FORMULARUL OFERTEI (F3.1)
Data:15.03.2019
LP nr: ocds-b3wdpl1-MD-1549372403823

Catre : IMSP AMT Riscani

L.M. ,,Becor” S.R.L. declara ci: a) Au fost examinate si nu exista rezervari fati de documentele de
licitatie, inclusiv modificarile nr.

LM. ,,Becor” S.R.L. se angajeaza sa furnizeze, in conformitate cu documentele de licitatie si conditiile
stipulate in specificatiile tehnice si de formare a prefurilor, urmatoarele bunuri si/sau servicii: Reagenti,
accesorii, consumabile si piese de schimb pentru laborator,conform necesititilor pentru 2019

a)Suma totala fara TVA a ofertei constituie : 2/ 7 FFE C/ 7T
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Prezenta ofertd va ramine valabild pentru perioada de timp specificati in instructiunile pentru
ofertanti, punctul FDA 4.8, incepind cu data-limitd pentru depunerea ofertei, in conformitate
cu punctul FDA 5.2, va rdmine obligatorie §i va putea fi acceptatd in orice moment pini la

expirarea acestei perioade;

¢) In cazul acceptarii prezentei oferte, .M. ,,Becor” S.R.L. se angajeazi si obtini o
Garantie de bund executie in conformitate cu punctul FDA 7, pentru executarea corespunzitoare
a contractului de achizitie publica.

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

¢) Compania semnatard, afiliatii sau sucursalele sale, inclusiv fiecare partener sau
subcontractor ce fac parte din contract, nu au fost declarate neeligibile in baza prevederllor
legislatiei in vigoare sau a regulamentelor cu incidentd in domeniul achizitiilor pubjicé,

10k
conformitate cu punctul IPOS.S. Digitally signed by Lazari Cristina

Date: 2019.03.14 17:21:02 EET o\l
; "Reason\ MoldSign Signature RN \;‘i‘
s0cation: Moldova ) )

Semnat:

Nume:Lazari Cristina Ion

In calitate de: Manager in comert
Ofertantul: I.M. ,,Becor” S.R.L.
Adresa:str.Calea Orheiului 111/5
Data: 13.03.2019
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SPECIFICATII TEHNICE (F4.1)

Numidrul licitatiei: ocds-b3wdp1-MD-1549372403823

Data: 15.03.2019

Alternativa nr.:

Denumirea licitatiei: Achizitionarea reagentilor, accesorii,consumabile $i piese de schimb
pentru laboratoarele diagnostice, conform necesitatilor IMSP AMT Riscani”

Lot: 2,76

Pagina:_din_

Nr. |Cod |Denumirea bunurilor si/sau a |Modelul articolului Tara de |Producator|Specificatia tehnica deplina solicitata de catre|Specificatia tehnica deplina propusa |Standar
d/o |CPYV [sericiilor origine |ul autoritatea contractanta de catre ofertant de de
referint
a
Reagenti,calibratori si material de control p/u analizator biochimic automat Cobas 311(sistem inchis) (a. 17 Ord. MS nr.374 din 05.05.14). Accesorii /consumabile/ piese de schimb p/u Cobas 311(sistem
76 inchis) (an.17 Ord. MS nr.374)
76.1 ALTL. $00°T *ALTL, 500Test, Integra, Cobas C Germania .zoosn. ﬂo:ﬁ&?: cu analizatorul de sistem Compatibil cu analizatorul de sistem inchis Cobas
* 20764957322 Diagnostics |inchis Cobas 311 / set - 500 teste. 311/ set - 500 teste.
76.2 ARG AT *ALB BCG Gen2, 300 tests, integra, Germania .WO&E, Compatibil cu analizatorul de sistem inchis Cobas 311/set-  |Compatibil cu analizatorul de sistem inchis Cobas
’ cobas ¢ 03183688122 Diagnostics 300 teste. 311/set - 300 teste.
76.3 *ALP IFCC Gen 2, 400T 03333701190 | Germania Roche Compatibil cu analizatorul de sistem inchis Cobas 311/ set- |Compatibil cu analizatorul de sistem inchis Cobas
ALPIECE] 400T: Diagnostics |400 teste. 311/ set - 400 teste.
76.4 AMYL, 300T *AMYL Gen.2, 300 tests, cobas c, Integra| Germania .WOO_S. Compatibil cu analizatorul de sistem inchis Cobas 311 / set- |Compatibil cu analizatorul de sistem inchis Cobas
03183742122 Diagnostics |300 teste. 311/ set - 300 teste.
76.5 AMYLP: 200T *AMY-P, 200 Test Integra, Cobas C Germania .Wo&ﬁ. Compatibil cu analizatorul de sistem inchis Cobas 311 /set- |Compatibil cu analizatorul de sistem inchis Cobas
’ 20766623322 Diagnostics  |200 teste. 311/ set - 200 teste.
76.6 ASLOTQ, 150T *ASLO TQ, 150 tests, cobas C Germania .wo&ﬁ. Compatibil cu analizatorul de sistem inchis Cobas 311 / set- |Compatibil cu analizatorul de sistem inchis Cobas
2 04489403190 Diagnostics |150 teste. 311/ set - 150 teste.
76.7 ASTL. 500T *ASTL, 500 test Integra, Cobas C Germania ‘Wo%a‘ Compatibil cu analizatorul de sistem inchis Cobas 311 /set- |Compatibil cu analizatorul de sistem inchis Cobas
? 20764949322 Diagnostics  |500 teste. 311/ set - 500 teste.
76.8 - *Bil-D, 350 tests, Integra, cobas C Germania .Woora. Compatibil cu analizatorul de sistem inchis Cobas 311. / set - |Compatibil cu analizatorul de sistem inchis Cobas Hm@ 2 g
? 05589061190 Diagnostics |350 teste. 311./ set - 350 teste. CE: & m
76.9 BILT. 250T *BIL-T Gen.3, 250 teste cobas ¢ Germania ._ﬂcorm. Compatibil cu analizatorul de sistem inchis Cobas 311. / set - |Compatibil cu analizatorul de sistem inchis Cobas ISqy ..H Mc
> 05795397190 Diagnostics  |250 teste. 311. / set - 250 teste. CEH Y &hu <
76.10 CA. 300T *CA, 300 Tests Cobas c, Integra Germania .wo%m. Compatibil cu analizatorul de sistem inchis Cobas 311/ set - |Compatibil cu analizatorul de sistem inchis Cobas _w& < m\wuo .m
? 05061482190 Diagnostics {300 teste. 311/ set - 300 teste. CE 455
76.11 CHOL HiCo. 400T *CHOL HiCo Gen 2 400 Test Integra, Germania .wo&_n. Compatibil cu analizatorul de sistem inchis Cobas 311/ set- |Compatibil cu analizatorul de sistem inchis Cobas G& 2 MO M
i Cobas C 03039773190 Diagnostics  |400 teste. 311/ set - 400 teste. CExg 5 .m
76.12 ERDL ST *CRP Gen.3, 250 tests, cobas ¢ Germania .Wco:a. Compatibil cu analizatorul de sistem inchis Cobas 311 / set - |Compatibil cu analizatorul de sistem inchis Cobas ISG: o m m
’ 04956842190 Diagnostics  |250 teste. 311/ set - 250 teste. Ci' 9 2 .m
76.13 CREXL 7005 *CREAIJ Gen.2 700 Test, Cobas c, integra| Germania .Won:o. Compatibil cu analizatorul de sistem inchis Cobas 311 / set - |Compatibil cu analizatorul de sistem inchis Cobas
4 04810716190 Diagnostics | 700 teste. 311/ set - 700 teste.
76.14 S A6 *GGT Gen 2 400 Test Integra, Cobas C | Germania .WOo:o. Compatibil cu analizatorul de sistem inchis Cobas 311/ set - |Compatibil cu analizatorul de sistem inchis Oocwm
’ 03002721122 Diagnostics  |400 teste. 311/ set - 400 teste..
76.15 GLUC HK. 800T *GLUC HK Gen 3. 800 TestIntegra, Germania .Wooro. Compatibil cu analizatorul de sistem inchis Cobas 311 / set- |Compatibil cu analizatorul de sistem inchis¢ odmm‘,
? Cobas C 04404483190 Diagnostics  |800 teste. 311/ set - 800 teste. ]
76.16 *HDL-C Gen3 200 Test Integra, Cobas C| Germania Roche Compatibil cu analizatorul de sistem Compatibil cu analizatorul de sistem inchis Cobas -

HDL-C, 350T

04399803190

Diagnostics

inchis Cobas 311 / set - 350 teste.

311/ set - 200 teste.




76.17 o *HbA1C TQ Gen 3, 150 Test, Cobas C | Germania Roche Compatibil cu analizatorul de sistem inchis Cobas 311 /set - |Compatibil cu analizatorul de sistem inchis Cobas 1SO;
HBAICTQ, 150T 501 05336163190 Diagnostics | 150 teste. 311/ set - 150 teste. CE
76.18 RON. 200T *IRON GEN 2 200 test Integra, Cobas C | Germania Roche Compatibil cu analizatorul de sistem inchis Cobas 311 /set- |Compatibil cu analizatorul de sistem inchis Cobas ISO;
L ? 03183696122 Diagnostics |200 teste. Cerinte generale - vezi anexa 1. 311/ set - 200 teste. CE
76.19 CC. 300T *LDHI Gen. 2 IFCC, 300 test, Integra, Germania Roche Compatibil cu analizatorul de sistem inchis Cobas 311/ set - |Compatibil cu analizatorul de sistem inchis Cobas ISO;
LDHLIFCC, Cobas C 03004732122 Diagnostics |300 teste. Cerinte generale - vezi anexa 1. 311/ set - 300 teste. CE
76.20 200T *LDL-C Gen 2 175 Test Integra, Cobas C| Germania Roche Compatibil cu analizatorul de sistem Compatibil cu analizatorul de sistem inchis Cobas ISO;
LDL-C, 201 03038866322 Diagnostics |inchis Cobas 311 / set - 200 teste. 311/ set - 175 teste. CE
76.21 S — *LIPC, 200 Test Integra, Cobas C Germania Roche Compatibil cu analizatorul de sistem inchis Cobas 311 /set- |Compatibil cu analizatorul de sistem inchis Cobas ISO;
PG, 03029590322 Diagnostics |200 teste. 311/ set - 200 teste. CE
76.22 MG, 250T *MG,175 Test, integra, cobas C Germania Roche Compeatibil cu analizatorul de sistem Compatibil cu analizatorul de sistem inchis Cobas ISO;
»23 20737593322 Diagnostics |inchis Cobas 311 / set - 250 teste. 311/ set - 175 teste. CE
76.23 RELTO6T *RFII, 100 Test Integra, Cobas C Germania Roche Compatibil cu analizatorul de sistem inchis Cobas 311 / set- |Compatibil cu analizatorul de sistem inchis Cobas ISO;
> 20764574322 Diagnostics |100 teste. 311/ set - 100 teste. CE
76.24 il *TP Gen 2, 300 Tests, Cobas C, Integra | Germania Roche Compatibil cu analizatorul de sistem inchis Cobas 311 /set- |Compatibil cu analizatorul de sistem inchis Cobas ISO;
s 03183734190 Diagnostics |300 teste. 311/ set - 300 teste. CE
76.25 L A5 *TRIGL , 250 test Integra, Cobas C Germania Roche Compatibil cu analizatorul de sistem inchis Cobas 311./set- |Compatibil cu analizatorul de sistem inchis Cobas ISO;
GL, 250 20767107322 Diagnostics {250 teste. 311. / set - 250 teste. CE
76.26 - *UREAL, 500 test Integra, Cobas C Germania Roche Compatibil cu analizatorul de sistem inchis Cobas 311 / set- |Compatibil cu analizatorul de sistem inchis Cobas ISO;
UREAL;500T 04460715190 Diagnostics {500 teste. 311/ set - 500 teste. CE
76.27 Sih S *UA Gen 2, 400 Test Integra, Cobas C | Germania Roche Compatibil cu analizatorul de sistem inchis Cobas 311 / set- |Compatibil cu analizatorul de sistem inchis Cobas ISO;
* 03183807190 Diagnostics |400 teste. 311/ set - 400 teste. CE
76.28 *ISE Standard low 10*3 ml 11183974216] Germania Roche Standard de calibrare electrozi nivel Standard de calibrare electrozi nivel scazut. Set ISO;
Diagnostics |scazut. Set 10 x 3 ml Compatibil cu 10x3ml. Compatibil cu analizatorul de sistem inchis CE
ISE Standard low set 10 x3 ml analizatorul de sistem inchis Cobas Cobas 311.
311.
76.29 *ISE Standard high 10*3 ml Germania Roche Standard de calibrare electrozi nivel ridicat. Set 10x3ml. Standard de calibrare electrozi nivel ridicat. Set ISO;
ISE Standard high set 10 x3 ml 11183982216 Diagnostics |Compatibil cu analizatorul de sistem inchis Cobas 311. 10x3ml. Compatibil cu analizatorul de sistem inchis CE
Cobas 311.
76.30 *ISE Compensator 10*1 ml Germania Roche Sol de verificare a calibrarii electrozi. Set 10x1ml. Compatibil |Sol de verificare a calibrarii electrozi. Set 10x1ml. ISO;
ISE Compensator set 10 x1 ml 11489828216 Diagnostics |cu analizatorul de sistem inchis Cobas 311. Compatibil cu analizatorul de sistem inchis Cobas CE
311.
76.31 *ISE Diluent Gen.2, cobas C, Hitachi Germania Roche Diluent in testare ISE. Set 5x300ml Compatibil cu analizatorul | Diluent in testare ISE. Set 5x300ml Compatibil cu ISO;
ISE Diluent set 5 x300 ml 04522630190 Diagnostics |de sistem inchis Cobas 311. analizatorul de sistem inchis Cobas 311. CE
76.32 *ISE Int. stand. gen.2, coabs C, Hitachi, | Germania Roche Sol calibrare interna a electrozilor. Set 5x600ml Compatibil cu | Sol calibrare interna a electrozilor. Set 5x600ml ISO;
ISE Internal Standard set 5 x600 ml 04522320190 Diagnostics |analizatorul de sistem inchis Cobas 311. Compatibil cu analizatorul de sistem inchis Cobas CE
311.
76.33 i *ISE Reference Electrolyte 11360981216 | Germania Roche Sol de referinta electrozi. Set 5x300ml Compatibil cu Sol de referinta electrozi. Set 5x300ml Compatibil
ISE Reference Ewﬂﬁo_«_ﬁ Solution set 5 Diagnostics |analizatorul de sistem inchis Cobas 311. cu analizatorul de sistem inchis Cobas 311.
x300 m
76.34 3 *Ise Cleaning Solutions Sys Clean Germania Roche Sol de spalare a electrozilor. Set 5x100ml Compatibil cu Sol de spalare a electrozilor. Set 5x100ml )
3 ISE Cleaning Solution set 5 x100 ml 11298500316 Diagnostics |analizatorul de sistem inchis Cobas 311. Compatibil cu analizatorul de sistem inchis,Cobas
6 311. v Q
76.35 9 *NaOH-D, cobas C 04489241190 Germania Roche Sol de spalare bazica a acului. Set 66ml, Compatibil cu Sol de spalare bazica a acului. Set 66ml, Compatibil*
M NaOH-D, cobas C set 66 ml Diagnostics |analizatorul de sistem inchis Cobas 311. cu analizatorul de sistem inchis Cobas 311, _ i
0
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SPECIFICATII TEHNICE (F4.1)

Numarul licitatiei: ocds-b3wdp1-MD-1550478458258

Data: 15.03.2019

Alternativa nr.

;

Denumirea licitatiei: reagenti si consumabile de laborator Lotul: Pagina 1 din 1
Nr. Cod Denumirea bunurilor si/sau a serviciilor Unitatea de |Cantita| Pret unitar, | Pret unitar, cu| Suma Fara TVA | Suma cu TVA Termenul de livrare/
d/o CPV masura tea fara TVA TVA prestare
Reagenti,calibratori si material de control p/u analizator biochimic automat Cobas 311(sistem inchis) (a. 17 Ord. MS nr.374 din 05.05.14). Accesorii /consumabile/ piese
76 de schimb p/u Cobas 311(sistem inchis) (an.17 Ord. MS nr.374)
in 10 zile de la comanda, pe parcursul
76.1 ALTL, 500 T Set 30 672,00 725,76 20160,00 21772,80 anului 2019
in 10 zile de la comanda, pe parcursul
76.2 ALBBCG, 300 T Set 7 661,00 713,88 4627,00 4997,16 anului 2019
in 10 zile de la comanda, pe parcursul
76.3 ALP IFCC, 400T Set 11 904,00 976,32 9944,00 10739,52 anului 2019
in 10 zile de la T
76.4 AMYL, 300T Set 28 2009,00 2169,72 56252,00 so7s2,16 | 107 deEcomadn pepueinf K
in 10 zile de la comanda, pe parcursul
76.5 AMYL-P, 200T Set 5 1541,67 1850,00 7708,35 9250,00 anului 2019
in 10 zile de la comanda, pe parcursul
76.6 ASLO TQ, 150T Set 22 4940,00 5335,20 108680,00 117374,40 anului 2019
in 10 zile de la comanda, pe parcursul
76.7 ASTL, 500T Set 30 672,00 725,76 20160,00 21772,80 anului 2019
. in 10 zile de la comanda, pe parcursul
76.8 Bil-D, 350 T Set 30 607,00 655,56 18210,00 19666,80 anului 2019
5 in 10 zile de la comanda, pe parcursul
76.9 Bil-T, 250T Set 40 800,00 864,00 32000,00 34560,00 anului 2019
in 10 zile de la comanda, pe parcursul
76.10 CA, 300T Set 15 607,00 655,56 9105,00 9833,40 anului 2019
i in 10 zile de la comanda, pe parcursul
76.11 CHOL HiCo, 400T Set 45 877,00 947,16 39465,00 42622,20 anului 2019
in 10 zile de la comanda, pe parcursul
76.12 CRP, 250T Set 14 6859,00 7407,72 96026,00 103708,08 anului 2019
in 10 zile de la comanda, pe parcursul
76.13 CREAJ, 700T Set 20 638,00 689,04 12760,00 13780,80 anului 2019
in 10 zile de la comanda, pe parcursul
76.14 GGT, 400T Set 10 877,00 947,16 8770,00 9471,60 anului 2019
in 10 zile de la comanda, pe parcursul
76.15 GLUC HK, 800T Set 38 1352,00 1460,16 51376,00 55486,08 anului 2019
in 10 zile de la comanda, pe parcursul
76.16 HDL-C, 350T Set 22 2651,25 2863,35 58327,50 62993,70 anului 2019
in 10 zile de la comanda, pe parcursul
76.17 HBAIC TQ, 150T Set 32 4119,00 4942,80 131808,00 158169,60 anului 2019 T
in 10 zile de Ia comanda, pe parcursul, § ;
76.18 IRON, 200T Set 14 500,00 540,00 7000,00 7560,00 B S

anului 2019

Digitally signed by Lazari Cristina
Date: 2019.03.14 17:18:56 EET
Reason: MoldSign Signature

Location: Moldova
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MOBIAS
BANCA

F/COM/TF/01/01

Beneficiar: IMSP Asociasia Medicala Teritoriala Riscani
Adresa: mun. Chisinau, str. Alecu Russo, 11
Data: 14 martie 2019

GARANTIE DE OFERTA nr. LG41992047100

Banca Comerciala “MOBIASBANCA - Groupe Société Générale” S.A., adresa juridicd MD-2012, bd. Stefan
cel Mare si Sfant, 81A, mun. Chisinau, Republica Moldova a fost informata cd ,BECOR” S.R.L. (numita in
continuare ,Ofertant”) urmeaza sa nainteze oferta catre Dvs. la data de 15 martie 2019 (numita in continuare
,ofertd”) pentru achizitia de reagenti, accesorii, consumabile si piese de schimb pentru laborator conform
necesitatilor pentru anul 2019, conform Numarului de notificari: ocds-b3wdp1-MD-1549372403823.

La cererea Ofertantului, noi, Banca Comerciald “MOBIASBANCA — Groupe Société Générale” S.A., prin
prezenta, ne angajam in mod irevocabil sa va platim orice suma sau sume ce nu depasesc in total suma de:

42 000,00 (patruzeci si doua mii, 00) MDL

la primirea de catre noi a primei solicitari din partea Dvs. in scris, insotite de o declaratie in care se specifica

faptul ca Ofertantul incalca una sau mai multe dintre obligatiile sale referitor la conditiile ofertei, si anume:

a) si-a retras oferta in timpul perioadei valabilitatii ofertei sau a modificat oferta dupa expirarea termenului-
limita de depunere a ofertelor; sau

b) fiind anuntat de catre autoritatea contractanta, in perioada de valabilitate a ofertei, despre adjudecarea
contractului: (i) esueazé sau refuza sa semneze formularul contractului;; sau (ii) esueaza sau refuza sa
prezinte garantia de buna executie, daca se cere conform conditiilor licitatiei, ori nu a executat vreo conditie
specificata in documentele de atribuire, inainte de semnarea contractului de achizitie.

Aceasta garantie va expira in cazul in care ofertantul devine ofertant cistigator, la primirea de catre noi a copiei
ingtiintarii privind adjudecarea contractului si Tn urma emiterii Garantiei de buna executie eliberata catre Dvs.
la solicitarea Ofertantului.

Prezenta garantie este valabila pina la data de 14 mai 2019 (inclusiv).
WoLDOV
\"ﬁw LB OMEG Mg

Cu respect,

Cornelia Rotari l

Directorul Sucursalei Corporative
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BECOR
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srt. Calea Orheiului 111/5 M 2020, z.K'uufuuay 3
tel. 406 - 299; 406 — 282, ya. Kanea Opxeroynyii 111/5
tel./fux. 406 — 271 me. 406 - 299;406 - 282
GSM 069140864 axc. 406 - 271
www.becor.md GSM 069140864

www.becor.md

Nr:12/19
Din :15.03.2019

Catre: IMSP AMT Rascani

In atentia : Comisiei de evaluare a ofertelor de la LP Nr . ocds-b3wdpl1-MD-1549372403823

din 15.03.2019 pentru achizitionarea Reagenti, accesorii, consumabile si piese de schimb pentru
laborator,conform necesititilor pentru 2019

Declaratie

Prin prezenta, confirmam:

Toate bunurile (Reagenti, accesorii, consumabile si piese de schimb)o si corespunda cerintelor din
Anexanr.1
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Multumim pentru colaborare! . -
Cu consideratie, e

Turie Bezer
Director ,IM Becor SRL

Ex.Lazari Cristina




To whom it may concern

Warsaw, January 22, 2014

Dear Ladies and Gentlemen,

We, Roche Diagnostics Polska Sp. z 0. 0., Warsaw seated at 6B Wybrzeze Gdyriskie Str 01 - 531
Warsaw, Poland hereby certifies that

MIXED ENTERPRISE “BECOR” Limited Liability Company,
111/5 Calea Orheijului Street,
Mun. Chisinau, Republic of Moldova

is our official distributor in Moldova and is authorized to import and sell Roche Diagnostics products
of the following product lines:

Applied Science
Professional Diagnostics
Molecular Diagnostics
Tissue Diagnostics

MIXED ENTERPRISE “BECOR” Limited Liability Company is also authorized to participate in tenders ,

promote, sell, provide warranty service, installation and repair all devices, accessories and reagents
under the brand of Roche.

This Letter of Authorization is valid until revocation.
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EG-Konformitéitserkléirung[EC Declaration of Conformity

gemilB Anhang 111 der Richtlinie 98/79/5G des Europiischen Parlaments und des Rates vom 27. Oktober 1998
as per Annex Il of Directive 98/7 YEC of the European Parliumeny and Council of 27 October 1998

und/and

gemi Anhang VI der Richtlinie 201 1/65/E1 des Europiischen Parlaments und des Raes vom 8. Juni 2011
as per Annex VI of Directive 2011/65/EU of the European Parliament and Counciy of 8 June 2017

HerstelIer/Manufactm*er: Hitachi High—TechnoIogies Corporation

1-24-14 Nishi-Shimbashj. Minato-ku
Tokyo 105-8717
Japan

Authorized Re resentative: Roche Diagnostics GmbH
Sandhofer Strasse 116
68305 Mannheim

Germany

Die Roche Diagnostics GmbH erklirt, dass das Produkt/die Produktfamilie
Roche Diagnostics GmbH declares that the product/the product line

Produktname/Prodyct name: cobas ¢ 311 analyzer
Art.-Nr./Car. No.: see list of cobas ¢ 311 analyzer components
Beschreibung/Descriprion: The cobas ¢ 311 analyzer is 4 fully automated, discrete clinjcal

chemistry analyzer intended for the iIn-vitro quantitative and
qualitative determination of analytes in body fluids,

auf das/die sich diese Erkldrung bezieht, den Forderungen der Richtlinie 98/79/EG des Buropiiischen Parlaments
und des Rates vom 27. Oktober 1998 liber In-vitro-Diagnostika (bzw. seine Umselzung in nationales Recht der
Mitgliedsstaaten in welchen das Produkt vermarktet werden soll) entspricht.

10 which this declaration relates fulfils the requirements of Directive 98/79EC of the European Parliament and
Council of 27 October 1998 on in-vitro diagnostic medical devices (and its relevant transposition into the
national laws of the Member States in which the device is intended to be Placed on the market),

und/and

Ab Serien-Nr./Startin with . " ;
Serial No.- & siche Seite 2 / see page 2
auf das/die sich diese Erkldrung bezieht, den Forderungen der Richtlinie 201 1/65/EU inklusive Artikel 4 des
Europiischen Parlaments und des Rates vom 8. Juni 2011 betreffend Beschréinkung der Verwendung bestimmter
gefihrlicher Stoffe gemiss Anhang I] (Blei, Quecksilber, Cadmium, Sechswerti ges Chrom, Polybromierte
Biphenyle and Polybromierte Diphenylether) in Elektro- und Elektronikgeriten (bzw. seine Umsetzung in
nationales Recht der Mitgliedsstaaten in welchen das Produkt vermarktet werden soll) entspricht,
10 which this declaration relates fulfills the requirements of Directive 20] 1/65/EU including Arg Lthe.
European Parliament and Council of 8 June 2011 on the restriction of the use of certain hazardbus mbs{g/mf
according Annex I (lead, mercury, hexavalent chromium, cadmium, polybrominated biphenyls and
polybrominated diphenyl ethers) in electrical and electronic equipment (and its relevant AnIpo ﬁem into th
national laws of the Member States in which the device is inteng ed 1o be placed on the may e

ioi i i Cristina y
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Roche Diagnostics GmbH; Saln%aotfer Strasse 116; D-68305 Mannheim; Telefon +49-621- 759-0; Telefax +49-621-759- 2890

Sitz der Gesellschaft: Mannheim - Registergericht: AG Mannheim HRB 3962 - Geschéiﬂsfﬁhrung: Dr. Ursula Redeker, Sprecherin; Edgar Vieth -
Aufsichtsratsvorsitzender: Dr. Severin Schwan




Lloyd’s Register
LRQA

CERTIFICATE OF APPROVAL

This is to certify that the Quality Management System of:

Roche Diagnostics GmbH
QM System Roche Life Science
Nonnenwald 2, 82377 Penzberg
Germany

has been approved by Lloyd's Register Quality Assurance
to the following Quality Management System Standards:

EN ISO 13485:2012
The Quality Management System is applicable to:

Design and manufacturing of life science products (raw
materials, components and finished goods) for research and
industrial use. Contract manufacturing (raw materials,
ingredients, components and finished goods) for IVD
and Medical Device Manufactures.

Approval Original Approval: 21 December 2011
Certificate No: KLN 4001464

Current Certificate; 21 December 2017

Certificate Expiry: 31 March 2019

O

Issued by: Lloyd's Re iste@eu S land GmbH
For and on behalf ®f] Lloyd’s Relfister Quality Assurance Limited

UKAS Digitally signed by Lazari Cristina
e Date: 2018.12.27 14:00:23 EET
Reason: MoldSign Signature
o0 Location: Moldova

LR Deutschland GmbH, Adolf-Grimme-Allee 3, 50829 KoIn, Deutschiand, Handelsregister Nr. B 34587
For and on behalf of 1 Trinity Park, Bickenhill Lane, Birmingham, B37 7ES, United Kingdom

Lloyd ] Rﬁg‘ﬁer Group Limited, its affiliates and subsidiaries, including UOyd s Reg 5tet Quality Assurance Limited (LRQA}, and thenr respectwe afficers, employees or agents are, individually and (oliecmeiy referred to m thrs dause
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Certificate of Participation

We hereby certify that

Vitalie Turcanu

has successfully completed
The cobas ¢6000 Service Training

in Cairo / Egypt, Sep 05 — Sep 22, 2011

The International Agency Organisation
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Patricius Czogalla / Haytham Wagdi Dareen Soliman :/.

5 \ . ¥
g

By Vg

/

=,




o CERTIFICADO o

b
o
L
C2
2
i
i

o

-

EE
o O,

o
et

AT & CERTIFICATE o

Product Service

ZERTIFIKAT

Nr. Q4N 16 0572713 003

Zertifikatsinhaber: Roche Diagnostics Deutschland GmbH
Vertrieb Diagnostics Deutschland
Sandhofer Str. 116

68305 Mannheim
DEUTSCHLAND
Betriebsstitte(n): Roche Diagnostics Deutschiand GmbH Vertrieb

Diagnostics Deutschland
Sandhofer Str. 116, 68305 Mannheim,

DEUTSCHLAND

Zertifizierungs-

zeichen:

Geltungsbereich: Marketing, Vertrieb und Service von in-vitro
diagnostischen Systemen fiir Immunchemie,
Klinische Chemie, Klinische Histologie, Klinische
Cytologie, Point-of-Care und Eigenanwendung,
Molekulare Diagnostik und Gerinnung

Angewandte EN ISO 13485:2012 + AC:2012

Norm(en); Medizinprodukte - Qualitdtsmanagementsysteme -

Anforderungen fir regulatorische Zwecke
(15O 13485:2003 + Cor. 1:2009)
DIN EN ISO 13485:2012

Die Zertifizierstelle von TUV SUD Product Service GmbH bescheinigt, dass das oben genannte
Unternehmen ein Qualitdtsmanagementsystem eingefiihrt hat und anwendet, das den
Anforderungen der genannten Norm(en) entspricht. Umseitige Hinweise sind zu beachten.

Bericht Nr.: 713080774
Giiltig ab: 2016-07-06
Giiltig bis: 2019-07-05

Datum, 2016-06-14 %

Stefan PreiB

Seite 1 von 1
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Organisme acerédité COFRAC N° 4-0023 oo

Accredited body by COFRAC N*4-0023

certification CERTIFICAT
CERTIFICATE

N°A 1806

Nous certifions par la présente que le Systéme de Management de la Qualité des Dispositifs Médicaux de la société
We hereby certify that the Medical Devices Quality Management System of the company:

MELET SCHLOESING
Laboratoires

9, chaussée Jules César — Batiment 402
95520 OSNY (France

est conforme aux exigences de la norme suivante ;
is in compliance with the requirements of the following standard:

ISO 9001 : 2008

Le domaine d’application du Systéme de Management de la Qualité des Dispositifs Médicaux est le suivant :
The scope of the Medical Devices Quality Management Systerm Is as follows:

FABRICATION, RECHERCHE, DEVELOPPEMENT, OPTIMISATION,
COMMERCIALISATION ET ENTRETIEN DE MATERIEL, REACTIFS, PRODUITS A
USAGE MEDICAL OU/ET PHARMACEUTIQUE AINSI QUE TOUT PRODUIT OU
SUPPORT INFORMATIQUE ET ELECTRONIQUE
MANUFACTURING, RESEARCH, DEVELOPMENT, OPTIMIZATION, MARKETING AND MAINTENANCE
OF EQUIPMENT, REAGENTS, MEDICAL PRODUCTS AND/OR PHARMACEUTICAL AS WELL AS ANY
PRODUCT OR COMPUTER AND ELECTRONIC SUPPORT

Ce certificat demeurera en vigueur pour une période de trois ans & moins d’avis contraire, & condition que la mise en
place et la conformité du Systeme du Management de la Qualité des Dispositifs Médicaux soient jugées satisfaisantes

lors des audits de surveillance et que les conditions du contrat de AB Certification soient observées.
This certificate is valid for a threesyear period unless further notice, provided that the compliance and implementation of the Medical Devices
Quality Management System are found to be satisfactory at follow-up audits and that AB Centification contract rides are fulfitled.

Fait &2 PARIS, le 5 novembre 2015 Date de validité ; 14 septembre 2018
Signed in PARIS on the 5th of November 2015 Expiry date; 14 of Septerber 2018
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B.P. 508
FRANCE

. Adresse de livraison
Z.A. des Beaux Soleils
9, Chaussée Jules César, évolic 402
95520 OSNY - FRANCE

BlTal:33 (0)1 30753000
Fax: 33 (0)1 307317 80

M B Adresse posiale
95528 CERGY-PONTOISE Cedex

LABORATO‘RS i www.mslabos.com

DECLARATION OF EC CONFORMITY

issued by

MELET SCHLOESING Laboratoires
9 Chaussée Jules César — Evolic 402

Equipment Description:

Classification of equipment:

Year of Manufacture:
Applicable Directives:

Other information:

Authorized by :

President

S.A. au capital de 160 000 Euros - R.C.S. PONTOISE - SIRET 338 548 340 00011 - TV.A. FR33 338 548 340 - R.M.782

95520 OSNY - FRANCE

MS Family Automated Haematology Cell Counters

MS4, MS4e, MS4-3, MS4-5, MS4S, MS4Se, MS9, MS9-3,

MS8-3S, MS9-5, MS9-58, M-Sampler, MS mix
In vitro diagnostic medical device

See serial number showing date

European Directive 98/79/EC

EC mark : Auto certification

I declare that the below mentioned product is in accordance

with the conditions required by the European Directive
98/79/EC Annex | and Annex i

Date : 18" of January 2013 g ]
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+41 32 969 1001

"

Fax

+41 32 969 1000

*

Equipment Description ;

Rue du Hége 90, CH-2300 LA CHAUX DE FONDS - SUISSE
Tel. Francophone : 032 969 1044  Deutschsprachige Schweiz : 032 969 1004

rmmm&ut!m&aiﬁ s.a.

DECLARATION OF EC CONFORMITY
issued by

MELET SCHLOESING Pharmaceuticals s.a
Rue du Collége, 90
CH - 2300 LA CHAUX-DE-FONDS - SUISSE / SWITZERLAND

Hematology Reagents for In Vitro Diagnostic Use only /

for Automated Hematology Cell Counters :

Diluent / ISOFLUX; 3MSR0214
Detergent / TRANSFLUX: SMSR0227
Lysing reagent / ACTI-DIFF; 3MSR0212
Lysing reagent / LEUCO 3: 3MSR0209
Lysing reagent / LEUCO &: 3MBR0210
Hb Reference / HEMOREF: 3MSR0223
Special Eo reagent / EO-DIFF: 3MSR0216
Special Eo reagent / EO-DIFF: 3MBR0216B
MS PACK Human for MS9 / MS9-5: 3MSR0910
MS PACK Human for MS8-5: 3MSR0915
M8 PACK for MS9-3 Human: 3MSR0O913
MS-PACK MS89-38 Human: 3MSR0913-8
MS$S4 PACK Human (125 cycles): 3MSR0920
MS4+ PACK Human (125 cycles) 3MSRO920+
MS4e PACK Human (125 cycles): 3MSRO920E
M84-3 PACK Human (125 cycles): 3MSR0920-3
M&4 PACK Human (250 cycles): 3MSR0925
M84+ PACK Human (250 cycles) 3MSR0925+
MS4e PACK Human (250 cycles): 3MSR0925E
MS4-3 PACK Human (250 cycles): 3MSR0925-3
M84-8 PACK Human (250 cycles): 3MSR0825-8
MS4-5 PACK Human (125 cycles): 3MSR0870
MS4-5 PACK Human (125 cycles): 3MSR0970-8
MS54-5 PACK Human (250 cycles): 3MSR0980
Cleaning Solution: 3MSR0213

Representive : MELET SCHLOESING Laboratories

Lot number and Expiration date:
Applicable Directives:
Applicable Standards:

Other information:

Authorized by:

See on packaging

In vitro diagnostic medical reagents
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BECOR

MD — 2020, or. Chisindu,

srt. Calea Orheiului 111/5 M 2020, z.K'uufuuay 3
tel. 406 - 299; 406 — 282, ya. Kanea Opxeroynyii 111/5
tel./fux. 406 — 271 me. 406 - 299;406 - 282
GSM 069140864 axc. 406 - 271
www.becor.md GSM 069140864

www.becor.md

Nr:12/19
Din :15.03.2019

Catre: IMSP AMT Rascani

In atentia : Comisiei de evaluare a ofertelor de la LP Nr . ocds-b3wdpl1-MD-1549372403823

din 15.03.2019 pentru achizitionarea Reagenti, accesorii, consumabile si piese de schimb pentru
laborator,conform necesititilor pentru 2019

Declaratie

Prin prezenta, confirmam:

Toate bunurile (Reagenti, accesorii, consumabile si piese de schimb)o si corespunda cerintelor din
Anexanr.1
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