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REPUBLICA MOLEGW L5,
~ LICENTA
™

[ Seria A;MMIIL f= e -= == . Nr. 044322

‘1

Denumirea autorititii de licentiere Camera de Licentiere

Denumirea, forma juridicd de organizare, sediul Societatea cu Raspundere Limitata
(adresa juridicd) a titularului de licenta "BIOSISTEM MLD" '

~ Data gi numdrul certificatului de - ,
. inregistrare de stat a titularului de licentd 12.08.2010 MD 0101250

Numdrul de inregistrare

a intreprinderii sau IDNO 1010600028048

Codul fiscal

Genul de activitate, integral sau partial, - * Importul, comercializarea, asistenfa tehniga’
pentru a carui desfasurare se elibereazd licenta si reparatia dispozitivelor medicale *

o Data eliberarii licentei 4 octombrie 2010
% yeReperfectatd: 1)19.10.2012:2)14.05.2014
b

Valabila pina la 4 octombrie 2015

- Prelungita pina la: 03.10.2020

Semndtura conducidtorului
autoritdtii de licentiere




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

Republica Moldova, MD-2068 Pecriy6:mxa Mongosa, MD-2068
mun. Chisinau, bd. Moscovei, 14/1 Data 1k 1AN._ 2016 my#. Kumunoy, 6yn. Mockosei, 14/1
Tel. : (373-22) 43-44-81, 43-46-24 / / o Ten. : (373-22) 43-44-81, 43-46-24
Fax : (373-22) 43-44-22 N D30 — S9/43 ®axc : (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. (¢/f 1010600028048), cu
IBAN MD95ML000000002251429243.

Codul bancii MOLDMD2X329.

Director J[ﬁd{ Nina Turcan

k\"\r!ﬁ' r ?V;
'_)Q‘?Q“’ ..\.Sfi’,t}.', '}*

I,,.’

Nina Balmus

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

CEBYIFICAY
DE INBEGISTRARE

Societatea cu Rispundere Limitatd "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

* Functia, numele, prenumele persoanei
care a eliberal certificatul

MD 0101250



,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 Limitatd « BIOSISTEM MLD».
Denumirea prescurtati: «BIOSISTEM MLD» S.R.L.
Forma juridica de organizare: Societate cu Riaspundere Limitata.
Numirul de identificare de stat si codul fiscal: 1010600028048.
Data inregistririi de stat: 12.08.2010.
Sediul: MD-2001, str. Albisoara, 16/1, ap.(of.) 7, mun. Chisinau, Republica Moldova.
Modul de constituire: nou creata.
Obiectul principal de activitate:
1 Activitatea farmaceutica;
2 Importul, fabricarea, comercializarea, asistenta tehnici §i (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 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 i a intreprinzatorilor individuali si confirma datele din
Registrul de stat la data de: 11.07.2016.

%f@zz{(/

Specialist principal azari Aliona

tel. 022-266-252

Date cu caracter personal. Detinator: 1.S. Camera Inregistrérii 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 primirii ~ 27.03.2018 13:54:13

Anexe la SNC
“Prezentarea situatiilor

financiare”
Aprobat de Ministerul Finantelor
SITUATIILE FINANCIARE al Republicii Moldova
pentru perioada 01.01.2017 31.12.2017
Entitatea BIOSISTEM MLD SRL
(Denumirea completd)
40717392 1010600028048
(COd CUHO) (COd IDNO)
Sediul: MD__ MD-2001 MUN.CHISINAU; MUN.CHISINAU SEC RISCANI 150
(Cod postal) Raionul (municipiul, UTA); Localitatea Cod CUATM
Albisoara, 16, 1, of.7
strada, nr, bl.
Activitatea principala; Comert cu ridicata al produselor farmaceutice
G4646
Cod CAEM, rev.2
Forma de proprietate: Proprietate privatd 15
Cod CFP
Forma organizatorico-juridica: SOCIETATI CU RASPUNDERE LIMITATA 530
Cod CFOJ
Date de contact: Tel. +37322808719 e-mail biosistem mld@gmail.com
WEB:
Numele $i coordonatele al contabilului-gef: DM (dna) 1+37322808719 Unitatea de mésura: leu
Tel. +37369463619
Anexa 8
Nota informativa privind veniturile si cheltuielile clasificate dupa natura
Perioada de gestiune
Indicatori Cod precedenta curenta
rd.
1 2 3 4
Venituri din vinzari 010 15.623.709 20.497.176
Alte venituri din activitatea operationala 020 500
Venituri din alte activititi 030 368.943 361.872
Total venituri (rd.010 +rd.020 + rd.030) 040 15.992.652 20.859.548
Variatia stocurilor 050
Costul vinzarilor 060 9.960.221 11.372.168
Cheltuieli privind stocurile 070 306.856 118.975
Cheltuieli cu personalul privind remunerarea muncii 080 129.850 169.200
Contributii de asigurin sociale de stat obligatorii s1
prime de asigurare obligatorie de asistentd medicali 090 35.709 46.530
Cheltp}ell cu amortizarea si deprecierea activelor 100 7389 90,494
imobilizate
Alte cheltuieli 110 306.855 548.183
Cheltuieli din alte activititi 120 289.432 558.776
Total cheltuieli (rd.050 +rd.060 +rd.070 +rd.080 +
rd.090 +1rd.100 +rd.110 +rd.120) 130 11.036.312 12.904.326
Profit (pierdere) pini la impozitare (rd.040 — rd.130) 140 4.956.340 7.955.222
Cheltuieli privind impozitul pe venit 150 595.238 959.194
fdrcif;:) gplerdere) net al perioadei de gestiune (rd 140 — 160 4361.102 6.996.028




Anexa 1

BILANTUL
la __31.122017 Nr. Sold la
— ept PASIV Cod
Nr. Sold la rd Inceputul perioadei de gestiune | Sfirsitul perioadei de gestiune
opt ACTIV Cod| 1 > 3 N S
| . ";1 inceputul perioadei de gestiune | Sfirsitul perioa d ei de gestiune 3. | Capital propriu
— = : 2 Capital social si supli 320 5400 5400
1. | Active imobilizate R 330
—— ezerve 33
Imobilizdri necorporale 010 2437 1.787 eaeh g - -
—— - - Corgetii ale rezultacz]or anilar preeedemi 340 X
Iohilizari corporale in ours de excougic 020 —— — -
Torenuri 030 Profit nerepartizat (piordere neacoperitd) al anilar - |350)
MiTToace fixe 0;‘0 195525 903703 precedenti 8.952.137 5.643.627
1 X e Profit net 4 picrdere nerdh al perioadei de gestiun 360) X 6.996.028
Resurse minerale 050 — ——— —
— Profic wtilizat al perioado de pestiong 370 X
Active biologice imobilizate 060 - - ~
Tttt financi . 0 oA el 1070 Alte elemente de capital propriu 380
et inanciare pe termen liny in I’TI!! neali iate Total capital propriu 390
Investitii linangiarg pe termen lunw, in pirti aliliate [080 (td.320+ rd 330 + rd 340 + rd 350 + rd 360 - 1d 370
Investitii imobiliare 090 +1d.380) 8057537 12.645.055
Creante pe termen lung 100 4. | Datorii pe termen lung
Avansuri acordate pe termen lung 110 Credite bancare pe termen lung 400
Alte active imobilizate 120 Imprumuturi pe termen lung 410
Total active ‘m"b']‘z‘“f 130 Diateni pe termen Tung privind leasingu] Ananciar  |420)
(rd.010 + rd.020 + rd.030 + rd.040 + rd.050 + rd.060 IAlte datorii pe termen lung 130
+r1d.070 + rd.080 + rd.090 + rd. 100 + rd. 110 + m 0
rd.120) 197 962 906.490 Total datorii pe termen lung (rd.400 + rd.410 + |44
=) rd.420 + rd.430)
2 |Active circulante "
Material T30 — 5. | Datorii curente
a_ena ‘e — 2329 457 Credite bancare pe termen scurt 450
Active biologice circulante 150 H " - 260
DMricote de mich viloans +i scund duraid 160 49.454 63.968 I uniuluni pe Lenmen el
Ui - ¥ A al &l Datorii comerciale 470] 1.084.518 1.595.609
Productia in curs de exeontie si produsy 170 s — n
Marfur 180 3735575 1003 Datorii fata de partile afiliate 480
G ar ut” o 190 ; f8;>786 — 57’ ;l Avansuri primite curente 490 186.214 7303
canie comerolae 2.303. 3.157.174 Datorii fata de personal 500 7343 15,149
Creante ale partilor afiliate 200; -
A - o " 510 703552 097547 Cyatoni priving asiguranle seciale 51 medicale 510
Cvansun lacl(:r ate lcu.ren e — o 4’973 Datorii fatd de buget 520 318484 39.698
" ——— 3
reante ale bugetulut - - 22202 Venituri anticipate curente 530
Creante ale personalului 230 — — 5
Datorii fata de proprietari 540)
Alte creante curente 240 — —
N - e il - 750 Finanir gi incasin oo destinagic speciald careng {550
A;Jtm{lrur in :a:jltllt si lw comrun cureme — 747829 4.742.040 Provizioane curente 560
1 .e e_e_r_nl?n < ._e nm.nemr — R 370 Alte datorii curente 570 19.762 75.239
et inanciar: cure e in pfrll neall it Total datorii curente 580
Divvestitii linancinng ourents in pirti aliliate 280) (rd.450 + rd.460 + rd 470 + rd 480 + rd 490 + rd.500
Alte active circulante 290 8.004 5373 +1d.510 +rd.520 + rd.530 + rd.540 + rd 550 +
Total active circulante 300 rd.560 + rd.570) 1.616.321 1.762.998
(rd.140 + rd.150 + rd.160 + rd.170 + rd.180 + rd.190 Total pasive (rd.390 + rd 440 + rd.580) 590 10.573.858 14.408.053
+1d.200 + rd.210 + rd.220 + rd.230 + rd.240 +
rd.250 + rd.260 + rd.270 + rd.280 + rd.290) 10.375.896 13.501.563
Total active (rd.130 + rd.300) 310 10.573.858 14.408.053
Anexa 2 Total capital propriu (rd.060 + rd. 100 | rd 160 | | 180 | 8.957.537 11.357.131 7.669.613 12.645.055
SITUATIA DE PROFIT SI PIERDERE rd.170)
dela__0101.2017 pinala__31.12.2017
Perioada de gestiune
Indicatori Cod rd precedentd curentd
1 2 3 4
Venituri din vinzri 010 15.623.709 20497.176 Anexad
Costul vinzrilor 020 9.960.221 11372.168 SITUATIA FLUXURILOR DE NUMERAR
Profit brut (pierdere brutd) (rd.010 - rd.020) 030 5.663.488 9.125.008 dela 01012017 pina la__31.12.2017
Alte venituri din activitatea ionald 040 500
Cheltuicli de distribuire 050 208 202 Perioada de gestiune
Cheltuieli ini e 060 513.937 622.704 Indicatori Cod precedentd curentd
Alte cheltuicli din activitatea i 070 272514 350.476 rd
Rl il uhe et itamza upe alivia, g peersgereodansn 080 1876.829 8152126 ! 2 3 4
+1d.040 — rd.050 — rd.060 — rd.070) Fluxori de numerar din achivitulen spertivnali
;C“'_':‘:"‘." dd"‘ “)"C."':’]“".“"" p':’r“ (pierdere) 090 79511 -196.904 Tncasari din vinzari 010 16.364.220 30,547,593
rofit (pierdere) pind la impozitare < s
(1d.080 + rd.090) 100 4.956.340 7955222 Plati pentru stocuri si servicii procurate 020 18.057.882 1242716
ieli privind i i veni 5952 5 A el asal 4 araane de e e suerlh
Cheltuieli pr.mnd impozitul pe.xeml 110 595.238 959.194 Pl\lllvl..ll[\, gl A organe de g soeald g 030 165.559 205.235
Profit net (pierdere netd) al perioadei de gestiune 120 4361102 6.996.008 medicald
1d.100 - rd.110) o st
¢ Dobinzi platite 040
Plata impozitului pe venit 050 359.402 1.213.720
Anexa 3 Alte incasiri 060 2.173.630
SITUATIA MODIFICARILOR CAPITALULUI PROPRIU Alte plati 070 647.102 20861222
dela__01.01.2017  pinala__31.12.2017 Fluxul net de numerar din activitatea operationali
(rd.010 —rd.020 - rd.030 —rd.040 — rd.050 +rd.060 — 080 -692.095 7.024.700
Nr Sold la inceputul Sold la sfirsitul rd 070)
do Indicatori Cod rd ngj}j’j‘m"“ Majorari Diminuiri “e:c‘_:fﬂj“c"“ Fluxari de numerar din activitates de investilii
1 2 3 4 5 6 7 Ineasdn din vinzarea setivelor imakilizat: 090
1| Capital social si suplimentar Plagi aterente intracilac de sctis o imobilizate 100
Capital social 010 5400 5400 — 0
Capital suplimentar 020 Dobinzi incasate 11
Capital nevarsat 030 0 0 0 0 Dividende incasate 120
Capital neinregistrat 040 Alte incasari (plati) 130
Capital retras 050 [§] Q [§] [§] Fluxul net de numerar din activitatea de investitii 140
Total capital social si suplimentar 060 5400 5.400 (rd.090 —rd.100 + rd.110 +rd. 120 + rd. 130)
5 (Rri/':(\’c 1020 | 1d.030 | 1d.040 + 1d.050) Fluxuri de numerar din activitatea financiari
Capital de rezerva 070 Incasan suly forma de crdity §1 Imprumvtun 150
Rezerve statutare 080 Plagrateeenee rambursarn credinelor s imgramturilor 160
Alie rezerve 090 Dividende plétite 170 1.127.660 3.110.000
Total reserve (1d.070 | 1d.080 | rd.090) 100 — - 150
3| Profit nerepartizat (pierdere neacoperita) Incasari din operatiuni de capital
Corectii ale rezultatelor anilor precedenti 110 Alte incasdri (plati) 190
Profit nerepartizat (pierdere neacoperit) al anilor 120 8952137 1361103 7669613 5643.627 Fluxul net de numerar din activitatea financiari (rd.150
preccdenti —rd 160 —rd 170 + rd 180  rd. 190) 200 -1.127.660 3110000
Profit net (pierdere nets) al perioadei de gestiune 130 X 6.996.028 6.996.028 Fluxul net de numerar total -
Trofit uilzat al perioader dc gestiunc T30 X T 0 T (2 rd 080 + rd. 140 + rd. 200) 210 -1819.755 3914.700
Rezultatul din tranzitia la noile reglementdri contabile| 150 Drilerente du cure s alokar 4oy erabile (neloorabile) 220 79.511 79511
Total profit nerepartizat (pierdere neacoperita) | 160 8952.137 T1.357.131 7.669.613 12.639.655 - . - 3
(1110 + 1d.120 + rd 130 + £ 140 * rd. 150) ;ollj :e numerar IIal i:lve!)u]lul p?rlznlle de gc.suurze 230 2.488.073 747.829
4 | Alte elemente de capital propriu, din care 170 old de numerar la sfirsitul perioadei de gestiune (+ 240 747.829 4742 040
Diferente din reevaluare I rd.210 + rd. 220 + rd.230)
Subventii entitafilor cu proprictate publicd 172




Anexa 6

Date generale 14. Numerar legat—total —_lei.
1. Certificat de inregistrare a entitatii, eliberat de Camera Inregistrarii de Stat o R . R
Numir de inrog MDO101250_ Data inregistri 12082014 Seria MD Numér 0101250 In rindurile, in carc s¢ inscriu sumele de gaj, in toate coloanele
2. Capital social inregistrat de Camera Inregistririi de Stat prin fractie se reflects:
data __12.082010 __suma 5400 lei, inclusiv: @) la numardtor - valoarea de gaj:
b) la numitor — valoarea contabila
1) cota statului lei,
2) cota detindtorilor a cel pufin 20% —— leci.
Modificiri ulterioare:
a) . suma lei, inclusiv cota statului —— ei,
b) ————— . suma Tei, inclusiv cota statulyi ———————————— lei,
Intitdtile, activitatea carora necesitd licentd, indicé
Licenta in vigoare:
D Numar 044322 dotacliberirii ___2010-10-0400:0000
Termen de i 03.10.2020
Tipul de activitate
Organul care a cliberat licen{a
4. Numarul mediu scriptic al personalului in perioada de gestiune 3 persoane. inclusiv pe categorii
1) personal ini i 3 persoane,
2) muncitori persoane,
5. Numdrul personaluluila  31.12.2017 3 persoane.
169.200_ lei.

6. Remunerarea personalului entit 169200
7. Remunerarea membrilor organelor de administrare, de conducere si supraveghere si alte angajamente apirute sau asumate in legiturd

ol et e arwtinbrilon it Tl i lor b i . e Lol ————————————— lei
8. Avansurile si creditele acordate membrilor organelor specificate la pet.7 lei, inclusiv lei.
9. Valoarea activelor imobilizate si circulante, inregistrate in calitate de gaj!
1) valoarcade gaf —— i
2)valoarcacontabila. — lei
10. Mol e inder ordausne kel peresade de scatiowe — unitati.
11 Frolin ner tpeenders e perioudei e eestinm peimnn ik srdinore,
1) profit lei,
2)pierdere ____ Jei
120 D el zoben i pe e & o Sodivari pentio prioch du gestinn
Doplatite — — lei.
2) planificate pentruplata _—__ Jei
13, Valwtd suiet disponilali wesalen i et nativman i o Repabehan Mol ol 849.462 lei.
inclusiv (lei, denumirea si codul valutei):
1) 698537 codul valutei  Euro
2) 150925 codul valutei  US Dollar
-
g 55 _ .
2 5833
Eizil
2372
s Recipisa de primire a raportului
= = = x =
$= 5 5 & & Z .
£33 2 = = - z ID-ul raportului 289272
'E ZE£3 B %
s L2 |® id Tipul rtul RSF1
SEC: ipul raportului
Eg°% Tipul perioadei de raportare Anual
= = = = ) Anul de raportare 2017
=_& & 4 o = = o
33333 - “ b = % Numérul de raportare a perioadei (numr) 10
EE33 5|~ 2 N -
2LEgE Numiirul de raportare a perioadei (text) an
ZEEZZ =
29 L EE
478" Codul statistic al organizatiei 40717392
% = § § Codul fiscal al organizatiei 1010600028048
2 ‘5 3 2 & e} IDNO organizatiei 1010600028048
E23F |o . -
F H % £ Denumirea organizatiei BIOSISTEM MLD SRL
£t g8
72 Statutul raportului Primit la BNS
& o a8 a Data credtii raportului 26.03.2018 11:08:42
® EES 3 <
N § = ; § 5 Data expedierii raportului 27.03.2018 13:54:13
= ZE o
25| I gs Subdiviziunea teritoriala a BNS mun. Chisinau
a szE" L
E o 5< Telefonul subdiviziunii teritoriale a BNS 0-22-739581
o —
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ORDIN DE PLATA nr. 85 DATA EMITERII 14 03 2019 TIP.DOC. 1
PLATITI |a000.00 LEl _ Patru Mii lei 00 bani
PLATITOR (R) 'BIOSISTEM MLD" SRL Cod IBAN MD95ML000000002251429243
CODUL FISCAL 1010600028048
PRESTATORUL PLATITOR suc. "Invest" CODUL BANCII
MOLDMD2X329
BENEFICIAR (R) IMSP CS Ungheni Cod IBAN MD19TRPCCU518430A00329AA
CODUL FISCAL 1006601000037
PRESTATORUL BENEFICIAR  Ministerul Finantelor - Trezoreria de Stat CODUL BANCII
TREZMD2X
DESTINATIA PLATII /P102/4000,00 Pentru garantia pentru oferta la licitatia publica nr.
ocds-b3wdp1-MD-1551188526830 din 18 mart 2019 Ripetlahittiing
L.S.

CODUL TRANZACTIEI DATA PRIMIRII

DATA EXECUTARII

101 | 14 03 2019

| 14 03 2019 15:57:19

SEMNATURILE EMITENTULUI

SEMNATURA PRESTATORU

F X |14 martie 2019

B.C. «MOLDINDCONBANK» S_A.

mun. Chigniu
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Declaration of Conformity - V.01

Declaration of Conformityc €

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

EC-Representative: Shanghai Intemational Helding Corp. GmbH (Europe}
" Eiffestralle 80
20537 Hamburg, Germany

Product: Auto Hematology Analyzer
Model: BC-3600
Including reagents as follo
M-30D DILUENT
M-30CFL LYSE
M-30R RINSE
PROBE

Classification: degVice not in VDD annex Il and not for self
testing/performance evaluation
jte: yDD Annex [I{excluding Section 6)

Conformity Assess

] t the above mentioned products meet the
provisions of Y jrective 98/79/EC on [n Vitro Diagnostic Medical
Devices. All suppdsting documentations are retained under the premises
of the manufacturer.

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

provided as attachment.

Start of CE-Marking: 2011-01-14
Place, Date of Issue: Shenzhen, 2011-01-14

Signature:
Name of Authorized Signatory: Mr.,Ya ng Long
Position Held in Company: Management Representative
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ZERTIFIKAT ¢ CERTIFICATE

Product Service

CERTIFICATE

No. Q517 03 44751 089

Holder 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

Certification Mark:

tuv-suc.comips-cerl

Scope of Certificate: 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.: SH1705528
Valid from: 2017-09-01
Valid until: 2020-08-31
Date, 2017-06-28 M
Stefan Preill
Page 10of 3 (( DAKKS

Deutsche
Akkreditierungsstelle
D-EM-11321-01-00

. " um B
TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 85 - 80339 Miinchen - Germany Tav
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ZERTIFIKAT ¢ CERTIFICATE

CERTIFICATE

Product Service

No. Q517 03 44751 089

Applied Standard(s):

Facility(ies):

Page 2 of 3

EN I1SO 13485:2016

Medical devices - Quality management systems -
Regquirements for regulatory purposes

(1SO 13485:2016)

DIN EN 1SO 13485:2016

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

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Bldg 9-13, Baiwangxin High-Tech Industrial Park,
Baimang, Xili Town, Nanshan, 518108 Shenzhen,
PEOPLE'S REPUBLIC OF CHINA

Shenzhen Mindray Biomedical Electronics Co., Ltd.
1203 Nanhuan Avenue, Guangming District, 518106
Shenzhen, PEOPLE'S REPUBLIC OF CHINA

(( DAKKS

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany

Deutsche
Akkreditierungsstelie
0-2M-11321-01-00

TOV®
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Attachment for Certificate No. Q5 17 03 44751 089 Product Service
Dated: 2017-06-28

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, Wearable ECG
Recorder,

Anesthesia Machine and Accessories, Ventilator,

Infusion Pump, Syringe Pump, Enteral Feeding Pump, Infusion Supervision System,
Ultrasonic Diagnostic Equipment and Accessories,

Digital Radiography System, Radiography System, Magnetic Resonance Imaging System
Hematology Analyzer, Clinical Chemistry Analyzer, Urine Analyzer, Microplate Reader,
Microplate Washer for invitro diagnostic use, Chemiluminescence Immunossay 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 Immunoassav 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,
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Disposable Breathing Circuit, Reusable Breathing Circuit, Heat and Moisture Exchanger,

IF

Filter, Breathing Bag

o

X
E‘\

o

Munich, CRT, 2017-06-28

[ o

Stefan Preif

Page 3 of 3

(( DAKKS

Deutsche
Akkreditierungsstelle
D-2M-11321-01-00

ZERTIFIKAT ¢ CERTIFICATE

S un g ®
TUV SUD Product Service GmbH - Zertifizierstelle - Ridlerstrale 65 . 80339 Miinchen . Germany TV




UCB F 12.04 201202

America

CERTIFICATE

No. QS5 17 07 44751 097

Certificate Holder: Shenzhen Mindray Bio-Medical
Elactronles Co., Ltd.
Mindray Building
Keji 12th Road South
High-Tech Industrial Park
Nanshan
518057 Shenzhen
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

1SO 9001

Scope of Certificate: Design and Development, Production and Distribution of
Medical Electronic Equipment (Inciuding Patlent Monitor
and Accessories, Vital Signs Monitor, Center Manitoring
Systemn, Telemetry Monitoring System, Pulse Oximeter,
Temperature Frobe, Flow Sensor, Ambulatory Blood
Pressure Monitor, DefibrillatorMonitor and Accessories,
Electrogardiograph, Wearakle ECG Recorder, Anesthesia
Machine and A ies, Ventilator, Infusion Pump, Syringe
Pump, Enteral Feeding Pump, Infuslon Supervision System,
Ultrasonic Diagnostic Equipment and A ies, Digital
Radiography System, Radiogranhy System, Magnetic
Resonance Imaging System, Hematology Analyzer, Glinlcal
Chemistry Analyzer, Urine Analyzer, Microplate Reader,
Microplate Washer for Invitro Diagnostic Use,
Chemiluminescence Immunossay Analyzer, Flow Cytometer,
{Auto} Sample Processing System, Auto Slide Maker & Stainer,
Glycohemoglobin Analyzer, Specific Protein Analyzer),
Reagents for Hematalogy Analyzer, Reagents for Clinlcai
Chemistry Analyzer, Chemiluminescence Immunc R t
Chemiluminescence Immuncassav Calibrators and Contrbls
Reagents for Flow Cytometer, Reagents for Glycohemoglobin
Analyzar, Calibrators and Controls for Glycohemoglobin
Analyzer, Disposable Anesthesia Mask, Reusable Anesthasia
Mask, Respiratory Mask, Dis ble Breathing Circuit,
Reusable Breathing Circuit, Heat and Moisture Exchanger,

Standard(s): ISO 9001:2015

The Certification Body of TUV SUD America Inc. certifies that the company mentioned above
has established and is maintaining a quality management sysiem that meets the requirements of
the listed standards.

Report No.: M2606
Effective Date: 2017-07-01
Expiry Date: 2020-06-30

ot St

Eari Buckmiller

Page 1 of 3 Director, Quality Systems & MS Cert. Body

S0T Accrediled

TUV SUD America Inc. cans

Peahbody, MA 01960 ® @)

10 Centennial Drive
USA TV
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ZERTIFIKAT - CERTIFICATE -

America

CERTIFICATE

No. QS5 17 07 44751 097

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

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, Wearable ECG Recorder, Anesthesia Machine
and Accessories, Ventilator, Infusion Pump, Syringe Pump, Enteral Feeding Pump, Infusion Supervision
System, Ultrasanic Diagnostic Equipment and Accesscries, Digital Radiography System, Radiography
System, Magnetic Resonance Imaging System, Hematology Analyzer, Clinical Chemistry Analyzer, Urine
Analyzer, Microplate Reader, Microplate Washer for Invitra Diagnostic Use, Chemiluminescence
Immunossay Analyzer, Flow Cytometer, (Auto) Sample Processing System, Auto Slide Maker & Statner,
Glycohemogliobin Analyzer, Specific Protein Analyzer}, Reagents for Hematology Analyzer, Reagents for
Clinical Chemistry Analyzer, Chemiluminescence Inmunoassay Reagents, Chemiluminescence
Immunoassav Calibrators and Contro!s, 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

Shenzhen Mindray Bio-Medical Electronics Co,, Ltd.
Bldg 9-13, Baiwangxin High-Tech Industrial Park
Baimang, Xili Town

Nanshan, 518108 Shenzhen

PEOPLE'S REPUBLIC OF CHINA

Design and Development, Manufacturing of Patient Monitor and Accessories, Vital Signs Monitor, Center
Monitoring System, Telemetry Monitoring System, Pulse Oximeter, Temperature Probe, Flow Sensor,
Ambulatory Bleod Pressure Monitor, Defibrillator/Monitor and Accessories, Electrocardiograph, Wearable
ECG Recorder, Anesthesia Machine, Ventilator, Utrasonic Diagnostic Equipment and Accessories, Digital
Radiography System, Radiography System, Magnetic Resonance Imaging System. Disposable Anesthesia
Mask, Reusable Anesthesia Mask, Respiratory Mask, Disposable Breathing Circuit, Reusable Breathing
Circuit, Heat and Moisture Exchanger, Filter, Breathing Bag

Effective Date: 2017-07-01
Expiry Date: 2020-06-30

et B

Director, Quality Systems & MS Cert. Body
Page 2 of 3

SCC Accradited

TOV SUD America Inc. ceMs

10 Centennial Drive @
Peabody, MA 01960 ®

USA TV acortags CoN
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America

CERTIFICATE

No. QS5 17 07 44751 097

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
1203 Nanhuan Avenue

Guangming District

518016 Shenzhen

PEOPLE’S REPUBLIC OF CHINA

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 Biood Pressure
Monitor , Defibriltator/Monitor and Accessories, Electrocardiograph, Wearable ECG Recorder,
Anesthesia Machine and Accessories, Ventilator, Infusion Pump, Syringe Pump, Enteral Feeding
Pump, Infusion Supervision System, Ultrascnic Diagnostic Equipment and Accessories (Ultrasonic
Transducer), Digital Radiography System, Radiography System, Magnetic Resonance Imaging
System, Hematclogy Analyzer, Clinical Chemistry Analyzer, Urine Analyzer, Microplate Reader,
Micropiate Washer for Invitro Diagnostic Use, Chemiluminescence Immunossay Analyzer, Flow
Cytometer, (Auto) Sample Processing System, Auto Slide Maker & Stainer, Glycohemeglobin
Analyzer, Specific Protein Analyzer), Reagents for Hematology Analyzer, Reagents for Clinical
Chemistry Analyzer, Chemiluminescence Imnmunoassay Reagents, Chemiluminescence
Immunoassay Calibrators and Controls, Reagents for Flow Cytometer, Reagents for
Glycohemoglobin Analyzer, Calibratorg and Centrols for Glycohemoglobin Analyzer, Disposable
Anesthesia Mask, Reusable Anesthesia Mask, Respiratory Mask, Disposable Breathing Circuit,
Reusable Breathing Circuit, Heat and Moisture Exchanger, Filter, Breathing Bag
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Effective Date: 2017-07-01
Expiry Date: 2020-06-30

ot Ty

Earl Buckmiller
Directar, Quality Systems & MS Cert. Body

ZERTIFIKAT - CERTIFICATE -

Page 3 of 3
T(v SUD America Inc.
10 Centennia! Drive (@
Peabody, MA 01960 ®

M
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Mindray Medical Russia

Ceptudmkar

Poiata Vitalie

komnaHusa: SRL Biosistem MLD

NMponaeH TexHUYECKUMU TPEHUHT NO KypcCy:

e ABTOMaTUYECKUI reMaTonorM4yeckmum
aHanusatop BC-5150
e ABTOMaTUYECKUN reMaTosIorM4eCcknn
aHanuaaTtop BC-5800
e ABTOMAaTUYECKUIM remMaTosiormyecKkum

aHanu3aTtop BC-3600

05 okTsi6pst — 09 okTA6psA 2015

M ApE ,.\ \I
) Ham)og okTa6ps 2015 rona

Texuuveckuii TpeHep (nHxkenep): Kyssmun Cepreid

Llentp nomaepxku kimentoB Mindray Medical Russia Ltd.



Mindray Medical Russia

Ceptudukar

Nasedchin Alexandr

komnaHusa: SRL Biosistem MLD

MponaeH TeXHUYECKUN TPEHUHT NO KypCy:

e ABTOMaTUYECKUN remMaTonorm4yeckum
aHanusatop BC-5150
e ABTOMAaTUYECKUN remMaTosiorM4eckni
aHanusatop BC-5800
o ABTOMaTUYECKU remMaTosiormM4yecKnn

aHanusatop BC-3600

05 oktabps — 09 okTsabpsa 2015




REGISTRATION NO. 04716Q10011R0S

CERTIFICATE
OF QUALITY MANAGEMENT SYSTEM

This is to certify that the quality management system of

Clindiag Systems Co., Ltd.

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

Development Zone, Jiangsu Province, P.R.China

Has been assessed and conformed to the following standard(s)
GB/T 19001-2008 iat ISO 9001:2008

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

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

(for export Only)

Date of issue: January 08, 2016
Date of expiry: January 07, 2019

éﬁe?-
Dircctor:M‘.
. e ¥ v BEIJING HHUA GUANG CERTIFICATION

OF MEDICAL DEVICES CO., LTD.

MANAGEMENT SYSTEM
CNAS C047 -Q

Note:The Certificate Information are available on the official website of Certification and Accreditation Administration of
the Peonle’s Republic of China (www.cneca.gov.cn) or the Website of CMD (www.cmde.com.cn).



REGISTRATION NO. 04716Q10000011

CERTIFICATE OF QUALITY MANAGEMENT
SYSTEM FOR MEDICAL DEVICES

This is to certify that the quality management system of

Clindiag Systems Co., Ltd.

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

Development Zone, Jiangsu Province, P.R.China

Has been assessed and conformed to the following standard(s)
YY/T 0287-2003 idt ISO 13485:2003

The certificate is valid for the following scope:

The Design, Development, Production and Service of
Semi-Automatic Biochemistry Analyzer, Coagulometer Analyzer,
Semi-Automatic Electrolyte Analyzer, Semi-Automatic Microplate
Reader, Microplate Washer, Automatic Urine Analyzer And Urine
Test Strips, Fully Automatic Biochemistry Analyzer, Fully
Automatic Hematology Analyzer,

(for export Only)

Date of issue: January 08, 2016
Date of expiry: January 07, 2019

Director:

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

Note:The Certificate Information are available on the official website of Certification and Accreditation Administration of
the Peonle’s Renuhlic of China (www enea oov.en) or the Wehsite of CMD (www.emde.com.cn).



CLINDIAG

Clindiag Systems BVBA

Steenberg 66
Ninove
BELGIUM

18.12.2014

To: Whom it may concern

SERVICE TRAINING CERTIFICATE

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

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

Romain Cieters Al CLINDIAG
Manager Clindiag [ | " 7 "Clindiag Systems BVBA
Steenberg 66

9401 Ninove - BELGIUM
Tel.: 054/250.936
Fax: 054/243.058
ON: 806.140.472
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