
"Io lvhorrl j1may concern

Warsaw, Janr:ary 22, 201 4

Dear Ladies and Gentlemen,

We, Roche Diagnostics Polska Sp. z o. o., !1/arsaw seatecl at 68
Warsalv, Poland hereby certifies that

MIXED ENTERpRISE "BECOR" Linrited Liabitity Company,
I I 

.I15 
Calea Orheiului Street,

Wytrrzeze Gdyirskie Str.; 0l - 531

Mun. Chisinau, Republic o{ Moldova

is our official clistributor in Moldor,,a ancl is ar-rtlrorized to import and sell Roche Diagnostics prociLrcts
of the following product lines:

Appliecl Science
Professional Diagnostics
Molecular Diagnostics
Tissue Diagrrostics

MIXED ENTERPRISE "BEC0R" Limited Liability Company is also authorlzecl to par-ticipare in renciers
promote, sell, provide warranty service, installatiorr and repair all rlevices, accessories anrl reagents
urtder the brand of Roclre.

Thls Letter of Authorization is valicl until revocfftion.
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Itr*r:h* fiiagrtr:stice Polska Sp, r o.o.
ul. Wyhreze Gdyriskie 6 B.0t-53't Werrzawo
Tel. +48 27 4{r,t 55 55 |561
Fakr +48 311 4Ul 55 $9
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Sqd Rrjoriuwy dla nl. st. Warszawy

w l,/,Jarszai.vie. Xll'frllrd:-ial ff ls1;odarcz_v

Kra.jotnregr,l lleje:rtiu Sqdor'reg*.
(85 000tr132095

(apitai ril*l,r!:r,ry I 0ija.l illiN pL\j

lll* i:7^7 -2'J ̂  22 i,: r"$

i^.rwr,r.,. itiC l: g. p 1

ffi

Yours faithfully

Digitally signed by Lazari Cristina
Date: 2019.02.07 16:49:01 EET
Reason: MoldSign Signature
Location: Moldova



gemaB Anhang III dsr Richtlinie 98/79lEG des Europiiischen Parlaments und des Rates vom 27. Oktober 1998
as per Annex III of Directive 98/79/EC of the Europeon Parliaments and Council of 27 October 1998

Her stsllqr I M an ufac tur e r:

AdresselAddfgss:

Die Roche Diagnostics GmbH erklflrt, dass das Produkt/die Produktfamilie (bei rezepturgleichen Produkten)
Roche Diognostics GmbH declares that theproduct/the product line (in case of produc.ts manufactured by
identical recipes)

Comburlo-TestUX

11544373 (100 Tests)

Beschreibung/D es cr iptia n:
Zehnfach-Teststreifm zur semiquantitativen Bestimmung von spezifischer Dichte, pH, Leukozyten, Nitit, Protein,
Glucose, Keton, Urobilinogen, Bilirubin und BIut im Urin. Zlr reflexionsphotometrischen Auswertung mit Urisys I 100
oder Urilux S Gerdten und zur visuellen Ablesung. Nur fiir den Gebrauch durch Fachpersonal. Hinweis: Comburl0 Test
UX Teststreifen sind nicht flir die Gerdte Midifion, Midihon Jrmior und Miditon Junior tr geeignet. Urisys I 100 oder
Urilux S Geriite: Analysengeriite fiir die reflexionsphotometische Au$wertutrg von UrintesGtreifen.

len'pateh test stripfor the semi-quantitative determination of speci,fic gravity, pII, Icul<ocytes, nitrite, protein, glucose,
ketone bodies, urobilinogen, bilirubin and bbod in urine. For evaluatian by reflectance photometry with Urtsyi t i,00 or
Urilwc S analyzer andlor vistml reading. For professional use only.
Note: Comburl| Test UX test strips are not suitablefor use with Miditron, Miditron Junior and Miditron Junior II.
urbys 1.100 or urilw S analyzer: analyzerfor retlectometric reading of urine test strips.

auf das/die sich diese Erkliirung bezieht, den Forderungen der EG-Richt linie 98l79l1}des Rates vom
27. Oktober 1998 (bzw. seino Umsetzung in nationales Recht der Mirgliedsstaaten in welchen das Produkt
vermarktet werden soll) iiber In-vitro-Diagnostica entspricht.
ta which this declaration relates fuffils the requirements of EC Directivd 98/79/EC o! the Council of 27
October 1998 (and its relevant transpositioninto the nationat laws of ihe Menbe, itoto in whichih" d*ic,
is intended to be placed on the marlcet) concerning in-vitro dingnostic devices.

Mannheim, 29 September 2011

Produkhrame/Pro duct n a me :

Art.-Nr./Id, .l/o.:

Dr. M. Thein
Head of Quality
Ro.che Professional Diagnostics

Roche Diagnostics CmbH

Roche Professional Diagnostics
Sandhofer ShaBe 116
D-68305 Mannheim

Head of Quality Control Mannheim
Roche Diagnostics Global Operations

Kontaktadres sel Co ntact addres s : Roche Professional ;,OOV4.

Abt.IDept. Global Regu
Sandhofer StraIJe 1I6
D-68305 Mannheim
Fax: +49 621/759 1448

Roche Diagnostics GmbH Diagnosttcs Division

Boche Diagnostics GmbH; SandhoferStrasse It6; D-6B3OS Mannheim; Telefon +49 621 759 2890

SiE der Gesellschaft: Mannheim - Registergericht: AG Mannheim HRB 3S02 - Geschiftsfuhrung: Thomas Schmid, Sprecher; Edgar Vieth -
Aufsictrtsratsvorsitzonden Dr. Seyerin Schwan :

i.Y./on behalf of the company

KFr,::""4,

<3n#l{}}.?x
3TSJCrtiiibir I0
ijc\lrl?ACTE .li
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geme8 Anhang III der Richtlinie9SlT9lEG des Europiiischen Parlaments und des Rates vom
27. Oktober 1998
x per Annex lll of Directive 98/79/EC of the European Parliaments and Council of 27 October 1998

H er steller I M anufactur en

AdresselAddress:

{,&
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Roche Diagnostics GmbH

Roche Professional Diagnostics
Sandhofer Stra8e I 16
D-68305 Mannheim

Die Roche Diagnostics GmbH erklart, dass das Produkt/die Produktfamilie (bei rezepturgleichen
Produkten)
Roche Diagnostics GmbH declares that the product/the product line (in case of products manufaaured by
identical recipe)

Produktname/Productname: Control-TestM

r1379194

Der Control-Test M-Kalibrationsstreifen dient zur Kalibration der
Miditron M, Miditron Junior II, Supertron, Urilux S, cobas u 4l I,
Urisys 1800 und Urisys I I00 Reflexionsphotometer und zur
Uberprufung ihrer Leistung.
The Control-Test M calibration stip is used to erforun the calibration of
the Miditron M, Miditron Junior lI, Supertron, Urilux S, cobas u 411,
Urisys 1800 and Urisys 1100 reflectance photometers and to check the
analyzers p erforrn ance.

auf dasldie sich diese Erkliirungbezieht, den Forderungen der EG-Richtlinie 98/79lEG des Rates vom
27. Oktober 1998 (bzw. seine Umsetzung in nationales Recht der Mitgliedsstaaten in welchen das Produkt
vermarktet werden soll) tiber In-vitro-Diagnostica entspricht.
to which this declaration relates fulfik the requirements of EC Directive 98/79/EC of the Council of 27 October
1998 (and its releyant transposition into the national hws of the Member States in which the device is
intended to be placed an the markst) concerning in-vitro diagnasic devices.

Art.-Nr./Id. No.:

Beschreibung/ D e s crip tio n:

Dr. M. Thein
Head of Quality & Regulatory
Management
Professional Diagnostics

Kontaktadres se I Co ntact addres s:

i.Y .lon behalf of the company

Head of Quality Control
Professional Diagnostics

Roche
Abt.lDept.
Sandhofer
D-68305
Fax +49

ttannheim,QJ OC fOO|-.
Roche Diagnostics GmbH

contol-test m.DOC-Al

Roche Centralized Diagnostics
Sandhofer Strasse I 16

D-68305 Mannheim
Telefon +49 - 621 - 759 O

Telefax +49 - 621 - 759 28 90

Registergericht Mannheim
HRB 3962

Aufsichtsrat:
Dr. Franz B. Humer, Vorsitzender

Geschdftsfiihrung:
Dr. J0rgen Schwiezer, Vorsitzender
Dr. Manfred Baier,

J0rgen Redmann,

Peter-Claus Schiller,

Prof. Dr. Dr. Klaus Strein

tl6--,,--nX-,'
:<rri i. iF -

,'.'. itti-t\- ' '"

Roche Diagnostics GmbH
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g9m!f anhans IV der S.:lttr 9-8/7yEG des Buropdischen Partaments und des Rates vom27 ' Oktot ,r 1998 mit rW stio Produci soui"" <*un tniar"^n"n" es, g033g Miinchen, Germany) als NotifiedBody (Nr. 0123)
asperAnna IItof Directive-98/79/EC of the European Parliarnents and Council of 2Z October 1g9g via TOvsuD Product senice GmbH (Ridlerstrasse 6s, 8f.f.39 aunm, a"i..yl as the Notfied Body (I,to. 0123)

Roche Diagnostics CrmbH

Roche Professional Diagrrostics .
Sandhoftr StaBe lld
D.68305 Mannheim

Die Roche Diagnostics GmbFI erklErt, dass das Produktidie Produktfrmilie (bei rezepturgleichen produkten)

f;;:tr;:tr'::i GmbH dectares that ttrc pra,iiti;;;A;;fi* 6 case ofproducts mqnufactured by '

Her stellr. I Manu{a c tu re r:

Adresse/Address:

Prgfuktram/Pro duet name.

Art.-Nr,//d. .l/o-:

B-wchreibuu,rglDescription:

Mannheim, 25.ll.Z0l}
Roche Diagrostics GmbH
ppa.lon behalf of the compqny

Accutrend Cholestergl

Tgstsieifen r* qo*tituti*o Cholesterin-Bestimmung aus frischem
oder heparinisiqtem frischeir Kapfllarblut. Aussc,hrieBlich fik di; -
Verrye,nd,ng mit dem AccuhendGC, A,ccuhend GCT oder Accutrend
Plus Messgerfit. Zur Splbetabwendung geeignet.
yest sn\fol the quantitative-daenniitigi of cholesterol intresh or',heparinisedfush capi*ary btood. Use onty witn tn"yonoiig;;;;r,
Accutrend GC, Accutrend GCToae, *art iia nur. soiitinfrIb;';;i
testlng,:

auf das/die sich diese kl-*.q bezidrt, d3n Forder-rurgen der EG-Richtlini e 9g/t9/EGdes Rates vom27' oktober 1998 (bzw' seine umsetzung i" 
""ti*J"r=n""rrt 4". nairgji"a*shaten in wolchen das produkt,qTIt*! welden soll) iiber rn-vito_Dilgnosticp entspricht. 

rvuDDr@L{;r'r ur wcrctr€n c

to which this declqration retatey{ufits ,[rr*rr"**iiiieC Arr"ti* !B/29/EC of the Councit of 27 October1998 (and its rele'vant transposiioi ioa th" iationat lawi oytii u"ii", states inwhich the deyice is intendedto be placed on the narket)-cancemi4g in_vitro diagnostic a"rt"ir. 
- -

,.V,W,O*m,"q$tj-
Dr. M, Thein
Head ofQuality
Roche Professional Diagnostics

Kontaktadres sel Contact addre ss:

Head of QualityContol lvlannheim .

Roche Diagnostics Global Opg4tiogs

Roche Professional Diagnostics

[bt./ Dept Global Regulatory Affairs
Sandhoftr Sta8e t 16
D-68305 Mannireim
Fax: +49 6211759 l44B

Roche Diagnostics GmbH; Sandhofer Strasse ll O, O-0,

i.Y./on behaf of the company

AnnerosE'schenkel

fl1rl"ffiXffi*r['J$:Hr;fftfffiJicht AG Mannhaim HRB se62 - Geschaft$riihrung: rhomes schmid, sprechec Edsar vierh -

1/1
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I

He{stgl h:dManrr&r*rurr:r;

Acl rrls,le/.A lrlress..

Prorlukl na rnc I p n x! t u. r
ilumei

Art.-Nr.//r/. Nri.:

Bcsclrrci bung / D e s t: ript i t tt t :

Rtichu tri,4gnostic* Gmh[{
behalf of rlrc

Dr. M. Thcin
I{ead ol'Quality
Prollslional Diagnosrics

i.Y./on behalf r$the *tmpan-y

i, tff \i.ll S--(.r,L^ ]., \/v v\_/

A. .Schcnkel
Hcai.l ol' Qualiry Conrrol Mannhci m
Pro{cssional Diagnostics

CIf c,
I:*-11 Arthang IV <jcr Richtlinie gtl/1()ll}des Europriischcn Parlarrrenrs uncl ctc, ll,,t.s v,,n,

il#iff]|,'r;,*,,', 
T'uv suD Product service a;'i,rrulii,ai*",',r,-;;r. ilr, *i'Ii,"']ll'o.,],any) als N'rlruqr

us.per Annex ll/ of'Dira.t'ti.vc g8f79/tic'o!'tlrc Ertropettn Pttrliantents uttrl crurtt.il e.f 27 ()ctphcr !gt)lJ viu'f0vs{lD Prttducr 'scn'itt' GnitH (Ridlerstnts.tc rrs, sii.ls u,,,,,r:i.'c'r','.,,ii,,n) as tle Nrtiliul t}txl1.(Nr. ()12_?)

Iloche Diugnostics CrnbH

Roclrr.: Prolcsrionll Diagnostics
Suntlhoter Strafjc I l6
D-68305 Mannheim

Die B'ochs Diagnr:srics cmbH crklirl, dass das Prudukr/dir: prCIdukrlirrnilic (bci rczcpturglcichcn pr*dukrcn)

Y;:;rf;:f:'ff:;:'r 
cntbH tteclares ilrut rt,u p,irtucrtrh* pr,,a*ri ti* 1r,,,,oru,,ss,,,,i,,*:ir',,,,ri,i,,yoctttrett tt1,

Acculrend @ Glucose

11117475 (25 tesLs)

Tcststrci fcn zur qu&nl i t,ilti ven In-v itro- Bcsti tnlnu ng dcs
lJlutzuckers aus liische rn rxlr:r he parinisicrrcnl Ka-pillarhlut mir
Acculrcnd Plus, Accutrcnd GCT. Accurrcnrl GC r:der Accutrcnd
DM Mc.ssgeri(en. Iii.ir mcrti zi n isr:hc, f,rrt,p***;il;;-' " " " ""
Patir".nlen. Zur Sel bstiln wcn<l ung geci gn*t.
T'e.st s.trips Jbr the in vitro quu*iiiatiy,i cle te rntirtatian r$,x,hale
h.lood glurcse iilj?esh or lieparinised capiilar.v btrtad with
Ac(utrewl Phts, Acr.:utrend GCT', Ar:uilrienA OC, ,tr Aciuitrox!
?Y-,r,uyu1't 

lt'o,t' use 
.hy he*lth cure prrtJb.s.tktnals or hv putierts.

J u ttuble Jit r sa lJ, tusri tr g.

auf da^sldic sieh dicsc Erklrirung bczislrr. tlcn Forclerungcn der EC-Richrlinic gg/1g/E;dcs Rrrcs vom27' okt.her 1998 (bzw. scine 
.im-sctzunfi, nu,iorarcs Rechr.:., Nri,eii*ir;,;;;", ,;;.:il,:'J;,* prrrtlukrvcrmarktet w*rden soll) iiher In-virro-Diiigno$tica entsprieht. 

: ---F

u; *'hiclt rhis decl$ration re lmes fid,fils t*i ,ii'uirr*eris r{ EC Direc:ti*e ggllg/Ec o.f the crsun<:il r{ 2z (}ctohar1998 {aud it:i relertartt transssasitirtlt irtto the natiarnl l*u,.i of thr i*oit * stotos irt atfir:lt rlrc cley,ice is inlenderlto he ytlatctt ott rlte ururket) t,<trtcerttitt,ti irr-ritro rriagttostit: deyiu,s. 
'(t rtttt("\ ttt rt'ttt('tt Ittc (l

Mannlrcim.0T Mry 2t)13

Hoche Diagnostice GmbH Biagnostics Division

;iIfff,.JJl,tss::ij*il:::[ J:St;;:,|.ffl*llf 
Mannheim HRB 3e62_Gescharisr0hruns: rhomas schmid, sprecher;Edgar

%o'-fo$Jr!0006;Fi
l'su <&
o' {M

--mg,Cd}W;t
', :Rr.
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Producl $ervice

EC f,ertifteate
Froduction Quality Assurance $ystem
Directive 93142/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, llb or lll)

No. GZ 14 08 29670 029

Manufacturer:

Faeility(ies):

Product
Category{ies}:

Report No.:

Valid from:
Valid until:

713fl41V29_1

2014-08-12
201 9-07-31

Greiner Bio-One GmbH
Bad HallerStra8e 32

4 50 Kremsm0nster
AUSTRIA

Grein*r Bio-One GmbH
Bad Haller StraBe 32, 4550 KremsmUnster, AUSTRIA

VACUETTE@ Blood Collection System:
VACUETTE@ Multiple Use Drawing Needles,
including VAGUETTE@ VISIO PLUS Needles

The Certification Body of TUV SLJD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system lor manufacture and final inspection
of the respective devices / device categories in accordance with MDD Annex V. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For rrrarketing of class llb and lll devrces an additional Annex lll cerlificate is
mandatory. See also notes overleaf.

Date, 2014*08-13

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

Page 1 of 1

ffioo6oaza\

H':o+"
;P?s.q

Hans-Heiner Junker

fUVSUU ProductService GmbH ' Zertifizierstelle ' RicllerstraBe 05 , 80339 Milnchen Gerrnany TilJV(
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Product Service

7.8 RT IF IKAT
Nr. Q4N 1S 05 7?713 003

Zertifikatsinhaher;

Betriebsstitte(n):

Iertifizierungs-
zeichen::

Geltungsbereich:

Angewandte
Norm{en}:

Roshe Dlagnaetiw $eutschland Gmbll
Vertrieb Diagnostics Deutschland
Sandhofer Str, 116

68305 Mannheim
DEUTSCHLAND

Roche Diagnostics Deutschland GmbH Vertrieb
Diagnostics Deutschland
$andhofer $tr. 116, 68305 Mannheim,
DEUTSCHLAND

Marketing, Vertrieb und Service yon in.vitro
diagnostischen Systemen fiir lmmunchemie,
Klinische Chemie, Klinische Histologie, Klinische
Cytologie, Point-of-Care u nd Ei genanwendun g,
Molekulare Diagnostik und Gerinnung

EN ISO 13485:2012 + AC:2012
Med izinprod ukte - Qualitlitsmanagementsystemc -
Anforderungen fiir regu latorische Zwecke
(lSO 13485:2003 + Cor. 1:2009)
DIN EN ISO 13485:2012

713480774

Die Zertifizierstelle von T0V $UD Product $ervice GmbH bescheinigt, dass das oben genannte
Unternehmen ein Qualititsmanagementsystem eingefthrt hat und anwendet, das den
Anforderungen der genannten Norm(en) entspricht. Umseitige Hinweise sind zu beachten.

Boricht Nr.;

Giiltig ab:
Gtiltig bis:

Datum, 20

Seite 1 von 1 {f uam<srB 
Deutsche

i$il11i;itryi.'s'"

80339 Miinchen Germany T[}/@

- .,.li,r -'2016-07-06
,u;,i;,i;Ji;4oto-o,ras

TCIV SUD Product Se rvice 6mbH Zertifizierstelle . RidlerstraBe 65

EIe*&ts
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I MOBIAS
I BANCA

F/COM/TF/01/01

Beneficiar: IMSP Centrulde Sindtate nr. 1 Orhei
Adresa: mun. Orhei, str. Vasile Lupu 127

Data: 18 aprilie 2019

GARANTIE DE OFERTA nr. LG43565307100

Banca ComercialS "MOBIASBANCA - Groupe Soci6t6 G6n6rale" S.A., adresa juridici MD-2012, bd. $tefan
cel Mare gi Sfdnt, 81A, mun. Chigindu, Republica Moldova a fost informati ci "BECOR' S.R.L. (numiti in
continuare,,Ofertant") urmeazd si inainteze oferta citre Dvs. la data de 13 mai 201 9 (numitd in continuare
,,ofertd') privind achizilia achizilia reactivelor gi consumabilelor de laborator, conform Numirului de notificSri:
ocds-b3wdpl -MD-1 555083058852.

La cererea Ofertantului, noi, Banca Comercial5 "MOBIASBANCA - Groupe Soci6t6 G6n6rale" S.A., prin
prezenta, ne angajim in mod irevocabil sd vd plitim orice sumd sau sume ce nu depdgesc in total suma de
1,000.00 (o mie,00) MDL la primirea de c6tre noi a primei solicitdri din partea Dvs. in scris, insolite de o
declaratie in care se specificd faptul cd Ofertantul incalcd una sau mai multe dintre obliga[iile sale referitor la
condiliile ofertei, gi anume:
a) gi-a retras oferta in timpul perioadei valabilitdtii ofertei sau a modificat oferta dup5 expirarea termenului-

limiti de depunere a ofertelor; sau
b) fiind anunlat de cdtre autoritatea contractantS, in perioada de valabilitate a ofertei, despre adjudecarea

contractului: (i) egueazd sau refuzi sd semneze formularul contractului; sau (ii) egueazi sau refuzi si
prezinte garanlia de bund executie, dacd se cere conform condi[iilor licitaliei, ori nu a executat vreo condi[ie
specificati in documentele de atribuire, inainte de semnarea contractului de achizilie.

Aceasti garanlie va expira in cazul in care ofertantul devine ofertant ciqtigitor, la primirea de citre noi a copiei
ingtiinlirii privind adjudecarea contractului gi in urma emiterii Garanliei de bund execulie eliberatd cltre Dvs.
la solicitarea Ofertantului.

Prezenta garanlie este valabilS pini la data de 12 iunie 2019 (inclusiv).

Cu respect,

Cornelia Rotari

Directorul S ucursalei Corporative
Banca ComercialS,,Mobiasbanca-G

Executor:
Ceclu Ecaterina
Tel. Q22-812-552

Bd. $tefan cel l\4are Ai Sfant 81a
MD-201 2, Chiqindu, Moldova
Cod MOBBMD22
Cont de corespondente 3521 3892
la Centrul de Decontiri al BNM

CROUPE SOCIETE CENERALE

Contactell
+373 22 25 64 56

www.mobiasbanca. md

BC ,,Mobiasbance - Groupe Soci5t6 G6n6rale" SA
Capital Social: 100 000 000 MDL
Numdr de inregistrare de stat - 1 002600006089

1;,

i;,,
0007s93
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&.# e* !h.d q&/ & &

MD - 2020, or. Chisindu,
srt. Calea Orheiului 111/5
tel, 406 - 299; 406 - 282,
tel./fax. 406 - 271
GSM 069140864
wXw"|Kor,md

MI 2020, aKutuuuoy ,

yn. Raneu Opxeruynyil 111/5
men. 406 - 299;406 - 282

Qaxc.406 - 271
GSM 069140864

www,becor,md

Nr:14i19
Din:24.04.2019

Cdtre: IMSP CS Nr 1 Orhei

In atenlia : Comisiei de evaluare a ofertelor de la LP Nr.ocds-b3wdp1-MD-1555083058852

din 13.05.2019 pentru achizitionarea reactive si consumabile de laborator conform necesitatilor
IMSP CS Nr I Orhei

momentul livrdrii) va constitui 80% din termenul

zile de I

Declaratie

Prin prezent a, gar antam:
ca termenul de valabilitate restant (la

total de valabilitate al produsului nu mai pulin de 12

Prezentarea mostrelor in termen de 3

Multumim pentru colaborare !

Cu consideratie,

Ir-rlie Bezcr
Director,[M Becor SRL
Er.l-azari Cristina

.ffir",,c009ry
{s' iM 
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