BIOSISTEM-MLD S.R.L.

FORMULARUL OFERTEI (F3.1)

Data: 15 dec 2018, 11:00 - 26 dec 2018, 11:30

Licitatia nr.: 21002449

Invitatie la licitatia nr.:

Alternativa nr.:

Catre: IMSP Dispensarul Municipal Dermato-Venerologic Chisindu

Biosistem-mld SRL declara ca:

a) Au fost examinate si nu exista rezervari fatd de documentele de licitatie, inclusiv
modificarile nr.

se angajeaza sa furnizeze, in conformitate cu documentele de licitatie si conditiile stipulate

b) Biosistem-mld SRL N T .. .. . - . ...
in specificatiile tehnice si de formare a preturilor, urmatoarele bunuri si/sau servicii

Reactive si consumabile de laborator
¢) Suma totald a ofertei
fara TVA constituie: 151.060,00 lei

d) Suma totald a ofertei

cu TVA constituie: 167.200,00 lei
e) Prezenta ofertd va rdmine valabild pentru perioada de timp specificatd in FDA4.8.,
incepind cu data-limitd pentru depunerea ofertei, in conformitate cu FDAS.2., va rdmine
obligatorie si va putea fi acceptata in orice moment pina la expirarea acestei perioade;

f) In cazul acceptirii prezentei oferte, Biosistem-mld SRL se angajeazi si obtini o
Garantie de bund executie in conformitate cu FDA7, pentru executarea corespunzitoare a
contractului de achizitie publica.

g) Nu sintem 1n nici un conflict de interese, in conformitate cu punctul IPO5.4.

h) Compania semnatara, afiliatii sau sucursalele sale, inclusiv fiecare partener sau
subcontractor ce fac parte din contract, nu au fost declarate neeligibile in baza prevederilor
legislatiei in vigoare sau a regulamentelor cu incidenta inidomeniul achizitiilor publice, in
conformitate cu punctul IPOS.5. )

Digitally signed by Poiata Vitalie
Date: 2018.12.21 22:37:03 EET

Sermat Reset: Moldion St N
Nume: Poiata Vitalie
In calitate de: Director
Ofertantul: Biosistem-mld SRL
Adresa: mun.Chisinau, Albisoara 16/1 of.7
Data: 15 dec 2018, 11:00 - 26 dec 2018, 11:30

Biosistem-mld SRL tel.(022)808719,808517 fax.808519 info@biosistem-mld.com



Data:

Licitatia

nr.:

BIOSISTEM- MILI_D S R.L.

FORMULAR INFORMATIV DESPRE OFERTANT

15 dec 2018, 11:00 - 26 dec 2018,
11:30

21002449
A. Ofertanti individuali

pag.1 din 2

1. Informatii generale

1.1. Numele juridic al ofertantului Biosistem-mld SRL
1.2. Adresa juridicd a ofertantului in tara  [mun.Chisinau, Albisoara 16/1 of.7
inregistrarii
1.3. Statutul juridic al ofertantului
Proprietate Privata
Forma de organizare juridicd SRL
Altele
1.4. Anul inregistrarii ofertantului 2010
1.5. Statutul de afaceri al ofertantului Antreprenor
Producator
Agent local/Distribuitor al Da
producatorului strain
Intermediar
Companie de antrepozit
Altele
1.6. Informatia despre reprezentantul
autorizat al ofertantului
Numele Poiata Vitalie
Locul de munca si functia Director
Adresa mun.Chisinau, Albisoara 16/1 of.7
Telefon / Fax + 37322 808517/ 808719
E-mail info@biosistem-mid.com
1.7. Numarul de inregistrare pentru TVA 0607490
1.8. Numarul de identitate al ofertantului
pentru impozitul pe venit (pentru
ofertantii straini)
1.9. Ofertantul va anexa copiile/originalele [Documente obligatorii:

2. Informatii de calificare

2.1.  |Numarul de ani de experientd generald 7
a ofertantului in livrari de bunuri si
servicii

2.2. |Numdrul de ani de experientd 7
specifica a ofertantului in livrarea
bunurilor similare

2.3. |Valoarea monetara anuala a livrarilor| “Nu se aplica”
de bunuri similare in fiecare din
ultimii 5 ani

2.4. Disponibilitate de resurse financiare| “Nu se aplica”,

(bani lichizi sau capital circulant, sau
de resurse creditare, extras din cont
bancar etc.). Enumerati si anexati
copiile documentelor justificative




BIOSISTEM-MLD S.R.L.

2.5. |Detalii  privind capacitatea  de|“Nu se aplica”,
producere / echipamente disponibile
2.6. |Livrari majore de bunuri similare pe[Nu se aplica

parcursul ultimilor 5 ani de activitate.
Indicati detaliile livrarilor respective,
inclusiv cele in proces de efectuare
sau abia angajate, sau asteptate, cu
datele preconizate de livrare

3. Informatii financiare

3.1.

Rapoarte financiare sau extrase din bilantul financiar, sau declaratii de profit / pierderi, sau rapoartele
auditorilor pentru ultimul an de activitate. Enumerati mai jos si anexati copii:
Raportul financiar 2017

3.2.

Denumirea, adresa, numerele de telefon, telex si fax ale bancilor care pot oferi caracteristici despre ofertant
1n cazul contactarii de catre autoritatea contractanta

2038, mun. Chisinau, bd. Moscovei, 14/1 Banca: BC Moldinconbank SA fil. Invest

3.3.

Informatie privind litigiile in care ofertantul este sau a fost implicat:

a) Orice proces pe parcursul ultimilor 5 ani: nu sunt

Cauza litigiului Rezultatul sau sentinta si suma implicata

nu-S

b) Procese curente, pe parcursul anului fiscal curent: nu sunt

Cauza litigiului |Situa1;ia curentd a procesului

Semnat:

Nume: Poiata Vitalie
Functia in cadrul firmei: Director
Denumirea firmei si sigiliu: Biosistem-mld SRL




BIOSISTEM-MLD 5.R.L.

DECLARATIA PRIVIND CONDUITA ETICA SI NEIMPLICAREA iN PRACTICI FRAUDULOASE SI

DE CORUPERE (F3.4)
Data: 15 dec 2018, 11:00 - 26 dec 2018, 11:30
Licitatia nr.: 21002449
Catre: IMSP Dispensarul Municipal Dermato-Venerologic Chisinau
Biosistem-mld SRL confirma prin prezenta ca:

1. Nici unul dintre angajatii, companionii, agentii, actionarii, consultantii, partenerii nostri sau rudele sau
asociati ai lor nu este 1n relatii care ar fi putut considerate ca un conflict de interese, conform prevederilor din
documentele de licitatie, punctul IPOA4.

2. 1In cazul in care vom afla despre faptul unui conflict potential, vom raporta imediat informatia respectiva citre
autoritatea contractanta.

3. Nici unul dintre angajatii, companionii, agentii, actionarii, consultantii, partenerii nostri sau rudele sau
asociatii ai lor nu a fost angajat 1n practici de corupere, escrocherie, complotare, constringere sau alte practici
anticoncurentiale in procesul pregatirii ofertei din cadrul prezentei licitatii, conform prevederilor din documentele
de licitatie, punctul IPOS.

4. 1nlegitura cu procedura respectiva de licitatie si cu orice contract care, eventual, ne va fi adjudecat ca rezultat
al acesteia, nu au fost, nici nu vor fi efectuate nici un fel de plati citre angajatii, companionii, agentii, actionarii,
consultantii, partenerii nostri sau rudele lor, care sint implicati In achizitia publicd, implementarea contractului si
aprobarea platilor contractuale in numele autoritdtii contractante.

Semnat:
Nume: Poiata Vitalie
Functia 1n cadrul firmei: Director

Denumirea firmei si sigiliu: Biosistem-mld SRL



BIOSISTEM-MLD S.R.L.

DECLARATIE
Privind Situatia Personalid A Operatorului Economic (F3.5)

Operator economic
Biosistem-mld SRL
(denumirea/numele)

Subsemnatul, Poiata Vitalie reprezentant imputernicit al Biosistem-mld SRL (denumirea operatorului
economic) 1n calitate de ofertant/ofertant asociat declar pe propria raspundere, sub sanctiunea excluderii din
procedura de achizitie publica si sub sanctiunile aplicabile faptei de fals Tn acte publice, ca nu ma aflu 1n situatia
prevazuta la art. 18 din Legea privind achizitiile publice nr. 131 din 03.07.2015, respectiv in ultimii 5 ani nu am
fost condamnat prin hotarare definitiva a unei instante judecatoresti pentru participarea la activitati ale unei
organizatii criminale, pentru coruptie, frauda si/sau spalare de bani.

Subsemnatul declar ca informatiile furnizate sunt complete si corecte in fiecare detaliu si inteleg ca
autoritatea contractanta are dreptul de a solicita, in scopul verificarii §i confirmarii declaratiilor, orice documente
doveditoare de care dispun.

Subsemnatul, Poiata Vitalie reprezentant imputernicit al Biosistem-mld SRL (denumirea operatorului
economic), 1n calitate de ofertant/ofertant asociat, la procedura de 21002449 (se mentioneaza procedura) pentru
atribuirea contractului de achizitie publicd avand ca obiect Cerere a ofertelor de preturi (denumirea produsului,
serviciului sau lucrarii), codul CPV 33696200-7, la data de 15 dec 2018, 11:00 - 26 dec 2018, 11:30 (zi/luna/an),
organizatd de IMSP Dispensarul Municipal Dermato-Venerologic Chisindu (denumirea autoritdtii contractante),
declar pe propria raspundere ca:

a) nu am intrat in faliment ca urmare a hotararii judecatoresti;
b) mi-am indeplinit obligatiile de plata a impozitelor, taxelor si contributiilor de asigurri sociale;

¢) nu am fost condamnat, Tn ultimii 3 ani, prin hotararea definitiva a unei instante judecatoresti, pentru o
fapta care a adus atingere eticii profesionale sau pentru comiterea unei greseli in materie profesionala;

d) toate informatiile si documentele prezentate pentru procedura de achizitie mentionatd mai sus sunt
veridice si autentice:

e) nu suntem inclusi 1n Lista de interdictie a operatorilor economici.

Subsemnatul declar ca informatiile furnizate in scopul demonstrarii indeplinirii criteriilor de calificare si
selectie sunt complete si corecte in fiecare detaliu si Inteleg ca autoritatea contractanta are dreptul de a solicita, in
scopul verificarii si confirmarii declaratiilor, orice documente doveditoare de care dispun.

Inteleg ca in cazul in care aceastd declaratie nu este conformi cu realitatea sunt pasibil de incalcarea
prevederilor legislatiei penale privind falsul n declaratii.

Data completarii: 15 dec 2018, 11:00 - 26 dec 2018, 11:30 Operator economic,
Biosistem-mld SRL




Specificatii tehnice (F4.1)

Ofertantul: Biosistem-mld SRL

Biosistem-mld SRL

www.biosistem-mld.com

Numarul licitatiei: 21002449 Data:| 15 dec 2018, 11:00 - 26 dec 2018, 11:30 |Altemativa nr.:
Denumirea licitatiei: Reactive si consumabile de laborator Lot:l |Pagina 1 din
Nr. Denumire Lot Cod CPV Denumirea bunurilor si/sau a serviciilor Modelul articolului Ta}'a. de Producitorul Specificarea tehnici deplini thutfl ti de ciitre autoritatea Specificarea tehnici deplini propusi de citre ofertant Standardevde
Lot origine contractanti referinti
1 2 3 4 3 [ z 8 2 10
10,1 |TPHA 200 teste 33696200-7 |TPHA 200 teste TPHA Spania Biosystems _ [Conform anexei 2 al ordinului MS RM nr.701 din 18.10.2010 Conform anexei 2 al ordinului MS RM nr.701 din 18.10.2010 1SO, CE
14,1 |RPR - 10,0 ml /500 teste 33696200-7 [RPR - 10,0 ml /500 teste RPR-CARBON Spania Biosystems _ [Conform anexei 2 al ordinului MS RM nr.701 din 18.10.2010 Conform anexei 2 al ordinului MS RM nr.701 din 18.10.2010 1SO, CE
7,1 |Teste HIV 172 imunocromatice 11 556045y 7 |Teste HIV 172 imunocromatice material Anti-HIV 12 Test, WB/S/P  Cassette Turcia Turklab | Conform anexei 2 al ordinului MS RM nr.701 din 18.10.2010 Conform anexei 2 al ordinului MS RM nr.701 din 18.10.2010 150, CE
material biologic sdnge, ser, plasma biologic sénge, ser, plasma CARD ‘WB/S/P)
44,1 |/Ansa microbiologicd, vol, I0UIPS | 33¢06,q, 7 |Ansa microbiologicd, vol, 10ulPS sterild, | 55 1oL /20 PEEL. FLOW Spania Deltalab ~ |Conform anexei 3 al ordinului MS RM nr.701 din 18.10.2010 Conform anexei 3 al ordinului MS RM nr.701 din 18.10.2010 1SO, CE
sterild, ambalat céte 20 buc ambalat cite 20 buc
47,1 |Lamele 24x24 mm 33696200-7 |Lamele 24x24 mm COVER SLIDE 24X24 Spania Deltalab Conform anexei 3 al ordinului MS RM nr.701 din 18.10.2010 Conform anexei 3 al ordinului MS RM nr.701 din 18.10.2010 1SO, CE
Semnat: Numele, prenumele: Poiata Vitalie in calitate de: Director

Adresa: mun.Chisinau, Albisoara 16/1 of.7

tel. 022 808719/808719



STEM-MLD S.R.L.

Specificatii de pret (F4.2)

15 dec 2018,
Numarul licitatiei: 21002449 Data:[11:00 - 26 dec |Alternativa nr.:
2018, 11:30
Denumirea licitatiei: Reactive si consumabile de laborator Lot: Pagina 1 din
Suma Suma
Nr. Denumire Lot Denumirea bunurilor si/sau a serviciilor Cod CPV Cantitatea Umt? teaude Pret unitar (fard Pret unitar (cu TVA) fara cu TVA Termenul de livrare/ prestare
Lot masura TVA) TVA
1 2 3 4 5 6 A 8 9 10 11
10,1 TPHA 200 teste TPHA 200 teste 33696200-7 2000 teste 3,72 4,02 7.440,00 8.040,00 01.01.2019 - 31.12.2019
14,1 RPR - 10,0 ml /500 teste  |RPR - 10,0 ml /500 teste 33696200-7 2000 ml 35,02 37,82 70.040,00 75.640,00 01.01.2019 - 31.12.2019
Teste HIV 1/2 . . L. .
171 | imunocromatice material | Lot IV 1/2 imunocromatice material biologic 53596, 7 4000 teste 10,77 11,63 43.080,00 46.520,00 01.01.2019 - 31.12.2019
. A . |sange, ser, plasma CARD
biologic sange, ser, plasma
Ansa microbiologica, vol, 10 Ansa microbiologica, vol, 10 ul PS sterild, ambalat
44,1 | ul PS sterila, ambalat cate 20 cite 20 buc gicd, vol, ? 33696200-7 50000 buc 0,56 0,68 28.000,00 34.000,00 01.01.2019 - 31.12.2019
buc
47,1 Lamele 24x24 mm Lamele 24x24 mm 33696200-7 10000 buc 0,25 0,30 2.500,00 3.000,00 01.01.2019 - 31.12.2019
TOTAL Oferta| 151.060,00 | 167.200,00

Semnat: Numele, prenumele: Poiata Vitalie in calitate de: Director

Ofertantul: Biosistem-mld SRL Adresa: mun.Chisinau, Albisoara 16/1 of.7

Biosistem-mld SRL www.biosistem-mld.com tel.022 808719/808517



ORDIN DE PLATA NR.: 22 TIP.DOC. 1
DATA EMITERII:26 decembrie 2018

PLATITI: 1600-00 LEI: Una Mie Sase Sute lei 00 bani
PLATITOR: (R) "BIOSISTEM CONTUL DE PLATI/CODUL IBAN
MLD" S.R.L. MD95ML000000002251429243

CODUL FISCAL :1010600028048 /

PRESTATORUL PLATITOR CODUL BANCII:

BC"Moldindconbank"S.A. suc."Invest" Chisinau :MOLDMD2X329:
BENEFICIAR (R) IMSP Dispe CONTUL DE PLATI/CODUL IBAN

nsarul Municipal Dermato Ve MD16EC000000225137161572

nerologic CODUL FISCAL :1003600153337 /
PRESTATORUL BENEFICIAR CODUL BANCITI:
BC"EuroCreditBank"S.A. :ECBMMD2X
DESTINATIA PLATII:Pentru garantia de bun: TIPUL TRANSFERULUI

a execu?ie la licitatia publica nr. ocds: NORMAL/URGENT :N:
-b3wdpl-MD-1542018292401 din 26 dec 2018: :

CODUL TRANZACTIEI:001:
DATA PRIMIRITI:26/12/2018 : SEMNATURILE
DATA EXECUTARITI: : EMITENTULUI

CONDUCATOR:Web "BIOSISTEM MLD" SRL Director :
MITIGAgYJKoZIhvcNAQcCoIIGZzCCBmMCAQEXCzAJBgUrDgMCGgUAMASGCSgGSIb:

DQEHAaCCBH8wggRTMIIDY 6ADAGECAhNHAAAegBMk4hdmWOYgAAAAABGAMAOGCS] :
SIb3DQEBCWUAMCIxIDAeBgNVBAMTFONFULQxLUNBLULvbGRpbmRjb251iYWSrMB4 :

DTE3MDEyNzA5MIMON1oXDTESMDEyNzASMzMON1owgbIxCzAJBgNVBAYTAK1EMRA :
g¥YDVQQIEwdNb2xkb3ZhMREwDwYDVQQHEwWhDaGlzaWShdTEfMBOGALIUECgwWIkJ

(semnatura electronica)
CONTABIL-SEF:Web "BIOSISTEM MLD" SRLContabil :
MIIGEfwYJKoZIhvcNAQcCoIIGeDCCBmwCAQEXCzAIJBgUrDgMCGgUAMASGCSgGSIb3:
DQEHAaCCBIgwggSEMIIDbKADAGECAhNHAAAe fpGRMCMMAWZ SAAAAABS+MAOGCSAG:
SIb3DQEBCWUAMCIxIDAeBgNVBAMTFONFULIQxXLUNBLUlVvbGRpbmRjb251YW5rMB4X @
DTE3MDEyNzAS5MjMON1oXDTESMDEYyNzASMzMON1owgbsxCzAJBgNVBAYTAk1EMRAW :
YDVQQIEwdNb2xkb3ZhMREWDWYDVQQHEWhDaGlzaWShdTEtMCsGA1UEChMkTUVE

L.S. (semnatura electronica)
CONDUCATOR:

(semnatura manuala)
CONTABIL-SEF:

(semnatura manuala)
SEMNATURA PRESTATORUL L.S.

MOTIVUL REFUZULUI : L.S.



REPUBLICA MOLDOVA

LICENTA

[ LSerfa AMMIL £ e 20 Nr. 044322

‘1

'Denumirea autorititii de licentiere Camera de Licentiere

Denumirea, forma juridici de organizare, sediul Societatea cu Raspundere Limitata®
(adresa juridicd) a titularului de licentd "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, asistenta tehnig
pentru a carui desfasurare se elibereazd licenta si reparatia dispozitivelor medicale *

) Data eliberarii licentei 4 octombrie 2010
. jeReperfectatd: 1)19.10.2012;2)14.05.2014

‘Valabild pind la 4 octombrie 2015

| Prelungita pina la: 03.10.2020

Semnitura conducitorului Dlrector Camerel de Licentrere
autoritdtii de licentiere S

-l




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
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,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 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 CFOIJ
Date de contact: Tel. +37322808719 e-mail biosistem mld@gmail.com
WEB:
Numele si coordonatele al contabilului-sef: DI (dna) +37322808719 Unitatea de misura: 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 activitati 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
antnbut;u Qe asigurdri somgle de s@t oblvlgator.n si 090 35709 46.530
prime de asigurare obligatorie de asistentd medicald
.Chelt.u.wh 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 +rd. 100 +rd.110 +rd.120) 130 11.036.312 12.904.326
Profit (pierdere) pind la impozitare (rd.040 — rd. 130) 140 4.956.340 7.955.222
Cheltuieli privind impozitul pe venit 150 595.238 959.194
1:;012% gplerdere) net al perioadei de gestiune (rd. 140 — 160 4361102 6.996.028




Anexa 1

BILANTUL
la 31.12.2017 Nr. Sold la
— opt PASIV Cod
Nr. Sold Ia rd. | inceputul perioadei de gestiune | Sfirsitul perioadei de gestiune
cpt. ACTIV Cod| 1 2 3 4 5
1d. | fnceputul perioadei de gestiune | Sfirsitul perioadei de gestiune 3. | Capital propriu
1 2 3 5 ’ - - -
— — 2 Capital social si supl 320 5.400 5.400
1. | Active imobilizate R 330
—— ezerve 33
Imobilizari necorporale 010 2437 1.787 AL - -
e = - Corectii ale rezultatelor anilor precedenti 340 X
Imobilizari corporale in curs de executie 020 - - — -
Torenuri 030 Profit nerepartizat (pierdere neacoperita) al anilor (350
Mijl fi 0;10 195525 904703 precedenti 8.952.137 5.643.627
R 1 oace fixe 0 050 SN Profit net (pierdere neta) al perioadei de 360 X 6.996.028
es_urse _mme.ra e_ — - Profit utilizat al perioadei de i 370] X
Active biologice imobilizate 060 - - 0
— - — — Alte elemente de capital propriu 380
Investitii financiare pe termen lung in pérti neafiliate [070 Total capital propriu 390
Investitii financiare pe termen lung in parti afiliate  |080 (td.320+ rd 330 + rd 340 + rd 350 + rd 360 - 1d 370
Investitii imobiliare 090 +1d.380) 8.957.537 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 imobilizate 130 Datorii pe termen lung privind leasingul financiar  [420
(rd.010 + rd.020 + rd.030 + rd.040 + rd.050 + rd.060 [Alte datorii pe termen lung 130
+r1d.070 + rd.080 + rd.090 + rd. 100 + rd. 110 + ™
Total datorii pe termen lung (rd.400 + rd.410 + (440
rd.120) 197.962 906.490 rd.420 + rd.430)
2. | Active circulante T E—
Material T30 5. | Datorii curente
at_ena L 2329 457 Credite bancare pe termen scurt 450
Active biologice circulante 150 = -
Obiecte de mica val our durala To0 — Imprumuturi pe termen scurt 460
iect e_ eA micd valoare si .scu. A duratd 49.454 63.968 Datorii comerciale 470 1084518 1595609
Productia in curs de executie si produse 170 —— — -
M - 180 3735575 1003 Datorii fata de partile afiliate 480
C ar ut” i 150 g‘f8“>786 — i 57’];41‘ Avansuri primite curente 490 186.214 7.303
C,reanie crmeﬁr:_? < Y 00 200 SRS Datorii fata de personal 500 7.343 45149
A,rean_efx © padvl‘or an ': < 10 TS SR Datorii privind asigurarile sociale si medicale 510
VANSUR] Acorate curente 2 1.097. Datorii fata de buget 520 318484 39.698
Creante ale bugetului 220 35.037 4973 Venituri anficipate curente 330
Creante ale personalului 230 Datorii fatd de proprietari 540
240, - — — — —
Alte crearfte cufen.te i i Finantdri si incaséri cu destinatie speciala curente  [550]
Numerar in casierie si la conturi curente 250 747 829 4.742.040 Provizioane curente 560
260 = E
Alte e!efqente d,e numerar — - Alte datorii curente 570 19.762 75.239
Investitii financiare curente in parti neafiliate 270) Total datorii curente 580
Investitii financiare curente in parti afiliate 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 vinziri 010 15.623.709 20.497.176 Anexad
Costul vinzirilor 020 9.960.221 11.372.168 SITUATIA FLUXURILOR DE NUMERAR
Profit brut (pierdere bruta) (rd.010 — rd.020) 030 5.663488 9.125.008 detn_0L012017 _ pinala_ 31122017
Alte venituri din activitatea ionald 040 500
Cheltuicli de distribuire 050 208 202 Perioada de gestiune
Cheltuieli inis e 060 513.937 622.704 Indicatori Cod precedentd curentd
Alte cheltuicli din activitatea i 070 272514 350.476 rd
din activitatea profit (pier-dere) (rd 030 | 0 4876829 815216 ! 2 3 4
+1d.040 — rd 050 — rd.060 — rd.070) Fluxuri de numerar din activitatea operationali
Rezultatul din alte activitati: profit (pierdere) 090 79.511 -196.904 Tncasari din vinzari 010 16.364.220 30547593
Profit (pierdere) pina la impozitare < < — - —
(1d.080 + rd.090) 100 4.956.340 7955222 Plati pentru stocuri si servicii procurate 020 18.057.882 1242716
Cheltuieli pr.ivind impozitul pe.veml 110 595.238 959.194 Plﬁ(:vcé‘lfc angajati si organc de asigurare sociala si 030 165559 205.235
Profit net (pierdere netd) al perioadei de gestiune 120 4361102 6.996.028
1d.100 - rd.110) A Ati
( Dobinzi platite 040
Plata impozitului pe venit 050 359.402 1.213.720
Anexa 3 Alte incasari 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)
Ind (Cod rd. adel d 3 Di i dei de - " . N "
dlo ndicaton ¢ pe;n:;:“:c ¢ Msjoriri i pe::ﬁ“:“c ¢ Fluxuri de numerar din activitatea de investitii
1 2 3 4 5 6 7 Incasiri din vinzarea activelor imobilizate 090
1| Cavital social si suplimentar Plati aferente intririlor de active imobilizate 100
Capital social 010 5.400 5400 binzi 1 110
Capital suplimentar 020 Dobinzi incasate
Capital nevarsat 030 0 0 0 0 Dividende incasate 120
Capital neinregistrat 040 Alte incasari (plati) 130
Capital retras 050 [ [ 0 [ 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)
(rd.010 + rd 020 1 rd.030 | rd.040 + rd.050) Fluxuri de numerar din activitatea financiari
7 | Rezerve .
Capital de rezervi 070 Incasari sub forma de credite i imprumuturi 150
Rezerve statutare 080 Plati aferente rambursarii creditelor si imp ilor 160
Alie rezerve 090 Dividende plitite 170 1.127.660 3.110.000
Total reserve (1d.070 | 1d.080 | rd.090) 100 — — 50
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 11 R
preccdenti —rd 160 —rd 170 + rd 180  rd. 190) 200 1.127.660 3.110.000
Profit net (pierdere netd) al perioadei de gestiune 130 X 6.996.028 6.996.028 Fluxul net de numerar total .
o alATal pooader de gstune a0 X 0 0 0 (14 080 + rd 140 + 1 200) 210 ST o170
Rezultatul din tranzitia la noile reglementiri contabile| 150 Diferente de curs valutar favorabile (nefavorabile) 220 79.511 79511
Total profit nerepartizat (pierdere neacoperita) 160 8.952.137 11.357.131 7.669.613 12.639.655 -~ . n .
(1110 - 1. 120 1130 + 140 - 1. 130) :D:g ;ie numerar Ila ll':ce!)u:ul p?rlzaq? de ge.snun(e 230 2.488.073 747.829
1 [Alte elemente de capital propriu, din care 170 old de numerar | sfirsitul perioadei de gestiune (= |, 747.829 4742040
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 inrogi MDO101250_ Daa fnregi 12082014 Seria MD Numir 0101250 In rindurile, in care sc inseriu sumele de gaj. in toate coloancle
2. Capital social inregistrat de Camera Inregistririi de Stat prin fractie se reflects:
data __12.082010  suma 5400 lei, inclusiv: ) la numariitor — 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,
Entitatile, activitatea anecesitd licentd, indica:
Licenta in vigoare:
hNumar 04322 dowcliberiri ___2010-10-04000000
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. Numirul personaluluila  31.12.2017 3 persoane.
6. Remunerarea personalului entitatii in perioada de gestiune 169200 lei.
7. Remunerarea membrilor organelor de administrare, de conducere si supraveghere si alte angajamente aparute sau asumate in legatura

cu pensiile membrilor actuali sau ale fostilor membri ai acestor organe, pe categorii ———Iei
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 0 Jei
10. Numarul actiunilor ordinare la fincle perioadei de gestiune —_ unitati.
11. Profit net (pierdere netd) a perioadei de gestiune pentru o actiune ordinari;
1) profit lei,
2)pierdere ____ Jei
12. Dividende calculate pentru o actiune ordinari pentru perioada de gestiune
Doplatite — — lei.
2) planificate pentruplata _—__ Jei
13. Valuta straina disponibild, recalculatd in monedi nationald a Republicii Moldova — total 849.462 lei.
inclusiv (lei, denumirea si codul valutei):
1) 698537 codul valutei  Euro
2) 150925 codul valutei  US Dollar
-
5s
2 5833
s
£5% 2
2% - . .
Recipisa de primire a raportului
< = 2 x =
$= 5 ¥ & & Z .
£z 2 = = - z ID-ul raportului 289272
EEEE & g
£ ERA § 0 “ Tipul raportului RSF1
Eg°% Tipul perioadei de raportare Anual
= = = = ) Anul de raportare 2017
= = &4 4 i« = %
5397 o o b = % Numiirul de raportare a perioadei (numar) 10
EE£23 % & & - o
SEEZE” Numiirul de raportare a perioadei (text) an
ZSEEE
a2 Codul statistic al organizatiei 40717392
% = § § Codul fiscal al organizatiei 1010600028048
2 ‘5 3 2 & e} IDNO organizatiei 1010600028048
E23F |o . -
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£t g8
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= E3S 3 3
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= £32Z |~
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a - S
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o —
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Anexa nr.7 la Instructiunea
aprobati prin ordinul IFPS
nr. 400 din 14 martie 2014

CC 04 AE

CERTIFICAT
privind lipsa sau existenta restantelor fatd de bugetul public national
N | BI815789 din | 14122018

1. Destinatar / Ionyuarens

,?entru participarea la proceduri de achizitii publice J

2. Date despre contribuabil / Mnopmalus 0 HaTororniareIbImke

Denumirea Codul fiscal / Numirul de identificare
HaumeHoBanue duckanpHbIi ko1 / neHTHQHUKALMOHHBIH HOMEP
lﬁOSISTEM MLD S.R.L. 1010600028048 l
Adresa sediului de bazi (strada, numarul) Codul - Denumirea localitatii

AZIpec OCHOBHOTO MECTOPACIIOIOKEHN!S (YU, HOMeEp) Koxn - HauMeHOBaHHE HACEJIEHHOro NMyHKTa

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

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat /
[oaTBepKAEHHE OTCYTCTBHS MM HAIMUNS HETOUMKM COTTIACHO JIAHHBIX AsToMaTH3upoBaHHO#i MH}opMaloHHOH
Cucremsl

La data emiterii prezentului certificat restanta la bugetul public national constituie/ Ha naty
BbLIAYM JAHHON CMpaBK¥ HEJLOMMKa Mepell HallMOHATBHEIM ny6IMYHBIM OOKETOM COCTaBJISAET:
0,00 lei/nen.

4. Valabil pini la / Jleficturenen o 29.12.2018

5. Autentificarea organului fiscal / [TonTBepKACHUC HATOTPBYTO opraga
— \
T

. o~ 7
s, ) o7 o ( h .\«K'\" ///  JP
S/ oy ) Il ,4/2&”//'( el
) ‘/ Functia'ﬂomucr{ Semmitura/Tloanuce Numele si prenumele/®ayums 1 st
L.S/ MIL p //‘/ =
" RV
Executor: /L ;/:Q( //// S

Nnm?le prefiumele/@aniaus 1 uMs
/

Este extras din Sistemul Informational al SFS SIA ,Contul curent al contribuabilului”// 14.12.2018 ora 10:56:39
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)
NOTA (3,06)

































21.08.2016
Izmir / Turkey

DECLARATION FOR THE ISSUANCE OF QUALITY CERTIFICATES

To Whom It May Concern,

According to IVD 98/79/EC directive,

FOR ANNEX II LIST A which includes HIV, Hepatitis B and Hepatitis C tests; the Notified Body
must verify that the product meets the Common Technical Specification (CTS) and must release each
batch of product before it is placed on the European market. The batch release often requires testing.
These have EC Design Examination certificates by the notified body.

FOR ANNEX III which includes all other tests for Professional use; the manufacturer prepares a
declaration of conformity in a similar way to the general devices.

For the above mentioned reason, we hereby declare that we provide CE Certificate for only the
Hepatitis B, Hepatitis C and HIV tests for Professional use. For the group of other Professional tests;
it is enough to present a self-Declaration of Conformity to the EU standards.

Cordially,

TURKLAB TIBBI MALZEMELER SAN TiC A.S

TCRKLAB TIBBI MALZEMELER SAN. ve TIC. A.S.
ITOB 10031 Sok. No:15 Menderes — lzmir / Turkey  TEL: 90 232 376 80-81 FAX: +30 232 376 80 40

POLISH CENTRE FOR TESTING AND CERTIFICATION

EC CERTIFICATE No. 1434-1VDD-56/2016
EC Design-Examination

Directive 98/79/EC on in vitro diagnostic medical devices

PCBC certifies that the design documentation relating to in vitro diagnostic medical
device, List A:

f‘ l HBsAg Test
=1 Brands: Info®, Toyo®, Rapidan Tester®, Labmen®

manufactured by:

=1 TURKLAB Tibbi Mal. San. Tic. A.S.
= ITOB 10031 Sokak No: 15 Tekeli Menderes
=| Izmir, Turkey

f i | was examined by PCBC according to Annex IV p. 4 Directive 98/79/EC
T (with subsequent amendments) transposed into the Polish law and comply with the
essential requirements of the Directive.

This certificate is valid from 2016-08-29 to 2019-08-28
Date of certificate issue: 2016-08-29
Date of first certificate issue: 2008-08-29

Anna Wyroba
Vice President,of PCBC

PCBC Notified Body
23A, Klobucka Str., PL-02-699 Warsaw

c € 1434

Application No. 45/2016
Contract No. MD-18/2016 Module H6

5] POLSKIE CENTRUM BADAN I CERTYFIKACJI S.A.
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[State seal] Agencia Espaiiola de Medicamentos
MINISTRY OF HEALTH, ¥ Productos Sanitarios
SOCIAL SERVICES AND [Spanish ~ State  Agency  of

EQUALITY Medication and Sanitary Products]
S/REF DELTALAB, S.L
N/REF: PS/DP/MST PLAZA DE LA VERNEDA, 1
Date: 01/12/2015 POLIGONO INDUSTRIAL LA LLANA
Subject: Information to the addressce 081191 RUBI
(BARCELONA)

In response to your email dated 24/11/2015 requesting information on the products detailed below,
which are included as items for general laboratory use in your company’s catalogue, and after having
made the relevant inquiries, I can inform you that:

¢ Slides
¢ Uncoated cover slides
¢ Pasteur pipettes [State seal]
. . MINISTRY OF HEALTH, SOCIAL
¢ Tips for general purpose pipettes SERVICES AND EQUALITY
¢ Sample cups and cuvettes SUPPORTING RECORD
¢ Spreaders for extensions AGENCIA ESPANOLA DE
* Calibrated loops MEDICAMENTOS Y PRODUCTOS
o Petri dishes SANITARIOS
o Vials [SPANISH STATE AGENCY OF MEDICATION
AND SANITARY PRODUCTS]

* Caps EXIT
*  Serological pipettes Registration No: 26082/RG53761

: Date; 14/12/2015 09:24:32
¢ Cryovials
¢ Ritips

¢ Cassettes for biopsy

¢ Microtitre plates

¢ E.S.R. system stands

¢ Anticoagulants and preservatives in bulk

¢ Stains for microbiology.
These products do mnot fall under the scope of Royal Decrees 1591/2009
of 16 October and 1662/2000 of 29 September, which regulate medical devices and medical devices for
in vitro diagnostics respectively. These decrees transpose Directive 93/42/EEC on medical devices and
Directive 98/79/EC of the European Parliament and of the Council dated 27 October 1998 on in vitro
diagnostic medical devices to Spanish legislation, therefore their marketing falls under commercial
legislation, consumer and user protection legislation and any applicable specific legislation.

THE HEAD OF THE DEPARTMENT OF SANITARY PRODUCTS

[lllegible signature]
M? del Carmen Abad Luna
EMAIL [Seal: Spanish State Agency of C/CAMPEZO, 1-EDIFICIO 8
i dication and Sanitary Products] 28022 MADRID
Page 1/1 TELEPHONE: 91 822 52 61
FAX: 918225289
Dofa Marta Casanova Herndndez, Traductora e 1, Marta Casanova, Sworn Translator and Interpreter of
Intérprete jurada de inglés nombrada por el Ministerio  English named by the Ministry of Foreign Affairs and
de Asuntos Exteriores y Cooperacién certifica que la Cooperation, hereby certify that the foregoing is a true
que antecede es traduccion fiel y completa al inglés de  and complete translation into English of a document
un documento redactado en espafiol. written in Spanish.
En Salamanca, a 15 de diciembre de 2015 In Madrid, 15 December 2015







Fecha / Date: 20/11/2013

DECLARACION DE CONFORMIDAD CE
CE DECLARATION OF CONFORMITY

El fabricante / The manufacturer:

DELTALAB S.L.

Plaza de la Verneda, 1

Pol. Ind. La Llana

08191 RUBI (BARCELONA) — SPAIN

Declara bajo su responsabilidad que el producto:
Declares under its responsibility that the product:

CONTENEDORES PARA MUESTRAS NO ESTERILES
GENERAL SPECIMEN CONTAINER NON-STERILE
(Cadigos segtin Anexo 1/ Codes in Annex 1)

Finalidad Prevista: Recogida y conservacion y/o transporte, de cualquier tipo de muestra
para diagndstico (por ejemplo, orina, heces, esputo, mucosa, tejido) para andlisis y/u otra
investigacion.

Intended Use: Collection and preservation and/or transport, of any type of diagnostic
specimen (e.g. urine, faeces, sputum, mucous, tissue) for analysis and/or other investigation.

Caédigo GMDN / GMDN Code: 47775

CUMPLE LOS REQUISITOS DE LAS NORMAS Y DIRECTIVAS:
CONFORMS TO THE REQUISITES OF THE STANDARDS AND DIRECTIVES:

Directiva 98/79/CE: Directiva Productos Sanitarios para el Diagnostico “in vitro”.

Trar icion a la legislacion fiola en Real Decreto 1662/2000.
Directive 98/79/EC: “In-vitro” Diagnostics Medical Devices Directive.

Transposition to Spanish legislation in Real Decreto 1662/2000.

on: Anexo 3, Clase: Otros
Classification: Annex 3, Class: Other

CDCE-14 Rev.13
1/8

REF
202840
202841
202842
202843
202844
202845
202846
202847
202848
300100
300101
300300
300400
300500
300700
300702
300704
300705
300800
300802
300804
300900
300903
300904
300907
300908
300911
300912

ANEXO 1 — DESCRIPCION DE ARTiCULOS

ANNEX 1 — ARTICLES DESCRIPTION

DESCRIPCION
FRASCO DE SEGURIDAD 20ML
FRASCO DE SEGURIDAD 40ML
FRASCO DE SEGURIDAD 60ML
FRASCO DE SEGURIDAD 90ML (@48-h75)
FRASCO DE SEGURIDAD 120ML
FRASCO DE SEGURIDAD 250ML
FRASCO DE SEGURIDAD 500ML
FRASCO DE SEGURIDAD 1000ML
FRASCO DE SEGURIDAD 90ML(@53-h68)

TUBO 17 ML PS 16X150 MM

TUBO PS 8ML 16X75MM GRADUADO
C/BORDE

TUBO 4 ML PS 11X70 MM
TUBO 6 ML PS 12X88 MM GRADUADO
TUBO 3 ML PS 11X55 MM
TUBO 13X75 PS
TUBO 13X75 PS TAPADO
TUBO 13X75 PS TAPADO Y ETIQ
TUBO 10 ML PS 16X100 MM
TUBO 5ML PS 12X75 MM GRADUADO
TUBO 12X75 PS + TAPON 305802
TUBO 12X75 PS TAPADO Y ETIQ
TUBO 10ML PS 16X95MM GRADUADO

TUBO 16x95 PS TAPADO

TUBO 10 ML PS 16X95 MM TAPADO
ETIQUETADO

TUBO 16X100 PS TAPADO
TUBO 16X100 PS TAPADO Y ETIQ
TUBO 16X100 PS TAPADO C/308101
TUBO 16X95 PS TAPADO 305002

Fecha / Date: 17/01/2017
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DESCRIPTION
SECURITY CONTAINER 20ML
SECURITY CONTAINER 40ML
SECURITY CONTAINER 60ML
SECURITY CONTAINER 90ML (@48-h75)
SECURITY CONTAINER 120ML
SECURITY CONTAINER 250ML
SECURITY CONTAINER 500ML
SECURITY CONTAINER 1000ML
SECURITY CONTAINER 90ML(@53-h68)

PS TUBE 16X150

PS TUBE 8ML 16X75MM GRADUATED
WITH RIM

TUBE 11X70 PS
TUBE 12X88 PS GRADUATED
TUBE 11X55 PS
TUBE 13X75 PS
TUBE 13X75 PS CAPPED
TUBE 13X75 PS CAPPED&LABELLED
TUBE 16X100 PS
TUBE 5ML PS 12X75MM GRADUATED
PS TUBE 12X75 + CAP 305802
TUBE 12X75 PS CAPPED LABELLED
TUBE 10ML PS 16X95MM GRADUATED
TUBE 16x95 POLYSTYRENE CAPPED
TUBE 16X95 PS CAPPED LABELLED
TUBE 16X100 PS CAPPED
TUBE 16X100 PS CAPPED LABELLED
TUBE 16x100 PS CAPPED W/308101
16X95 TUBE PS CAPPED 305002

CDCE-14 Rev.13.15




REF
300913
300914
301200
301201
301202
301205
301206
301207
301212
301213
301403
301700
309201
309202
309206
309207
309222
309402
309501
309502
309505
309552
400400
400500
400700
400705
400800
400806
400900
400908
401100

DESCRIPCION
TUBO 16X95 PS TAPADO
TUBO 16x95 TAPADO 305002

TUBO CONICO 16X102 PS
TUBO CONICO 12ML PS 16X100 MM

TUBO CONICO 16X102 PS
TUBO CONICO 301200 TAP/305502
TUBO CONICO 16X102+TAP.305502
TUBO CONICO 16x102 PS TAPADO
TUBO CONICO 12 ML PS 17X105 MM

TUBO CONICO 12ML PS 16X105MM

TUBO 12ML PS 15X102 MM TAPADO
FALDON

TUBO 7 ML PS 13X100 MM
FRASCO 30ML PS ETIQUETADO
FRASCO 30ML PS
FRASCO 30ML PS TAPON ROJO
FRASCO 30ML PS TAP.CU SEPARADA
FRASCO 30ML PS B/U
FRASCO 40ML PS
FRASCO 60ML PS ETIQUETADO
FRASCO 60ML PS
FRASCO 60ML PS T/AZUL
FRASCO 60ML PS ESPATULA
TUBO 6 ML PP 12X88 MM GRADUADO
TUBO 3 ML PP 11X55 MM
TUBO 5 ML PP 13X75 MM
TUBO 10 ML PP 16X100 MM
TUBO 5ML PP 12X75 MM GRADUADO
TUBO 75X12 PP TAPADO T/ROJO
TUBO 16X95 PP
TUBO 16x95 TAPADO 305007
TUBO 5 ML PP 15X50 MM

Fecha / Date: 17/01/2017
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DESCRIPTION
TUBE 16X95 PS CAPPED
16x95 TUBE CAPPED 305002
CONICAL TUBE 16X102 PS
CONICAL TUBE 16X100 PS
CONICAL TUBE 16X102 PS
PS TUBE 12ML CONICAL CAPPED
PS CON. TUBE 16X102 + CAP305502
CONICAL TUBE 16x102 PS CAPPED
CONICAL TUBE 17X105 PS
CONICAL TUBE 12ML PS 16X105MM
TUBE 12ML PS CAPPED
TUBE 13X100 PS
30ML UNIVERSAL LABELLED PS
30ML CONTAINER PS
30ML PS CONTAINER RED CAP
PS 30ML CONTAINER SEPARATED CAP
30ML CONTAINER I/W PS
PS 40ML CONTAINER
PS 60 ML CONTAINER PRINTED LBL
60ML CONTAINER PS
CONTAINER PS 60ML BLUE CAP
60ML CONTAINER WITH SPOON PS
TUBE 12X88 PP GRADUATED
TUBE 11X55 PP
TUBE 13X75 PP
TUBE 16X100 PP
TUBE 5ML PP 12X75MM GRADUATED
TUBE 12x75 PP CAPPED 305806
TUBE 16X95 PP
16X95 PP TUBE CAPPED 305007
TUBE 15X50 PP

CDCE-14 Rev.13.15

REF
401200
401201
401202
401204
401307
401403
401700
408702
408726
409201
409202
409222
409402
409426
409501
409502
409507
409511
409552
409556
409602
409662
409701
409702
409703
409707
409711
409752
409756
409802
409826

DESCRIPCION
TUBO CONICO 12 ML PP 16X102 MM
TUBO CONICO 12 ML PP 16X100 MM
TUBO CONICO 16x102+TAPON 16MM
TUBO CONICO 12ML PP 16X100 MM

TUBO CONICO 16X102 PP TAPADO

TUBO 12ML PP 15X102 MM TAPADO
FALDON

TUBO 7 ML PP 13X100 MM
FRASCO 150 ML PP AL VACIO
FRASCO 150 ML PP B/U AL VACIO
FRASCO 30ML PP ETIQUETADO
FRASCO 30ML PP
FRASCO 30ML PP BOLSA UNITARIA
FRASCO 40ML PP GRADUADO
FRASCO 40ML PP B/U GRADUADO
FRASCO 60ML PP ETIQUETADO
FRASCO 60ML PP
FRASCO 60ML PP ROSCADO T/VERDE
FRASCO 60ML PP ETIQUETADO T/AZUL
FRASCO 60ML PP C/ESPATULA
FRASCO 60 ML. B/UNIT. CUCHARA
FRASCO 30ML PP C/CUCHARA
FRASCO 30ML.T/AZUL CUC S/ROSC
FRASCO 150ML PP ETIQUETADO
FRASCO 150ML PP
FRASCO 150ML PP SIN ROSCAR
FRASCO 150ML PP T/VERDE
FRASCO 150ML AZUL ETIQUETADO
FRASCO 150ML PP C/CUCHARA
FRASCO 150ML B/U ESPATULA PP
FRASCO 50ML PP
FRASCO 50ML PP B/U

Fecha / Date: 17/01/2017
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DESCRIPTION
CONICAL TUBE 16X102 PP
CONICAL TUBE 16X100 PP
CONICAL TUBE 16x102 + CAP 16MM
CONICAL TUBE 12ML PP 16X100MM
CONICAL TUBE 16x102 PP CAPPED
PP 12 ML TUBE CAPPED
PP TUBE 13X100
CUP F/VACUUM COLLECTION 150ml!
CUP F/VACUUM COLLEC.150ml I/B
30ML CONTAINER LABEL PP
30ML CONTAINER PP
30ML CONTAINER I/W PP
40ML CONTAINER PP GRADUATED
40ML CONTAINER I/W PP
60ML CONTAINER LABELLED PP
60ML CONTAINER PP
60ML SCREW CAP CONT PP C/GREEN
60ML BLUE CONTAINER LABEL PP

60ML CONTAINER W/SPOON

60 ML PP CONTAINER WITH SPOON
UNIT BAG

30ML CONTAINER WITH SPOON PP
SCREW CAP CONT.30m! PP
150ML CONTAINER LABELLED PP
150ML CONTAINER PP
150ML CONT SEPARATED CAP PP
PP 150 ML CONTAINER GREEN CAP
150ML BLUE CONTAINER LABEL PP
150ML CONTAINER WITH SPOON PP
150ML CONTAINER I/W SPOON PP
50ML CONTAINER PP
50ML CONTAINER I/W PP
CDCE-14 Rev.13.15

REF
409852
409902
409905
409915
409926
410046
410047
4100856
419802
419805
419825
419826
429900
429901
429903
429910

444602801

444602802

444602901

444602903

444603202

444603204

444603300

444603305

444603306

444603308

444603402

202845N
202846/T

202847/T

DESCRIPCION
FRASCO 50ML PP CON ESPATULA
FRASCO 200ML PP
FRASCO 200ML PP AZUL TRANS. ETI
FRASCO 200ML PP AZUL TRANS S/E
FRASCO 200ML PP B/U
FRASCO 50 ML PP T/PRECINTO
FRASCO T/BISAGRA 50ml H=80mm
FRASCO PRECINTO 50ml H80mm B/U
FRASCO 50ML PP T/PRECINTO
FRASCO 50ML PP T/PRECI AZUL
FRASCO 50ML PP T/PREC.AZUL B/U
FRASCO 50ML PP T/PRECINTO B/U
TUBO CONICO 50 ML PP TAPADO
TUBO CONICO 50ML PP FALDON
TAPADO
TUBO 50ML PP CON.FALDON S/TAP
TUBO CONICO 15ML PP TAPADO
FRASCO DE SEG. 60ML T/AZUL
ANTI-CHILD. SIN TAPON
FRASCO SEGURIDAD 60ML T/AZUL

ANTI-CHILD BLANCO T/BLANCO 60

FRASCO DE SEG. 30ML T/BLAN
PRECINTO

F.SEGURIDAD BLANCO 30ML T/BLANCO
FRASCO SEGURIDAD 60ML T/BLANCO

ANTI-CHILD.AZUL TAPON BLANCO
ANTI-CHILD. VERDE TAPON BLANCO
ANTI-CHILD.ROJO TAPON BLANCO
F. SEGURIDAD 125ML T/BLANCO
TARRO HISTOLOGIA 250ML NEGRO

DESCRIPTION
50ML CONTAINER WITH SPOON PP
200ML CONTAINER PP
CONTAINER 200 ML PP BLUE-PLAIN LBL
CONTAINER 200 ML PP BLUE
200ML CONTAINER PP I/W
TAMPER EVIDENT CONT.50ml H80mm
HINGED LID CONT.50ml H=80mm
HINGED LID CONT.50ml H80mm I/B
50ML CONT SEALED CAP PP
PP 50 ML CONT. SEALED CAP BLUE
50ML CONT SEAL.BLUE CAP I/W PP
50ML CONT SEALED CAP I/W PP
50ML CONICAL TUBE PP
50ML CONICAL TUBE SKIRT PP
50ML CON.TUBE SKIRTE PP NO CAP
15ML CONICAL TUBE PP
CHILD PROOF CONT 60ML BLUE LID
CHILD PROOF CONT.60ML NO CAP
CHILDPROOF CONT 60ML BLUE LID
CHILD PROOF WHITE CONTAINER 60
SECURITY CONT. 30ML WHITE CAP
CHILDPROOF WH.CONT 30ML B/CAP
CHILDPROOF CONT 60ML WHITE LID
CHILD PROOF BLUE CONT.WHITE CAP

CHILD PROOF GREEN CONT.WHITE CAP

CHILD PROOF RED CONT.WHITE CAP
CHILDPROOF CONT 125ML WHITE LID
HISTOLOGY CONTAINER 250ML BLACK

FRASCO DE SEGURIDAD 500ML TAPADO  SECURITY CONTAINER 500ML CAPPED

FRASCO DE SEGURIDAD 1000ML
TAPADO

Fecha / Date: 17/01/2017
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SECURITY CONTAINER 1000ML CAPPED

CDCE-14 Re

REF
300500.8
300800.1
300800.2
300900M
309202.4

309202.NR
309202V
309202.WO
309222.1
309501BE
309502.10
309502.6
309602E
309622.1
400004.1
400500.B
400706E
400800.1
400906BOR
400906MD
409201.8
409201.SE
409202.8
409202.WO
409203.2
409203.2A
409502.2B
409502.2C
409502.4
409502.4Y
409502G

DESCRIPCION
TUBO 11X55 PS
TUBO 5 ML PS 12X75 MM SIN ENRASES
TUBO 12X75 PS REFORZADO
TUBO 16X95 PS GRAD.CAJA 5X100
FRASCO 30ML PS
FRASCO 30ML PS
FRASCO 30ML PS TAPON VERDE
FRASCO 30ML PS SIN TAPON
FRASCO 30ML PS B/U ETIQUETADO
FRASCO 60ML PS B/50 COD. BARRAS
FP-60 S/ROSCAR C/600 T/ROJO

FRASCO 60 ML. PS ETIQUETA BLANC

FRASCO 30ML PS CON ESPATULA
ETIQUETADO

FCO.30 CUCH. ETIQ. ESP. B/UNIT.
FRASCO 125ML PP 57X73
TUBO 11x55 PP B/400
TUBO 10ML C/A.BORICO TAP.ETIQ.B/U
TUBO 5 ML PP 12X75 MM SIN ENRASES
TUBO 16X100 TAP- 308106 AC. BOR
TUBO 16x100 PP TAPADO 308106
FRASCO 30ML PP ETIQUETADO
FRASCO 30ML PP ETIQUETADO B100
FRASCO 30 ML TAPADO TAPON AZUL
FRASCO 30ML PP SIN TAPON
FRASCO 30ML PP T/BLAN ENV. SEP
FR.30ML PP T/BL.ENV.SEP.C/ANO
FR.60ML ETIQ.T/ROJO 10X50
FR. 60ML PP ETIQ.T/ROJO 16X50
FRASCO 60ML S/ROSCAR 38X65 PP
FRASCO 60m| S/ROSCAR PP T/AMA
FRASCO 60ML GRADUADO

Fecha / Date: 17/01/2017
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DESCRIPTION
TUBE 11X55 PS
TUBE 12X75 PS
TUBE 12X75 PS
TUBE 16X95 PS GRAD.CASE 5X100
PS 30 ML. UNIVERSAL PLAIN LBL
30mI CONTAINER PS NO SCREW
30ML CONTAINER PS GREEN CAP
CONT.30ML PS NO CAP
CONTAINER 30 ML. UNIT BAG LABEL
60ML PS CONTAINER B/50 BAR COD
CONT.60ML C/600 RED CAP
PS 60 ML. CONTAINER PLAIN LABEL
30ML CONTAINER WITH SPOON PS
PS 30ML SPOON+LABEL+UNIT BAG
CONT.

125ML CONTAINER PP
TUBE 11x55 PP B/400
100ML TUBE W/BORIC A. CAP.LAB. /W
TUBE 12X75 WITHOUT RINGS PP
TUBE 16X100 PP CAP ACID BORIC
16x100 TUBE PP CAPPED 308106
30ML CONTAINER LABEL PP
30ML CONTAINER LABEL PP B/100
30ML CONTAINER PP BLUE CAP
CONT. 30ML PP NO CAP
PP 30 ML+ WHITE CAP SEPARAT.C/1800
PP 30ML WHITE CAP SEP.PLAIN BO
CONT.60ML LABEL RED C.10X50
60ML CONT. PP LABEL RED CAP 16X50
60ML CONT. UNCAPPED 38X65MM PP
60ml CONT.UNCAPPED PP YEL/LID
60ML CONTAINER GRADUATED PP
CDCE-14 Re

13.15




REF
409502G.4
409507G
409511.4
409511.5
4095652.Y
409552G
409552.TA
409702.3
409702.P
409702.PB
409703.5
409703WC
409711.4
4097115
409805.6
410046.5
410046A5
410046R 5
420900E
429900.25
429900SP
429901.25
4299108P
429927S/E
44462903M
309202.0
429930
429940
429945

DESCRIPCION
FR.60 GRAD.S/ROSCAR TAP.SEPARA
FRASCO 60ml PP GRAD.T/VERDE
FR.60ML AZUL CLARO S/ETIQUETA
FR.60ML AZUL TRANSL. ETIQ. BLANC
FRASCO 60ml PP C/ESPATULA T/AM
FRASCO 60ML PP GRADUADO C/ESPA
FRASCO 60ML PP C/ESPATULA T.AZUL
FRASCO 150m| PP TAPON BLANCO
FRASCO 150ML PP ROSCADO
FRASCO 150ML PP ROSCADO T.BLA
FRASCO 150 ML. T/AZUL S/ROSCAR
FRASCO 150ML PP SIN ROSCAR
T/BLANCO
FR.150ML AZUL CLARO S/ETIQUETA
FR.150ML AZUL TRANS. ETIQ. BLANC
FRASCO 50ML PP T/ROJO SEPARADO
FRASCO T/PREC.50ml H80mm C/500
FRASCO T/PREC.50ml 500UD AZUL
FRASCO T/PREC.50ml 500UD ROSA
TUBO 12ML PP S/TAPON C/FALDON
TUBO CONICO 50ml PP B/25
TUBO 50ML PP CONICO SIN ROSCAR
TUBO CON.50ml PP C/FALDON B/2
TUBO 15ml PP CONICO SIN ROSCAR
TUBO CONICO 50ML C/FALDON B/U
ANTI-CHILD BLANCO T/BLANCO 60
FRASCO 30ML PS ST. EO

TUBO 50ML PP CONICO IMPRESO B/25

TUBO 15 ML PP CONICO IMPRESO
GRANEL

TUBO 15 ML PP CONICO IMPRESO B/25

Fecha / Date: 17/01/2017
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DESCRIPTION
CONT.60 GRAD.UNCAPPED SEP.CAP
60ml CONT.PP GRAD.GREEN CAP
60ML LIGHT BLUE CONTAINER
60ML CONTAINER TRANS.BLUE LBL
60ml CONTAINER W/SPOON YEL/LID
60ML CONTAINER W/SPOON GRADUAT
60ML CONTAINER PP W/SPOON BLUE
CAP
PP CONTAINER 150ml WHITE CAP
150ML PP CUPPED CONTAINER
150ML PP CUPPED CONT.WHITE C.
150ML CONT SEPARATED BLUE CAP
150ML PP CONT.SEPAR.CAP WHITE
150ML LIGHT BLUE CONTAINER
150ML CONTAINER BLUE TRANSL.LB
50ML PP CONTAINER SEP. RED CAP
HINGED LID CONT.50ml H80 C/500
HINGED LID CONT.500U BLUE
HINGED LID CONT.500U PINK
PP 12ML TUBE W/SKIRT W/OUT CAP
50mlI CONICAL TUBE PP B/25
50ML CONICAL TUBE PP SEP.CAP
50ml CONICAL TUBE W/SKIRT B/25
15ml CONICAL TUBE PP SEP.CAP
50ML CONICAL TUBE SKIRT I/W PP
CHILDPROOF WHIE CONT.60ML WC
CONTAINER 30ML PS ST.EO
50ML TUBE PP CONICAL PRINT 25/B
15ML TUBE PP CONICAL PRINTED IN

15ML TUBE PP CONICAL PRINT 25/B

CDCE-14 Rev.13.15

REF

429950
300500MI
175723
175724
400903
661035
408702C
408726.A
400805
202844/T
409557
419802.T
409502.4B
409702B
309205
429906SP
429901SP
175725
409511.4TA
202842A
202844A
409512
301201CA

DESCRIPCION
TUBO 50 ML PP CONICO IMPRESO C/F
B/25

TUBO 11X55 PS
TUBO 5ML PS 13X75 TAPADO ROJO
TUBO 10ML PS 16X95 TAPADO ROJO
TUBO 10ML PP 16X95 TAPADO ROJO

TUBO 10ML PS 16X95 TAPADO NATURAL

FRASCO VACIO 120ml LOTE IMPRESO
FRASCO P/VACIO 120ml B/I C/AN.
TUBO 75X12 PP TAPADO T/AZUL

FRASCO DE SEGURIDAD 120ML TAPADO
FRASCO 60ML PP C/ESPATULA T/VERDE

FRASCO 50ML PP T/PREC. DESTAPADO

FRASCO 60ML PP T/AZUL NO TAPADO
FRASCO 150ML PP B/50

FRASCO 30ML PS T/AZUL ETIQ.
TUBO 50ML PP CONICO T/ROJO SIN
ROSCAR

TUBO CONICO 50ML PP FALDON SIN
ROSCAR

TUBO 3ML PS 11X55 TAPADO ROJO

FRASCO 60ML PP C/CUCHARA T/AZUL

FRASCO SEGURIDAD 60ML T/AZUL

FRASCO DE SEGURIDAD 120ML T/AZUL

FRASCO 60ML PP T/ROJO C/GRIS
TUBO CONICO 12ML PS 16X100 MM

Fecha / Date: 17/01/2017
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DESCRIPTION
50ML TUBE PP CONICAL PRINT SKIRTED

TUBE 11X55 PS

TUBE 5ML PS 13X75 CAPPED RED

10ML TUBE PS 16X95 CAPPED RED

10ML TUBE PP 16X95 CAPPED RED
10ML TUBE PS 16X95 CAPPED NATURAL

VACUUM CONT.120ML CML
CUP F/VACUUM 120ml I/B PLAIN/C
TUBE 75X12 PP CAPPED C/BLUE
SECURITY CONTAINER 120ML CAPPED
CONTAINER 60ML PP W/SPOON GREEN
CONTAINER 50ML PP C/TAMPER EVID.
UNCOVERED

60ML CONTAINER PP BLUE CAP
UNCOVERED

150ML CONTAINER PP B/50
30ML CONTAINER PS BLUE CAP LABEL
50ML CONICAL TUBE PP SEP.CAP RED
TUBE 50ML PP SKIRTED SEP. CAP
TUBE 3ML PS 11X55 CAPPED RED
CONTAINER 60ML PP W/SPOON BLUE
CAP
CONTAINER 60ML BLUE CAP
SECURITY CONTAINER 120ML BLUE CAP
CONT. 60ML PP RED C. GREY B.
CONICAL TUBE 16X100 PS

CDCE-14 Rev.13.15




REF
601603
601612
601613
601702
611604
621610
621611
621613

601603.2
601702.2

611603.1

ANEXO 1 — DESCRIPCION DE ARTICULOS

ANNEX 1 — ARTICLES DESCRIPTION

DESCRIPCION
TUBO EDTA TRIPOTASICO 2,5ML PP
13X75MM

TUBO EDTA TRI-K PP 4ML
TUBO EDTA TRI-K PP 2,5ML

TUBO EDTA TRI-K PP 4ML
TUBO EDTA TRI-K 3ML PP 13X80 T/GOMA
PERF

TUBO EDTA TRIAML PP 12X55MM T/PRE
PERF.

TUBO EDTA TRI-K 2ML 16X55 FALDON
T/PRE-PERF.
TUBO EDTA TRI 2,5ML PP 13X80MM
T/PERFOR.

TUBO EDTA TRI-K 2.5ML RETRACTILADO

TUBO EDTA TRI-K 4ML RETRACTILADO

TUBO EDTA TRI-K PULV. 3ML 13X75
T/PERFO

Fecha / Date: 20/06/2016

Pag. 2/2

DESCRIPTION
EDTA TUBE TRI-K R/BOT 2.5ML PP
EDTA TUBE TRI-K 4ML PP
EDTA TUBE TRI-K 2.5ML PP

EDTA TUBE TRI-K 4ML PP
EDTA TRI-K TUBE 3ML PP 13X80
RUBBER CAP PERF.
EDTA TUBE TRI-K 1ML PP 12X55MM

C/PRE-PERF.

EDTA TUBE TRI-K 2ML 16X55 SKIRTED
C/PRE-PERF.

EDTA TUBE TRI-K 2.5ML PP 13X80MM
T/PRE-PERF.

EDTA TRI-K TUBE 2.5ML WRAP/RAC
EDTA TRI-K TUBE 4ML WRAPP/RACK
EDTA TUBE PUL.K3 3ML PIERC.CAP

CDCE-77 Rev.2.2













10/020d 0408 ® TUV, TUEY anc TUV are registered trademarks Utilisation ang anplicetion requi

. ®
TUVRheinland

Certificate

) The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

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

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

Design and Development, Manufacture and Distribution of

In vitro Diagnostic Medical Test Systems
(see attachment for products included)

Proof has been furnished that the requirements specified in
EN ISO 9001:2008

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

Effective Date’ 2017-03-02
Certificate Registration No.: SY 60116876 0001
An audit was performed. Report No.: 15047317 006

This Certificate is valid until: 2018-09-14

Certification Body

Date 2017-02-23

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Nirnberg

Tel +49 221 806-1371 Fax: +49 221 808-3935 e-mail.cert-validity@de.tuv com http /iwww tuv com/safety




. ®
TUVRheinland

TUV Rheinland poc. 1/, Rev.0
LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

Attachment to

Certificate

Registration No.: SY 60116876 0001

Report No.: 15047317 006

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

Scope: Products:

- Urine Analysis Systems (Reagents, Analyzers, Controls)
Hematology Test Systems (Reagents, Analyzers, Controls)

- Clinical Chemistry Test Systems (Reagents, Analyzers,
Controls)

- Fecal Test Systems (Reagents, Analyzers, Controls)

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

Date: 2017-02-23

10020¢ 0408 @ TUV. TUEV and TUV are registered wademarks Utilisation and soplication requires orior annroval




TUVRheinland

Certificate

B The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

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

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

Design and Development, Manufacture and Distribution of
In vitro Diagnostic Medical Test Systems
(see attachment for products included)

Proof has been furnished that the requirements specified in

EN ISO 13485:2012
EN ISO 13485:2012/AC:2012

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

Effective Date: 2017-03-02
Certificate Registration No.: SX 60116875 0001
An audit was performed. Report No.: 15047317 006

This Certificate is valid until: 2019-02-28

Certification Body

(DAKKs

Akkreditierungsstelle
D-ZM-14169-01-02

Date 2017-02-23

TOV Rheinland LGA Products GmbH - TillystraBe 2 - 904

Tel ' +49 221 806-1371 Fax +49 221 806-3935 e-mail cert-validity@de tuv com hitp:/fwvww tuv com/safety

10/020¢ 0408 ® TUV, TUEY and TUV are registered rademarks Utilisation and application requires prior approvat




. ®
TUVRheinland

TOV Rheinland poc. 1/L, Rev.0
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: SX 60116875 0001
Report No.: 15047317 006

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

Scope: Products:
- Urine Analysis Systems (Reagents, Analyzers, Controls)
- Hematology Test Systems (Reagents, Analyzers, Controls)

Clinical Chemistry Test Systems (Reagents, Analyzers,
Controls)

- Fecal Test Systems (Reagents, Analyzers, Controls)

Certification Body

” DAkkS

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

Date: 2017-02-23

O7F0d 0208 ®  TUV TIEY and TUV are registercd traemarks Utlisation and appicetion requires prior approvel



Declaration of Conformity - V.01

Declaration of Conformity c €

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

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

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

Classification: device not in IVDD annex Il and not for self
testing/performance evaluation
yte: WDD Annex Ill{excluding Section 6)

Conformity Assess

at the above mentioned products meet the

We herewﬂN

provisions of x rective 98/79/EC on In Vitro Diagnostic Medical
Devices. All supp };tmg 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 Autherized Signatory: Mr[Yang Long
Position Held in Company: Management Representative

|
|




Declaration of Conformity v 1.0

Declaration of Conformity c €

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

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

Product: Auto Hematology Analyzer

Model: BC-5000

[ncluding reagents as following:
M-52D DILUENT
M-52DIFF LYSE
M-52LH LYSE
PROBE CLEANSER
Classification: The dewce not in IVDD annex Il and not for self
testlng/performance evaluation

Conformity Assessment Roufe; !"VDD”Annex [II{excluding Section 6}

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

Standards Applied:
List of (harmonized} standards for which documented evidence for compliance can be
provided as attachment.

Start of CE-Marking: 2013-9-26
Place, Date of Issue: Shenzhen, 2013-9-26

Signature: aD ‘1%9"

Name of Authorized Signatory: Mr.tan ChuanBin

Position Held in Company: Manager ,Technical Regulation




Declaration of Conformity V 1.0

Declaration of Conformity c €

Manufacturer:

EC-Representative:

Product:

Model:

Classification:

Shenzhen Mindray Bio-Medical Electronics Co., Lid.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China
Shanghai International Helding Corp. GmhH (Europe)
Eiffestralle 80

20537 Hamburg, Germany

Auto Hermatology Analyzer &

BC-5150

Including reagents as fdi'io"w‘ing:
M-52D DILUENT
M-52DIFF LYSE
M-52LHLYSE. =~
PROBE CLEANSER

Tﬁésge\\fi‘éénot_in IVDD annex |l and not for self
N -‘t_s“stin‘glpsrfbr\rnance evaluation

Conformity Assessment Route ~IVDD Annex IIl{excluding Section 6)

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

of the manufacturer.

Standards Applied:

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

provided as attachment.

Start of CE-Marking: 2013-9- 26

Place, Date of Issue:

Signature:

Shenzhen, 2013 9-26

el

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




Product:

Applied Standards:

EN ISO 18113-1:2009

ENISC 18113-2:2009

EN ISO 18113-3:2009

EN 1SO 15223-1:2012

EN 13612: 2002

SO 14971:2012

EN 61010-1:2001

EN 61010-2-081:2002+A1:

2003+A1: 2003

EN 61010-2-101: 2002

|r—————_......—__.._.........._..

Declaration of Conformity V 1.0

Applied Standards List

Auto Hernatology Analyzer
BC-5150. BC-5000

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

In vitro diagnostic medical devices —Infonnatiaﬁ‘:s.gpplied by the
manufacturer(labelling) Part 1: Ter?ﬁs’i, Héﬁn‘itipps an‘a general requirements

| In vitro diagnostic medical devices -~I"ri‘fonna¥ic.)n supplied by the manufacturer
(labelling} - Part 2: In wtro\ ‘die\lgﬁoétic_m'agents for professional use

In vitro diag‘nOSj;iQ Kmed&i(‘:é‘l :de‘.\f.i\c\.'éé'— Information supplied by the
manufact[jFé“r\(:;!gibgl‘{r‘lg.) Part 3: In vitro diagnostic instruments for professional

use

f_xMe\di‘(':‘al“ devices — Symbols to be used with medical device labels,

N
~

labelling and information to be supplied —Part 1: General requirements

‘Performance evaluation of in vitro diagnostic medical devices

Medical devices — Application of risk management to medical devices

Safety requirements for electrical equipment for measurement, control, and
laboratory use Part 1: General requirement

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

Safety requirements for electrical equipment for measurement, control, and
laboratory use - Part 2-101: Particular requirements for in vitro diagnostic (1IVD}

medical equipment




Declaration of Conformity V 1.0

[EC 61010-2-010: 2005

EN 61326-1:2006

EN 61326-2-6:2006

EN 62304:2008

EN 62366:2008

EN 13640: 2002

Safety requirements for electrical equipment for measurement, control and
laboratory use - Part 2-010: Particular requirements for laboratory equipment
for the heating of matenrials

Electrical equipment for measurement, control and [aboratory use - EMC
regquirements - Part 1: General requirements

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

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

Stability testing of in vitro diagnostic medical devic"é‘é:‘

|













UCB F 12.04 2012-02

America

CERTIFICATE

No. QS5 17 07 44751 097
Certificate Holder: 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:

(Y.

Scope Of Cel’tlflcate! 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,
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, Chemilumin 1ce Im y Reagents,
Chemilumir Immunc v 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,

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 system that meets the requirements of
the listed standards.

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

.

,,we[( 'f" e,

Earl Buckmiller

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

SCC Accredited
CB-MS

6

TUV SUD America Inc
10 Centennial Drive

Peabody, MA 01960 )
USA TV Accréditd CoN
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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, 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 Imnmunoassay 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, 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 Blood Pressure Monitor, Defibrillator/Monitor and Accessories, Electrocardiograph, Wearable
ECG Recorder, Anesthesia Machine, Ventilator, Ultrasonic 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
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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 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 (Ultrasonic
Transducer), 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 Inmunoassay 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, Disposable Breathing Circuit,
Reusable Breathing Circuit, Heat and Moisture Exchanger, Filter, Breathing Bag

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