale pes 2.1. actiuni si cote de participatie detinute in partile afiiate
22,10 o date parilor afiiat 302
3.3. masin, utilaje si instalatii tehnice 083 2204135 2791637 Imprumuturi acordate pargllor afliiate
34, miloace de transport oo 2.3. imprumuturi acordate aferente intereselor de participare 393
2.4. alte investiti financiare in parti afiliate 304 din care:
721
financiare curente 200 2.1. imprumuturi din emisiunea de obligatiuni
(rd.380 + rd.390)
inclusiv: imprumuturi din emisiunea de obligatiuni convertibile 722
IV. Numerar si documente banesti 410 8911899 3942779
2.2. alte imprumuturi pe termen scurt 723
TOTAL ACTIVE CIRCULANTE
(1d.290 + rd.370 + 1d.400 + rd.410) 420 20828724 20958928 3. Datorii comerciale curente 730 1331928 3252667
4. Datoril fata de partile afiliate curente 740
E i Y
P 430 23037804 23752565
(rd.230 + rd.420) inclusiv: datorii aferente intereselor de participare 741
PASIV 5. Avansuri primite curente 750 159545 188105
CAPITAL PROPRIU 6. Datorii fata de personal 760 2013 50
1. Capital social si neinregistrat 7. Datorii privind asigurarile sociale si medicale 770
1. Capital social 440 5400 5400 8. Datorii fata de buget 780 434590 187676
2. Capital nevarsat 150 ( ( 9. Datorii fata de proprietari 790
B ) )
10. Venituri anticipate curente 800
3. Capital neinregistrat 460
11. Alte datorii curente 810 81963 58541
. ( (
4. Capital retras 470 ) ) TOTAL DATORII CURENTE
(1d.710 + d.720 + rd.730 + rd.740 + 1d.750 + d.760 + rd.770 + 820 2010939 3687039
5. Patrimoniul primit de la stat cu drept de proprietate 480 1d.780 + rd.790 + rd.800 + rd.810)
Total capital social si neinregistrat PROVIZIOANE
(rd.440 + rd.450 + rd.460 + rd.470 + rd.480) 490 5400 5400
ne pentru beneficiile angajatilor 830
. Prime de capital 500
ane pentru garantii acordate cumpératorilory 840
Rezerve
3. Provizioane pentru impozite 850
1. Capital de rezerva 510 F.
4. Alte provizioane 860
c 2. Rezerve statutare 520
g TOTAL PROVIZIOANE 570
3. Alte rezerve 530 (1d.830 + rd.840 + rd.850 + rd.860)
Total rezerve TOTAL PASIVE
4
(rd.510 + rd.520 + rd.530) 40 (1d.620 + rd.700 + rd.820 + rd.870) 880 23037804 23752565
V. Profit (pierdere)
1. Corectii ale rezultatelor anilor precedenti 550 X SITUATIA DE PROFIT Sl PIERDERE
2. Profit nerepartizat (pierdere neacoperita) al anilor precedenti 560 21021465 12085295 delapina la N R
nexa
3. Profit net (pierdere neta) al perioadei de gestiune 570 x 7974831 Perioada de gestiune
. Indicatori Cod rd.
4. Profit utiizat al perioadei de gestiune 580 x } precedenta curenta
" 1 2 3 a
Total profit (pierdere)
500 21021465 20060126
(rd.550 + rd.560 + rd.570 + rd.580) Venituri din vinzari, total 010 27319617 25963175
V. Rezerve din reevaluare 600 din cares
o1 26856566 25044358
VI. Alte element ital propri 1
te elemente de capital propriu 610 venituri din vinzarea produselor si marfurilor
"rg:;:; T F R 1,590 + 1d.600 4+ rd. 610) 620 21026865 20065526 ver n prestarea serviciilor si executarea lucrarilor 012 263051 918817
DATORI PE TERMEN LUNG venituri din contracte de constructie 013
1. Credite bancare pe termen lung 630 ver n contracte de leasing 014
2. Tmpramutr pe termen lung 620 venituri din contracte de microfinantare 015
din care alte venituri din vinzari 016
2.1 imprumuturt in emisiunea de obligatiunt 641 Costul vinzarilor, total 020 15672962 15186814
o P— e . din care:
inclusiv: fmprumuturi din emisiunea de obligatiuni convertibile 642 021 15672962 15186814
22, alte impramutari pe termen lang 643 valoarea contabila a produselor si marfurilor vindute
D. 2. Datorl comerciale pe termen lung 650 costul servicillor prestate si lucrérilor executate tertilor 022
4 Datori fata de partile aflate pe termen lung 660 costuri aferente contractelor de constructie 023
inclusiv: datorii aferente intereselor de participare 661 costuri aferente contractelor de leasing 024
5. Avansari primite pe termen lung 670 costuri aferente contractelor de microfinantare 025
6. Venituri anticipate pe termen lung 680 alte costuri aferente vinzarilor 026
7. Alte datoril pe wermen ang 60 Profit brut (pierdere bruta) (rd.010 - rd.020) 030 11646655 10776361
TOTAL DATORI! PE TERMEN LUNG Alte venituri din activitatea operationala 040 28586 247603
700
(1d.630 + 1d.640 + rd.650 + rd.660 + 1c.670 + rd.680 + rd.690) Cheltuieli de distribuire 050 16306 19740
DATORII CURENTE Cheltuieli administrative 060 964136 1259776
1. Credite bancare pe termen scurt 710 Alte cheltuiel din activitatea operationala 070 417304 640169
2. Imprumuturi pe termen scurt, total 720 Rezultatul din activitatea operationala: profit (pierdere)
(1d.030 + 1d.040 - rd.050 - rd.060 - rd.070) 080 10277405 9104279




090 490609 519239 2. Profit nerepartizat (pierdere neacoperita) al 130
anilor precedenti
din care: .
091 3. Profit net (pierdere neta) al perioadei de 140 X
venituri din interese de participare gestiune
inclusiv: veniturile obtinute de la partile afiliate 092 4. Profit utilizat al perioadei de gestiune 150 X ( ( (
: ) ) )
venituri din dobinzi 093 25612
- — Total profit (pierdere) 160
inclusiv: veniturile obtinute de la partile afiliate 094 (rd.120 + rd.130 + rd.140 + rd.150)
venituri din alte investitii financiare pe termen lung 095 V. | Rezerve din reevaluare 170
inclusiv: veniturile obtinute de la partile afiliate 096 VI | Alte elemente de capital propriu 180
venituri aferente ajustarilor de valoare privind investitile 097 Total capital propriu
financiare pe termen lung si curente (rd.060 + rd.070 + rd.110 + rd.160 + rd.170 + | 190
Venituri din iesirea investitiilor financiare 098 rd-180)
venituri aferente diferentelor de curs valutar si de suma 099 490609 493627
Cheltuieli financiare, total 100 686605 597528 SITUATIA FLUXURILOR DE NUMERAR
de la pina la
din care: Anexa 4
101
cheltuieli privind dobinzile Indicatori Cod rd Perioada de gestiune
inclusiv: cheltuielile aferente partilor afiliate 102 precedenta curenta
cheltuieli aferente ajustarilor de valoare privind investitiile 103 l 2 3 b
financiare pe termen lung si curente Fluxuri de numerar din activitatea operationala
cheltuieli aferente iesirii investitiilor financiare 104 incasari din vinza: 010
cheltuieli aferente diferentelor de curs valutar si de suma 105 686605 597528 Pl pentru stocuri sl servich procurate 020
Rezultatul: profit (pierdere) financiar(a) (rd.090 - rd.100) 110 -195996 -78289 /3ti catre angajati si organe de asigurare socials si
ti catr tis s 030
Venituri cu active imobilizate si exceptionale 120 medicald
Cheltuieli cu active imobilizate si exceptionale 130 Dobinzi platite 040
Rezultatul din operatiuni cu active imobilizate si 140 Plata impozitului pe venit 050
exceptionale: profit (pierdere) (rd.120 - rd. 130) Alte incasari 060
II"(:;ZI&(}IQIJI din alte activitati: profit (pierdere) (rd.110 + 150 195996 78289 Alte plati 070
Profit (pierdere) pina la impozitare (rd.080 + d.150) 160 10081409 9025990 e e o to0) 080
Cheltuieli privind impozitul pe venit 170 1178993 1051159 Fluxuri de numerar din activitatea de investif
Py " (pierdere netd) al perioadei de gestiune (14,160 - 180 8902416 7974831 Incasari din vinzarea activelor imobilizate 090
Plati aferente intrarilor de active imobilizate 100
F Dobi incasate 110
SITUATIA MODIFICARILOR CAPITALULUI PROPRIU
de la pina la Dividende incasate 120
Anexa 3 N
inclusiv: dividende incasate din strainatate 121
N Sold la inceputul Sold la sfirsitul —
dlo Indicatori Cod rd perioadei de Majorari Diminuari perioadei de Alte incasari (plati) 130
gestiune gestiune Fluxul net de numerar din activitatea de investitii 140
1 2 3 a 5 6 7 (rd.090 - rd.100 + rd.110 + rd.120 + rd.130)
| si neinregistrat Fluxuri de numerar din activitatea financiara
1. Capital social 010 incaséri sub forma de credite si imprumuturi 150
! nevs ( ( ( ( Plati aferente rambursaril creditelor si imprumuturilor 160
2. Capital nevarsat 020 |} ) ) )
Dividende platite 170
. 3. Capital neinregistrat 030 inclusiv: dividende platite nerezidentilor 1”71
4. Capital retras 040 " ; : " incasari din operatiuni de capital 180
5. Patrimoniul primit de la stat cu drept de 050 Alte ncasari (plati) 190
propriet Fluxul net de numerar din activitatea financi 200
Total capital social si neinregistrat 060 (rd.150 - rd.160 - rd.170 + rd.180 * rd.190)
(rd.010 + rd.020 + rd.030 + d.040 + rd.050) Fluxul net de numerar total
210
o | Prime de capreal 070 (2 1d.080 + rd.140 + rd.200)
Rezerve Diferente de curs valutar favorabile (nefavorabile) 220
1. Copital de rezerva 080 Sold de numerar la inceputul perioadei de gestiune 230
Sold de numerar la sfirsitul perioadei de gestiune
. 2. Rezerve statutare 090 (% rd.210 * rd.220 + rd.230) 240
3. Alte rezerve 100
Total rezerve 110
(rd.080 + rd.090 + rd.100) x 1
D sate - Nota
Profit (pierdere)
1. Corectii ale rezultatelor anilor precedenti 120 X
Bepar s nevamm Bepar s nevamm
CoxpaHuTb CoxpaHuTb
Pacnucka 2 Pacnucka
Pecnionient Pecnionient
®uckanbHbli ko1: 1010600028048, nanmenosanue: BIOSISTEM MLD S.R.L. ®uckanbHbli ko1: 1010600028048, nanmenosanue: BIOSISTEM MLD S.R.L.
Ipenocrasmn oruér: RSF1 21 Ipenocrasmn oruér: RSF1_21
Ha ¢uckansusiii nepuoxa: A/2020 Ha ¢uckansubiii nepuon: A/2020
Jlara npenocrasnenns: 11.05.2021 Jlara npenocrasnenns: 11.05.2021
BpemenHast MeTka oTuéra 3apeructpupoBanHoro B Mxdopmarmonnoit Cucreme HBC : 11.05.2021 Bpemennas meTka otuéra 3apeructpupoansoro B Cucreme DnekrponHoit OT4éTHOCTH M
12:26:31 ornpasieHHoro B Madopmaumonnyro Cucremy BHC : 11.05.2021 10:00:47

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




BIOSISTEM-MLD S.R.L.

c/f 1010600028048; adresa: str. Albisoara 16/1 of.7, or. Chisinau
tel.+373-22-808517, +373-22-808719, fax +373-22-808519.
Web: www.biosistem-mld.com; e-mail: biosistem.mld@gmail.com

Citre Grupul de lucru pentru evaluarea

Procedurii de achizitie Nr. ocds-b3wdp1-MD-1619684758545
din 22 mai 2021, 8:55 - 17 iun 2021, 8:55

din cadrul CAPCS

Declaratie

Prin prezenta, SRL ,,Biosistem-mld”, declara ca :

e Vainstala si instrui personalului beneficiarului cu privire la utilizarea echipamentelor livrate,
organizate la sediul beneficiarului de citre personalul autorizat al furnizorului.

e Termenul de garantie pentru echipamentul oferit nu este mai mic de 24 de luni de la data
livrarii/instalarii acestuia.

e Perioada de reactie: jumatate de ora sau mai putin la telefon si 24 ore sau mai putin la locul
beneficiarului in cazul aparitiei defectiunilor tehnice.

e Va organiza inspectiile planificate / intretinerea profilactica si calibrarea conform programului stabilit
si mentenanta dispozitivului medical pe durata perioadei de garantie, efectuat de catre un inginer
calificat al ofertantului.

e Anul producerii echipamentului nu este mai vechi de anul 2020.

e Vainregistra in Registrul de Stat al Dispozitivelor Medicale a Agentiei Medicamentului si

Dispozitivelor Medicale bunurile contractate pina la momentul livrarii acestora.

e Pina la momentul livrarii va prezenta numarul de inregistrare din Lista producatorilor, conform

prevederilor HG 212/2018 privind gestionarea Echipamentelor Electrice si Electronice (EEE).

Vitalie Poiata

L.S.
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CERTIFICATE

ATTESTATION CERTIFICATE
OF ELECTROMAGNETIC
COMPATIBILITY AND LOW VOLTAGE DIRECTIVES

Technical file of the company mentioned below has been observed and audit has been

completed successfully.
2014/30/EU Electromagnetic Compatibility Directive and

2014/35/EU Low Voltage Directives have been faken as references for these processes
Company Name : Jinan Biobase Biotech Co., Lid.

Company Address : Room 501, Tiangiao District Technology Center,No.é6 Lanxiang
Middle Road,Tiangiao District,Jinan,China

Related Directives and Annex : 2014/35/EU Low Voltage Directive
2014/30/EU Electromagnetic Compatibility Directive

Related Standards : EN 61326-1:2013;EN 61010-1:2010
Product Name : Microscope
Report No and Date : 201709252104-LVD/EMC

Product Brand/Model/Type : DM-125/BMB-117M/BMB-300M/BMP-107B/BMP-107T/BMI-100/BMI-202/
BMM-1000/BMM-2000/BME-500D/BME-500E/BME-500SM/BME-500V/
BMSF-3024R-2L/WXH-8/WXH-10/WXH-12/ XY-1/XY-2/BK-ML30/BK-ML31
BMS7045 Series/XS Series/ XSB Series/BX Series

Cerfificate Number :M.2017.201.N2213 L
Initial Assessment Date 1 27.09.2017 -
Registration Date : 28.09.2017 UDEM Infernational

Reissue Date/No D - Auditing Training

Eepiry Date : 27.09.2022 and Trade Inc. Co.

The validity of the certificate can be checked through www.udem.com.ir. The CE mark shown on the right
can only be used under the responsibility of the manufacturer with the completion of EC Declaration of
Conformity for all the relevant Directives. This certificate remains the property of UDEM International Certification
Auditing Training Centre Industry and Trade Inc. Co. fo whom it must be returned upon request. The above
named firm must keep a copy of this certificate for 15 years from the registration of certificate. This certificate
only covers the product(s) stated above and UDEM must be noticed in case of any changes on the product(s)

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +90 0312 443 03 76
E-mail: info@udemltd.com.fr www.udem.com.ir
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This is to certify that the Quality Management System of

Biobase Biodustry (Shandong) Co., Ltd.

Unified Social Credit Code : 9137018179889855X7

Operation Address : Biobase Biodustry Park, Crossing of East Jingshi Road and Mingbu Road, Mingshui Economic
Development Zone, Zhanggiu, Jinan City, Shandong Province, China(Production);No.51, South Gongye Road, Jinan
City, Shandong Province, China(Sale)

Registered Address : Biobase Biodustry Park, Crossing of East Jingshi Road and Mingbu Road, Mingshui Economic
Development Zone, Zhangqiu, Jinan City, Shandong Province, China

applicable to

R & D, production and sales of in vitro diagnostic kit(see attachment for details),
biosafety cabinet, medical aerosol absorber, pressure steam sterilizer, blood bank
refrigerator, microbial incubator, blood collection tube & needle, alcohol pad and
automated ELISA processor(within the scope of license qualification)

has been assessed and registered by NQA against the provisions of
ISO 9001:2015

This registration is subject to the company maintaining a quality management system, to
the above standard, which will be monitored by NQA.

Certified Clients shall accept regular surveillance assessments, the validity of certificates shall be
maintained for the positive result of audit.

The information of this certificate can be checked on CNCA's website (www.cnca.gov.cn)
SNQA's website : www.snga.com.cn

/)7 @/wﬁ'&_j Certificate Number 45013

Managing Director

Date: 09 July 2018
Valid Until: 09 July 2021
EAC Code: 13/19

UKAS

MANAGEMENT
SYSTEMS

015

The use of the UKAS Accreditation Mark indicates accreditation in respect of those activities covered by the accreditation certificate number 015 held by NQA.
NQA is a trading name of NQA Certification Limited, Registration No 09351758. Registered Office: Warwick House, Houghton Hall Park, Houghton Regis, Dunstable, LU5 5ZX, UK.
This certificate is the property of NQA and must be returned on request.
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Biobase Biodustry (Shandong) Co., Ltd.

Annex [

1. Triglyceride detection kit (enzyme colorimetric method)

2. Low density lipoprotein cholesterol test kit (direct method)

3. High-density lipoprotein cholesterol test kit (direct method)

4, Total cholesterol test kit (enzyme colorimetric method)

5. Creatine kinase isoenzyme detection kit (IFCC recommended method)
6. Total bilirubin test kit (diazo-2,4-dichloroaniline colorimetric method)
7. Alanine aminotransferase detection kit (IFCC recommendation method)
8. Cholinesterase detection kit (butyryl thiocholine method)

9. Glucose detection kit (oxidase method)

10. Chlorine detection kit (mercury thiocyanate colorimetric method)

11. Magnesium detection kit (colorimetric method)

12. Carbon dioxide detection kit (enzymatic method)

13. Inorganic phosphorus detection kit (colorimetric method)

14. Apolipoprotein A1 detection kit (immunotransparency turbidity method)
15. Glucose detection kit (hexose kinase method)

16. Creatinine test kit (enzymatic method)

17. Calcium detection kit (arsenazo III method)

18. Glycosylated serum protein detection kit (two points method)

19. Lipoprotein (a) detection kit (immunotransparency turbidity method)
20. Total protein detection kit (biuret method)

21. Aspartate aminotransferase detection kit (IFCC recommended method)
22. Alkaline phosphatase test kit (IFCC recommended method)

23. Albumin detection kit (bromocresol green method)

24. Apolipoprotein B detection kit (immunotransparency turbidity method)
25. Urea detection kit (urease-glutamate dehydrogenase method)

ﬂ’)&,,nﬂ'(j Certificate Number 45013

Managing Director

Date: 09 July 2018
Valid Until: 09 July 2021
EAC Code: 13/19

UKAS

MANAGEMENT
SYSTEMS

The use of the UKAS Accreditation Mark indicates accreditation in respect of those activities covered by the accreditation certificate number 015 held by NQA.
NQA is a trading name of NQA Cerlification Limited, Registration No 09351758. Registered Office: Warwick House, Houghton Hall Park, Houghton Regs, Dunstable, LUS 52X, UK.
This cartificate is the property of NOA and must be returned on request.




Biobase Biodustry (Shandong) Co., Ltd.

Annex 11

26. a-amylase detection kit (EPS-G7 method)

27. a-hydroxybutyrate dehydrogenase detection kit (DGKC recommended method)
28. Rheumatoid factor detection kit (immunotransparency turbidity method)
29. Total bile acid detection kit (circulating enzyme method)

30. y-glutamy! transferase detection kit (SZASZ method)

31. Lactate dehydrogenase detection kit (DGKC recommended method)

32. Direct bilirubin test kit (diazo-2,4-dichloroaniline colorimetric method)
33. Adenosine deaminase detection kit (enzymatic method)

34. Creatine kinase test kit (IFCC recommended method)

35. Creatinine test kit (bitter acid method)

36. Urine microalbumin detection kit (immunotransparency turbidity method)
37. Uric acid detection kit (TBHBA method)

38. Total cholesterol test kit (oxidase method)

39. Sodium detection kit (enzymatic method)

40. Potassium detection kit (enzymatic method)

41, Serum iron detection kit (pyrazine method)

42. Zinc test kit (colorimetric method)

43, Copper detection kit (colorimetric method)

44. 5'-ribonucleotide hydrolase detection kit (colorimetric method)

45. Monoamine oxidase detection kit (colorimetric method)

46. Alpha-fetoprotein detection kit (immunoturbidimetry)

47. Ammonia detection kit (glutamate dehydrogenase two-point method)
48. Leucine aminopeptidase detection kit (colorimetric method)

49. Cystatin C detection kit (immunoturbidimetry)

50. p2-microglobulin detection kit (latex enhanced immunoturbidimetry)
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/}7(&»@'@ Certificate Number 45013
Managing Director
Date: 09 July 2018
Valid Until: 09 July 2021
EAC Code: 13/19

The use of the UKAS Accreditation Mark indicates accreditation in respect of those activities covered by the accreditation certificate number 015 held by NQA.
NQA is a trading name of NQA Certification Limited, Registration No 09351758. Registered Office: Warwick House, Houghton Hall Park, Houghton Regis, Dunstable, LUS 5ZX, UK.
This certificate is the property of NQA and must be returned on request.




Biobase Biodustry (Shandong) Co., Ltd.

Annex [I1

51. N-acetyl-B-D-glucosaminidase detection kit (colorimetric method)
52. Triglyceride detection kit (oxidase method)

53. Homocysteine detection kit (enzymatic method)

54. Apolipoprotein E test kit (immunoturbidimetry)

55. Phospholipid test kit (oxidase method)

56. Glucose detection kit (glucose oxidase method)

57. Glycosylated hemoglobin detection kit (enzymatic method)

58. D3 hydroxybutyric acid detection kit (enzymatic method)

59. Lactic acid test kit (enzyme color method)

60. Myoglobin detection kit (immunoturbidimetry)

61. Angiotensin converting enzyme detection kit (colorimetric method)
62. Lactate dehydrogenase isoenzyme 1 detection kit (lactic acid matrix rate method)
63. Lipase detection kit (enzyme coloring method)

64. Pepsinogen I detection kit (immunoturbidimetry)

65. Pepsinogen Il detection kit (immunoturbidimetry)

66. Anti-streptococcus O detection kit (immunoturbidimetry)

67. High-sensitivity C-reactive protein detection kit (immunoturbidimetry)
68. Pre-albumin detection kit (immunoturbidimetry)

69. Transferrin detection kit (immunoturbidimetry)

70. Glucose-6-phosphate dehydrogenase detection kit (UV rate method)
71. D-dimer detection kit (immunoturbidimetry)

72. Complement C3 detection kit (immunoturbidimetry)

73. Complement C4 detection kit (immunoturbidimetry)

74. Immunoglobulin IgA detection kit (immunoturbidimetry)

75. Immunoglobulin IgG detection kit (immunoturbidimetry)

/)7 I.Q;w% Certificate Number 45013
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Date: 09 July 2018
N Valid Until: 09 July 2021
i f;»‘.' EAC Code: 13/19
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MANAGEMENT
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The use of the UKAS Accreditation Mark indicates accreditation in respect of those activities covered by the accreditation certificate number 015 held by NQA.
NQA is a trading name of NQA Certification Limited, Registration No 09351758, Registered Office: Warwick House, Houghton Hall Park, Houghton Regis, Dunstable, LUS 5ZX, UK.
This certificate is the property of NQA and must be returned on request.
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Biobase Biodustry (Shandong) Co., Ltd.

Annex [V

76. Immunoglobulin IgM detection kit (immunoturbidimetry)

77. al-acid glycoprotein detection kit (immunoturbidimetry)

78. al-antitrypsin detection kit (immunoturbidimetry)

79. Ethanol detection kit (enzymatic method)

80. Apolipoprotein A2 detection kit (immunoturbidimetry)

81. Apolipoprotein C2 detection kit (immunoturbidimetry)

82. Apolipoprotein C3 detection kit (immunoturbidimetry)

83. Anti-thrombin 111 detection kit (immunoturbidimetry)

84. B factor detection kit (immunoturbidimetry)

85. C-reactive protein detection kit (immunoturbidimetry)

86. Direct bilirubin detection kit (vanadate oxidation method)

87. Direct bilirubin detection kit (oxidase method)

88. Fibrinogen detection kit (immunoturbidimetry)

89. Ferritin detection kit (latex enhanced immunoturbidimetry)

90. Fiber binding protein detection kit (immunoturbidimetry)

91. Glutamate dehydrogenase detection kit (enzymatic method)

92. Glycyl valine dipeptidy! aminopeptidase detection kit (enzymatic method)
93. Glycosylated hemoglobin detection kit (latex enhanced immunoturbidimetry)
94. Homocysteine detection kit (enzymatic method)

95. Immunoglobulin E detection kit (immunoturbidimetry)

96. Ischemic modified albumin detection kit (colorimetric method)

97. Aspartate aminotransferase mitochondrial isoenzyme detection kit (enzyme inhibition
method)

98. Plasminogen detection kit (immunoturbidimetry)

99. Retinol binding protein detection kit (immunoturbidimetry)

100. Total bilirubin test kit (vanadate oxidation method)

mcfwﬁ'@ Certificate Number 45013

Managing Director

Date: 09 July 2018
Valid Until: 09 July 2021
EAC Code: 13/19
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The use of the UKAS Accreditation Mark indicates accreditation in respect of those activities covered by the accreditation certificate number 015 held by NQA.
NQA is a trading name of NQA Cetification Limited, Registration No 09351758. Registered Office: Warwick House, Houghton Hall Park, Houghton Regis, Dunstable, LU5 5ZX, UK.
This certificate is the property of NQA and must be retumned on request.




Biobase Biodustry (Shandong) Co., Ltd.

Annex V

101. Total bilirubin test kit (oxidase method)

102. Troponin I test kit (latex enhanced immunoturbidimetry)

103. Unsaturated iron binding force detection kit (Ferene method)

104. Urine total protein detection kit (colorimetric method)

105. al-microglobulin test kit (latex enhanced immunoturbidimetry)

106. Fibrin and fibrinogen decomposition product determination kit (latex
immunoturbidimetry)

107. Haptoglobin assay kit (immunoturbidimetry)

108. Procalcitonin assay kit (latex immunoturbidimetry)

109. Glycocholic acid assay kit (latex immunoturbidimetry)

110. Free fatty acid determination kit (ACS-PAP method)

111. Glycated albumin assay kit (peroxidase method)

112. a2 macroglobulin determination kit (immunoturbidimetry)

113. Heart-shaped fatty acid binding protein assay kit (latex immunoturbidimetry)
114. Anti-cyclic citrullinated peptide antibody assay kit (latex immunoturbidimetry)
115. Neutrophil gelatinase-related lipocalin assay kit (latex immunoturbidimetry)
116. Sialic acid assay kit (neuraminidase method)
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Managing Director
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This is to certify that the Quality Management System of

Biobase Biodustry (Shandong) Co., Ltd.

Unified Social Credit Code : 9137018179889855X7

Operation Address : Biobase Biodustry Park, Crossing of East Jingshi Road and Mingbu Road, Mingshui Economic

Development Zone, Zhanggiu, Jinan City, Shandong Province, China(Production);No.51, South Gongye Road, Jinan
City, Shandong Province, China(Sale)

Registered Address : Biobase Biodustry Park, Crossing of East Jingshi Road and Mingbu Road, Mingshui Economic
Development Zone, Zhanggiu, Jinan City, Shandong Province, China

applicable to

R & D, production and sales of in vitro diagnostic kit(see attachment for details),
biosafety cabinet, medical aerosol absorber, pressure steam sterilizer, blood bank

refrigerator, microbial incubator, blood collection tube & needle, alcohol pad and
automated ELISA processor(within the scope of license qualification)

has been assessed and registered by NQA against the provisions of
ISO 13485: 2016

This registration is subject to the company maintaining a quality management system, to
the above standard, which will be monitored by NQA.

Certified Clients shall accept regular surveillance assessments, the validity of certificates shall be
maintained for the positive result of audit.

The information of this certificate can be checked on CNCA's website (www.cnca.gov.cn)
SNQA's website : www.snqa.com.cn
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The use of the UKAS Accreditation Mark indicates accreditation in respect of those activities covered by the accreditation certificate number 015 held by NQA.
NQA is a trading name of NQA Certification Limited, Registration No 09351758. Registered Office: Warwick House, Houghton Hall Park, Houghton Regis, Dunstable, LU5 5ZX, UK.
This certificate is the property of NQA and must be returned on request.




Biobase Biodustry (Shandong) Co., Ltd.

Annex |

1. Triglyceride detection kit (enzyme colorimetric method)

2. Low density lipoprotein cholesterol test kit (direct method)

3. High-density lipoprotein cholesterol test kit (direct method)

4. Total cholesterol test kit (enzyme colorimetric method)

5. Creatine kinase isoenzyme detection kit (IFCC recommended method)
6. Total bilirubin test kit (diazo-2,4-dichloroaniline colorimetric method)
7. Alanine aminotransferase detection kit (IFCC recommendation method)
8. Cholinesterase detection kit (butyryl thiocholine method)

9. Glucose detection kit (oxidase method)

10. Chlorine detection kit (mercury thiocyanate colorimetric method)

11. Magnesium detection kit (colorimetric method)

12. Carbon dioxide detection kit (enzymatic method)

13. Inorganic phosphorus detection kit (colorimetric method)

14. Apolipoprotein A1 detection kit (immunotransparency turbidity method)
15. Glucose detection kit (hexose kinase method)

16. Creatinine test kit (enzymatic method)

17. Calcium detection Kit (arsenazo III method)

18. Glycosylated serum protein detection kit (two points method)

19. Lipoprotein (a) detection kit (immunotransparency turbidity method)
20. Total protein detection kit (biuret method)

21. Aspartate aminotransferase detection kit (IFCC recommended method)
22. Alkaline phosphatase test kit (IFCC recommended method)

23. Albumin detection kit (bromocresol green method)

24. Apolipoprotein B detection kit (immunotransparency turbidity method)
25. Urea detection kit (urease-glutamate dehydrogenase method)
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Managing Director
Date: 09 July 2018
Valid Until: 09 July 2021
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The use of the UKAS Accreditation Mark indicates accreditation in respect of those activities covered by the accreditation certificate number 015 held by NOA.
NQA is a trading name of NQA Certification Limited, Registration No 09351758. Registered Office: Warwick House, Houghton Hall Park, Houghton Regis, Dunstable, LUS 5ZX, UK.
This certificale is the property of NQA and must be returned on request.
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Biobase Biodustry (Shandong) Co., Ltd.

Annex [l

26. a-amylase detection kit (EPS-G7 method)

27. a-hydroxybutyrate dehydrogenase detection kit (DGKC recommended method)
28. Rheumatoid factor detection kit (immunotransparency turbidity method)
29. Total bile acid detection kit (circulating enzyme method)

30. y-glutamyl transferase detection kit (SZASZ method)

31. Lactate dehydrogenase detection kit (DGKC recommended method)

32. Direct bilirubin test kit (diazo-2,4-dichloroaniline colorimetric method)
33. Adenosine deaminase detection kit (enzymatic method)

34. Creatine kinase test kit (IFCC recommended method)

35. Creatinine test kit (bitter acid method)

36. Urine microalbumin detection kit (immunotransparency turbidity method)
37. Uric acid detection kit (TBHBA method)

38. Total cholesterol test kit (oxidase method)

39. Sodium detection kit (enzymatic method)

40. Potassium detection kit (enzymatic method)

4], Serum iron detection kit (pyrazine method)

42. Zinc test kit (colorimetric method)

43, Copper detection kit (colorimetric method)

44. 5'-ribonucleotide hydrolase detection kit (colorimetric method)

45. Monoamine oxidase detection kit (colorimetric method)

46. Alpha-fetoprotein detection kit (immunoturbidimetry)

47. Ammonia detection Kit (glutamate dehydrogenase two-point method)
48. Leucine aminopeptidase detection kit (colorimetric method)

49. Cystatin C detection kit (immunoturbidimetry)

50. B2-microglobulin detection kit (latex enhanced immunoturbidimetry)

77 c?:n-ﬂ‘&_j Certificate Number 45014

Managing Director
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The use of the UKAS Accreditation Mark indicates accreditation in respect of those activities covered by the accreditation certificate number 015 held by NQA.
NQA is a trading name of NQA Certification Limited, Registration No 09351758. Registered Office: Warwick House, Houghton Hall Park, Houghton Regis, Dunstable, LU5 5ZX, UK.

This certificate is the property of NQA and must be returned on request.
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Biobase Biodustry (Shandong) Co., Ltd.

Annex [II

51. N-acetyl-B-D-glucosaminidase detection kit (colorimetric method)
52. Triglyceride detection kit (oxidase method)

53. Homocysteine detection kit (enzymatic method)

54. Apolipoprotein E test kit (immunoturbidimetry)

55. Phospholipid test kit (oxidase method)

56. Glucose detection kit (glucose oxidase method)

57. Glycosylated hemoglobin detection kit (enzymatic method)

58. D3 hydroxybutyric acid detection kit (enzymatic method)

59. Lactic acid test kit (enzyme color method)

60. Myoglobin detection kit (immunoturbidimetry)

61. Angiotensin converting enzyme detection kit (colorimetric method)
62. Lactate dehydrogenase isoenzyme 1 detection kit (lactic acid matrix rate method)
63. Lipase detection kit (enzyme coloring method)

64. Pepsinogen. I detection kit (immunoturbidimetry)

65. Pepsinogen Il detection kit (immunoturbidimetry)

66. Anti-streptococeus O detection kit (immunoturbidimetry)

67. High-sensitivity C-reactive protein detection kit (immunoturbidimetry)
68. Pre-albumin detection kit (immunoturbidimetry)

69, Transferrin detection kit (immunoturbidimetry)

70. Glucose-6-phosphate dehydrogenase detection kit (UV rate method)
71. D-dimer detection kit (immunoturbidimetry)

72. Complement C3 detection kit (immunoturbidimetry)

73. Complement C4 detection kit (immunoturbidimetry)

74. Immunoglobulin IgA detection kit (immunoturbidimetry)

75. Immunoglobulin IgG detection kit (immunoturbidimetry)
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Biobase Biodustry (Shandong) Co., Ltd.

Annex [V

76. Immunoglobulin IgM detection kit (immunoturbidimetry)

77. al-acid glycoprotein detection kit (immunoturbidimetry)

78. al-antitrypsin detection kit (immunoturbidimetry)

79. Ethanol detection kit (enzymatic method)

80. Apolipoprotein A2 detection kit (immunoturbidimetry)

81. Apolipoprotein C2 detection kit (immunoturbidimetry)

82. Apolipoprotein C3 detection kit (immunoturbidimetry)

83. Anti-thrombin III detection kit (immunoturbidimetry)

84. B factor detection kit (immunoturbidimetry)

85. C-reactive protein detection kit (immunoturbidimetry)

86. Direct bilirubin detection kit (vanadate oxidation method)

87. Direct bilirubin detection kit (oxidase method)

88. Fibrinogen detection kit (immunoturbidimetry)

89. Ferritin detection kit (latex enhanced immunoturbidimetry)

90. Fiber binding protein detection kit (immunoturbidimetry)

91. Glutamate dehydrogenase detection kit (enzymatic method)

92. Glycyl valine dipeptidyl aminopeptidase detection kit (enzymatic method)
93. Glycosylated hemoglobin detection kit (latex enhanced immunoturbidimetry)
94. Homocysteine detection kit (enzymatic method)

95. Immunoglobulin E detection kit (immunoturbidimetry)

96. Ischemic modified albumin detection kit (colorimetric method)

97. Aspartate aminotransferase mitochondrial isoenzyme detection kit (enzyme inhibition
method)

98. Plasminogen detection kit (immunoturbidimetry)

99. Retinol binding protein detection kit (immunoturbidimetry)

100. Total bilirubin test kit (vanadate oxidation method)
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Biobase Biodustry (Shandong) Co., Ltd.

Annex V

101. Total bilirubin test kit (oxidase method)

102. Troponin I test kit (latex enhanced immunoturbidimetry)

103. Unsaturated iron binding force detection kit (Ferene method)

104. Urine total protein detection kit (colorimetric method)

105. al-microglobulin test kit (latex enhanced immunoturbidimetry)

106. Fibrin and fibrinogen decomposition product determination kit (latex
immunoturbidimetry)

107. Haptoglobin assay kit (immunoturbidimetry)

108. Procalcitonin assay kit (latex immunoturbidimetry)

109. Glycocholic acid assay kit (latex immunoturbidimetry)

110. Free fatty acid determination kit (ACS-PAP method)

111. Glycated albumin assay kit (peroxidase method)

112. a2 macroglobulin determination kit (immunoturbidimetry)

113. Heart-shaped fatty acid binding protein assay kit (latex immunoturbidimetry)
114. Anti-cyclic citrullinated peptide antibody assay kit (latex immunoturbidimetry)
115. Neutrophil gelatinase-related lipocalin assay kit (latex immunoturbidimetry)
116. Sialic acid assay kit (neuraminidase method)
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NOQA Is a trading name of NQA Certification Limited, Registration No 09351758. Registered Office: Warwick House, Houghton Hall Park, Houghton Regis, Dunstable, LUS 5ZX, UK.
This certificate is the property of NQA and must be retumned on request.




XSB-Series Laboratory Biological Microscope

XSB-301A

Technical Parameters:

BIOBASE CHINA

MV
xSB-301B

Speci{mauon 'Moﬂ‘e‘l S
A X8B-310P XSB-301B | XSB-103B | XSB-1028 | XSB-301A
Compensation Free Binocular Head J 4
inclined at 30°
Compensation Free Trinocular Head N
Viewing Head | inclined at 30°
Sliding Binocular Head inclined at 45° v V
Sliding Binocular/Trinocular Head
inclined at 45°
Nosepiece Ball Beating Quadruple Nosepiece v v v V V
Eyepiece WF10X18mm v v V v V
Plan Achromatic 4X, 10X, J
R 40X(S)100X(S, Oil)
Objective - -
Achromatic 4X, 10X, 40X(S)100X(S, Oil) v V v
Achromatic 10X, 20X, 40X(S)100X(S, Qil) )
Stage Double Layer Mechanical Stage J J J J J
135*140mm
Condenser AI-BBE NA1.25.condenser \fVI.th Iris | J J J J J
Diaphragm & fiiter, rack&pinion adjustable
ilumination Build-in lllumination, Halogen tamp J J J J J
6V/20W,
Power Supply | AC110/220V, 50/60Hz v v V v v
Package Each set in styrofoam, to cartoon for safety | V v V V v
Package Cartoon with foam | J v ) V
Package Size | 240*340*400mm v ) v V v
Gross Weight | 7kg v v V v vV

Optional: 2.0, 3.0 or 5.0 Megapixel, CMOS electronic eyepiece

242



Certificate

Standard ISO 9001:2015
Certificate Registr.No. 01 100 6696

Certificate Holder: BIOSYSTEMS S.A.
Costa Brava 30
08030 Barcelona
Spain
Scope: Design, development, manufacture, distribution, servicing of:

-Instruments and reagents for clinical diagnostic.
-Instruments and reagents for agro-alimentary analysis.
Distribution and service of reagents and instruments for veterinary
diagnosis.

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

Validity: The certificate is valid from 2019-12-19 until 2022-12-18.
First certification 1996

2019-12-20

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kéin

www.tuv.com

(DAl A TOVRheinland®

e Akkreditierungsstelle i ‘
www.tuv.com D-ZM-16031-01-00 Precisely Right.

Utilisation and application requires prior approval

registered trademarks

10/201 1017 EA4 ® TOV, TUEV and TUV are



Annex to certificate

Standard ISO 9001:2015

Certificate Registr. No. 01 100 6696

No. Location

102 BIOSYSTEMS S.A.
Pol. Ind. Can Tapioles
naus 7-12-13
08110 Montcada i Reixac
Spain

2019-12-20

Klicken Sie hier, um Text einzugeben.

www.tuv.com

Scope

Labeling and assembly of reagent. Storage,
and shipping of: - Instruments and reagents
for diagnosis and reagents for clinical
diagnosis.- Instruments and reagents for agri-
food analysis.- Instruments and reagents for
veterinary diagnosis.

TOV Rheinland Cert GmbH
Am Grauen Stein - 51105K6In

Page 1 of 1

A TUVRheinland®

Precisely Right.

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

10/201 1017 E A4



N ®
TUVRheinland

Certificate

i The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

BIOSYSTEMS S.A.
Costa Brava 30
08030 Barcelona
Spain

has established and applies a quality management system for medical devices
for the following scope:

Design and development, manufacture, distribution and
servicing of instruments and reagents for
clinical diagnostic
(see attachment for sites included)

Proof has been furnished that the requirements specified in
EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2020-01-08
Certificate Registration No.: SX 60145545 0001
An audit was performed. Report No.: 28300434 004

This Certificate is valid until: 2022-12-12
Certification Body

( DAKKS

% Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Date 2020-01-08

D. Swiatko

TOV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel.: +49 221 806-1371 Fax: +49 221 806-3935 e-mail:cert-validity@de.tuv.com http:/mwww.tuv.com/safety

10/020h 04.08 ®  TOV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.



. ®
TUVRheinland

TUV Rheinland g P RETe €
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

| Attachment to

Certificate
Registration No.: SX 60145545 0001
‘ Report No.: 28300434 004
Organization: BIOSYSTEMS S.A.
Costa Brava 30
08030 Barcelona
Spain
Scope: Site included:
‘ Poligono Industrial Can Tapioles
Naves 7, 12 y 13
08110 Montcada i Reixac
‘ Spain
Activity: Labelling and assembling of reagents,
warehousing and shipment of instruments
and reagents for clinical diagnostic
Certification Body
(( -, Deutsche
— Akkreditierungsstelle

D-ZM-14169-01-02

} Date: 2020-01-08

10205 0408 ®  TOV, TUEY and TUY are registered trademarks, Utiisation and spplication requires prior approval.



KONFORMITATSERKLARUNG

DECLARATION OF CONFORMITY

Doc#042/05-2014

Wir /| We

TECO Medical Instruments Production and Trading GmbH
Name des Herstellers / Manufacturer's name
Dieselstrasse 1, 84088 Neufahrn, Germany
Anschrift / Address

erklaren in alleiniger Verantwortung, dass das Produkt — IVD-Blutgerinnungsmessgerat,
declare under our own responsibility, that the product — IVD Coagulation analyzer

COAX 1 channel, ref. 85001
COAX 2 channels, ref. 85002
COAX 4 channels, ref. 85004

Bezeichnung, Typ oder Modeliname / name, type or model

allen anwendbaren Anforderungen der folgenden Richtlinien
entspricht:

1. Richtlinie 98/79/EG Uber In-vitro Diagnostika
klassifiziert gemaB Artikel 9 als: "alle anderen Produkte"

2. Richtlinie 2014/30/EU Uber Elektromagnetische Vertraglichkeit
3. Richtlinie 2011/65/EU RoHS II

4. Richtlinie 2014/35/EU Niederspannungsrichtlinie

Das QM-System des Herstellers ist zertifiziert nach:

EN ISO 13485:2016

Diese Erkldrung bescheinigt die Ubereinstimmung mit den
genannten  Harmonisierungsrechtsvorschriften,  beinhaltet
jedoch keine Zusicherung von Eigenschaften.

Konformitatsbewertungsverfahren:

GemaB Anhang III der Richtlinie 98/79/EG

meets all applicable requirements of:

1. Directive 98/79/EC on In-vitro diagnostic medical devices
classified according to article 9 as: "all other products”

2. Directive 2014/30/EU on electromagnetic Compatibility
3. Directive 2011/65/EU RoHS IT

4. Directive 2014/35/EU Low Voltage

The QM-system of the manufacturer is certified for:

EN ISO 13485:2016

This declaration attests the accordance with the mentioned
harmonization rule but does not include a warranty of properties.

Conformity assessment procedure:

According to Annex III of Directive 98/79/FC

Ort und Datum der Unterzeichnung: Neufahrn, 25.03.2019
Place and date of issue: _Neufahrn, March 25, 2019
"

C=
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Semi-automated
coagulometers

With 1, 2 or 4 optical channel.

* Prepared for the daily routine
and the upcoming requirements.

* High quality in the results.

* Nearly maintenance free.

Specifications

Code 85001 85002 85004
Optical channels 1 2 4
Wavelenght (um) 620 (red) 405 (UV) 405 (UV)
Global Coag. Tests PT, APTT, TT, FIB PT, APTT, TT, FIB PT, APTT, TT, FIB
Specific Coag. Tests - individual factors

Chromogenic Coag. Tests - AT,PC

Display Color Touch screen display

230 x 140 x 90 mm (I,b,h)
Interfaces: RS 232 (2x) Printer, barcode reader
USB (2x) Network, Firmware update

Consumables
Product Code
1 pack 500 cuvettes 85020

BTS/11-17

99820

BioSystems

BioSystems S.A.
Costa Brava 30, 08030 Barcelona (Spain) Tel. +34-93 311 08 11
biosystems@biosystems.es www.biosystems.es

it
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BioSystems

REAGENTS & INSTRUMENTS

OAGULATION LINE




BioSystems

Presentation Code

PT 4x5mL 61001

Coagulation is a change of physical state of the blood due to the conversion of a
soluble plasma protein, fibrinogen, into a solid gel, fibrin.

The management and control of anticoagulant therapy and the assessment of
pre and post surgical states, among others requires a proper evaluation of the
coagulation cascade. Several tests help the physician in the diagnosis of alterate
coagulation states and management of coagulopathy.

The coagulation reagents have been specifically validated to Biosystems
coagulometers.

Prothrombin Time (PT)

» Principle of the method:
The addition of calcium thromboplastin to plasma induces the formation of the fibrin clot.
The method measures the clot formation time.

» Intended use:

* Screening assay used to monitor oral anticoagulant therapy
* It helps detect and diagnose a bleeding disorder

PROCEDURE

PT Reagent 100 pL

v

Plasma 50 pL
2 min ; Plasma ; CLOT
37 °C

i —

Presentation Code

APTT 4x4 mL 61004
APTTB (CaCl,) 4x16 mL 61005
APTT  (4x4 mL+1x16 mL) 61009

Presentation Code

Fib 4x2 mL 61002
Fib B (Imidazol) 4x15mL 61003

#
gy g
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Activated Partial Thromboplastin Time (APTT)

> Principle of the method:

The addition of the phospholipid cephalin to plasma samples in the presence of calcium
and an activator induces the formation of the fibrin clot.
The method measures the clot formation time.

» Intended use:

» Screening assay used in the monitoring of heparin therapy
* As part of investigation of a possible bleeding disorder

PROCEDURE

APTTA 50 uL APTTB CaCl. 50 uL

v v

Plasma Plasma
37 °C Plasma + APT CLOT
50 uL h
3 min

—

Fibrinogen Clauss

> Principle of the method:

The Clauss method measures the rate of conversion of fibrinogen into fibrin in a diluted
plasma in the presence of excess of thrombin. The measured clotting time is inversely
proportional to fibrinogen concentration.

» Intended use:

* As part of an investigation of a possible bleeding disorder or thrombotic episode
* To help evaluate the risk of developing cardiovascular disease

PROCEDURE

FIB (Human Thrombin) 50 uL

v

Diluted Plasma ; CLOT

Diluted Plasma

1:10 100 pL
2 min

37°C

—

Presentation Code

TT 4x3 mL 61000

|| oo
{ Lo
T [

Presentation Code

Calibrator 4x1 mL 61006
Control | 4x1 mL 61007
Control 1l 4x1 mL 61008

Thrombin Time (TT)

» Principle of the method:

Additon of human thrombin to plasma samples induces de formation of fibrin clot. The
method measures the clot formation time.

> Intended use:
* To evaluate the level and function of fibrinogen
» To detect heparin contamination
¢ As part of investigation of a bleeding or thrombotic episode

PROCEDURE

TT (Human Thrombin) 100 pL

v

Plasma 100 pL
2 min » Plasma » CLOT
37°C

—

Calibrator and Controls

The Coagulation Calibrator is a lyophilized pooled
human plasma containing component concentrations
suitable for the calibration of measurement
procedures.

The Coagulation Control is a lyophilized human
plasma with stabilizer suitable for the quality control
of the clinical laboratories. The product is intended for
intralaboratory quality control purposes only and is
supplied with intervals of suggested acceptable values. .]

-
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