Formularul ofertei (F3.1)

Data depunerii ofertei: “9-14” februarie 2019

CCP Nr.: 21005077

Invitatie la licitatia

Alternativa Nr.: nu sunt

Catre: IMSP CS Singerei

“GBG-MLD”SRL declari ca:

a)
b)

c)

d)

2)
h)

Semnat:

Au fost examinate §i nu existd rezérviri fati de documentele de atribuire.

“GBG-MLD”SRL s¢ angajeazi s furnizeze/presteze, in conformitate cu documentele de atribuire
si conditiile stipula;le in specificafiile lehnice si pref, urmitoarele bunuri si/sau servicii:
achizifionarea consumabile medicale,

1. ok .
Suma totala a ofertéi fiari TVA c}onstltuie: 134572,50 Lei, fara TVA
[una sutd treizeci si patru mii cinci 'sute saptezeci si doi] Lei 50 bani.
|

Suma totald a ofertei cu TVA constituie: 161487,00Lei, cu TVA
[una suta saizeci si una mii patru sute optzeci si sapte ] Lei 00 bani.

Prezenta ofertd va ramine valabild pentry perioada de timp specificatd in FDA4.8., incepind cu
data-limita pentru depunerea ofertei, in conformitate cu FDAS.2., va ramine obligatorie si va putea
fi acceptata in orice moment pini la expirarea acestei perioade;

In cazul acceptarii prezentei oferte, “GBG-MLD”SRL se angajeazi si obtini o Garantie de buna
executie Tn conformitate cu FDA7] pentry executarca corespunzatoare a contractului de achizitie
publici. !

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

Compania semnatari, afiliafii sau sucursalele sale, inclusiv fiecare partener sau subcontractor ce
fac parte din contract, nu au fost declarate neeligibile in baza prevederilor legislaiei in vigoare sau
a regulamentelor cu incidentd in domeniul achizifiilor publice, in conformitate cu punctul IPOS.5.

L.S.

Nume: Tudor Ceaicovschi

In calitate de: director

Ofertantul: “GBG-MLD”SR[.i

Adresa: mun. Chisinau, str. T'thina 65 of. 6107

Data: “9-14” februarie 2019
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REPUBLICA

MIXTA "GBG-MLD' S.R.L. ESTE INREGISTRATA LA CAMER A
INREGISTRARII DE STAT

PRIN PREZENTUL SE CERTIFICA , CA INTREPRINDEREA

Numarul de indentificare de stat - codul fiscal Ly
1003600117582

Dzder nragisiean| 06.01.19%5

Data eliberari 21.12.2004

o Tova Gaiia:a, mgxsﬁ-ator* de stat
Funofie. numeads, parsosne!
CRG ~12rmmr cariifinoaie

MD Q006733




Secret comercial, confidential”

Dlui Tudor Ceaicovschi,
Administrator al S.R.L. ,,GB

G-MLD"

MD-2001, mun. Chisindu, str. Tighina, 65,

Prin prezenta, BC

1003600117582) dispune d

CERTIFICAT

e urmitoarele conturile curente:

(Y

e

Moldova Agroindbank

19008 [E 00065
8.06. 4013

"Moldova-Agrcrindba;nk" S.A. confirmd& c¢38 ,GBG-MLD” S.R.L. (IDNO

| Numaru! contului curent, cod IBfr-\N Valuta
MD14AGO0D000225184801542 | MDL
MDE4AGO0D000225144807542 | EUR
MD&1AGO0D000022511677935 | CHF
MD70AG00D000022511393244 B UAH
MD17AG000000225114804542 | RUB
MD62AG000000225194802542 uso
MD39AG000000022513059583 GsP

Certificatul este eliberat pe

Cu.respect,

< )

ntru a fi prezentat la destinatie.

Vit:\t\”or_\luras 1

Vicepresedinte.alCol

gtului de Conducere

al BC”Mol\dogﬁikﬁroi'HdEéﬁl@S.A.

N

Ex.: Victoria Ciorescu
Tel.: 022-22-40-83

e
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 AGENTIA SERVICII PUBLICE

Departamentul inregistrare i licen{iere a unitdilor de drept

EX PRAS
dm Registrul de stat|al persoanelor juridice

Nr. 399048 data 03.12.2018

Denumirea completi: Societatea cu Raspundere Limitatd "GBG-MLD"
Denumirea prescurtata: "(" BG-MLD" S.R.L.

Forma juridica de orgamzzlrre Societate cu raspundere limitata,

Numirul de identificare de stat gi codul fiscal (IDNO): 1003600117582

Data inregistrérii de stat: (06.01.1995

Modul de constituire: nou !crealﬁ.

Sediul: MD-2001, str. Tighina, 65, mun. Chiginiiu, Republica Moldova.
Obiectul principal de activiita‘[e:

1. Comertul cu ridicata al produselor farmageutice

. Cercetare si dezvoltﬂrer in stiinte fizice si naturale

. Comertul cu amZinuntul al produselor farmaceutice $i de parfumerie

. Productia echlpamentlTllul de control pentru procesele industriale

. Practica medicala |

. Fabricarea utilajului medlcal si chirurgical si a dispozitivelor ortopedice
. Productia de apar atur.a si instrumente de miésura, verificare si control
. Transporturi rutiere de marfuri

|
Capitalul social: 5400 lei,|

Co AN W AW

Administrator: CEAICOVSCHI TUDOR, IDNP 0971601546960

Asociatii;

1. COLEVA VERA, IDNP 2000048101473, cota 108 lei, ce constituie 2%

2. CEAICOVSCHI IUDOR IDNP 0971601546960, cota 5292 lel, ce constituie 98%
Beneficiar efectiv:

2.1.CEAICOVSCHI TUDOR, IDNP 0971601546960, cota - 98%

Prezentul extras este eliberat in temeiul art.34 al chii nr.220-XVI din 19 octombrie 2007
privind nregistrarea de stat a persoanelor juridice §i a intreprinzatorilor individuali gi confirma
datele din Registrul de stat la data de: 03.12. 2{118

A

f’ il
1127 _“_:(’ / " Lozovanu Constantin

Registrator

Dale cu caracter personal. Operator: L.P. ,Agentia Servicii Publice”, 1O 0000059



privind lipsa sau

L
A1905835/é>2/

1. Destinatar / Honyuarens

Nr.
No

Anexa nr.7 la Instructiunea
aprobati prin ordinul IFPS
nr. 400 din 14 martie 2014

CC 04 AE

CERTIFICAT
existenta restantelor fati de bugetul public national

din
oT

07.02.2019

Pentru participare la proceduri de achizitii publice

2. Date despre contribuabil / Ui

1thopMaLMs 0 HAZIOTOMIATCIBLIHKE

Denumirea
Hanmenosanue

Codul fiscal / Numiirul de identificare
Duckanbneiit kon / MnerTaduKannoHHbIi HOMEp

,(.'BG-MLI) S.R.L.

]1003600117582

Adresa sediului de bazi (strada, nu
AJIPEC OCHOBHOTO MECTOPACTOAKEHH

ndirul)

Codul - Denumirea localititii
(ynuug, Homep)

Ko - HaumeHoBaHMe HaCeNTeHHOTO TyHKTa

lTighina nr.65

. |0130-SEC.CENTRU

-

3. Atestarea lipsei sau existentei

[MoareepaxaeHAE OTCYTCTBHA WK
CucreMEl

; | . . .
restantelor conform datelor Sistemului Informational Automatizat /
HWIMYKA HEJIOMMKH COTIIACHO JAHHBIX ABTOMAaTH3UPOBaHHOM MubopManmonHok

La data emiterii prezentului

BBIJIa4d JAHHOM CIIPABKY H¢
0,00 lei/neii.

certificat restanta la bugetul public national constituie/ Ha aary
*IONMKA IIepe]| HAlMOHAITBHEIM ITyOIHYHBIM GIOXKETOM COCTABIAET:

4. Valabil pini la / [leiictentene

H 110 22.02.2019
|

Director adjunct interimar al | |F - Ludmila BOTNARI
Functia/omxnocts

L.S/MIL

Executor: T. Strajescu-Lungu Tel: 82-34-33

Numele i prenumele/®amunng 1 ums

|
Este extras din Sistemul Informational al SFS SIA

cu aplicarea prevederilor pct. 82-83
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ECi Declaration of

MDD 93/42/EEC

Conformity according to

Product Description:

Product Designation:

UMDNS- Code: ' 16380
Model No's:
Lot No.: From NSP04/20

Directive 93/42/EEC. |
|
i«
1

MediPurpose Pte. Ltd,

Conformity Assessment Procedure:
Classification of the Product:

Manufacturer :

Address : 15 Hoe Chiang Road

3

EU Authorized:
Representative:

Obelis S. A.
Bd. Général Wahis, 5
1030 Brussels,
Belgiuﬁn

This declaration is supported by|EC quality assu
compliance to certificate number HD 60103822
by Notified Body TUV Rheinland|LGA Products
This Declaration of conformity is valid in connecti
of produced devices.

This Declaration of Conformity covers all mediceﬁ
declaration and is only valid in connection with

concerned bearing the CE mark. |

Ny

| SurgiLance™ Safety Lancet

| Lancing Devices, Blood

SLN100, SLN105, SLN170, SLN200, SLN206, SLN240,

| SLN300, SLN302, SLN304, SLB200, SLB250,

| SLN100R, SLN170R, SLN200R, SLN240R, SLN300R,
SLB200OR, SLB250R, SLN100N, SLN170N, SLN200N, SLN240N,
SLN300N, SLB200N, SLB250N, SLN100S, SLN170S, SLN200S,
SLN240S, SLN300sS, SLB200S, SLB250S

IPM27/2013, MDX01/2016
|

11, IFK16/2011, MIT11/2011, MSN29/2011,

We herewith declare that the praducts listed abbve arelin compliance with the requirements set out in the
Council Directive on the harmonization of the Laws of the Member States concerning Medical Device

Annex 1.3
slass |la Rule: 6

(MDD 93/42/EEC)
(MDD 93/42/EEC Annex IX)

#12-02 Tower Fifteen, |Singapore 089316

rance statement (Annex Il), section 3.2 demonstrated by |
0001 (Issued 21 June 2016/Exp: 26 April 2020), issued

GmbH (0197).

on with the release of document for the respective batch

|
| devices as specified in the product list belonging to this

a batch|specific Certificate of Compliance for all products .

15 Aug 2016
Date

u Patrick Yi, dECLI
|

Rev 18



3 iHealth

2 - - @Bluetuotﬁ glucose monitor -
b see page 3

' GLUCOSE MONITORS FOR DAILY DIABETES TESTING e

Advanced technology glucose monitors. Available as unit only ar complete kit.
Kit includes 10 strips, code chip, control solution, 10 sterile lancets, lancet device,

clear cap (for testing on forearm or palm), carrying case, user maiual.

Main features:

- accurate result in just 5 seconds
-only 0.5 pl sample size

- automatic calibration with code chip

- 5 SECOND TEST TIME

- BIOSENSOR TECHNOLOGY |
- ONLY 0.5 ul BLOOD SAMPLE

C€ouxn

- plasma calibration results |
- advanced data management with 7, 14, 30 days average
- affordable for frequent monitoring |

- flexibility to test on the forearm, palm oi fingertip

- certified 1SO 15197:2013 ‘

TECHNICAL SPECIFICATIONS

20 to 600 ma/dL or 1.1 to 33,3 mmol/L

Finger tips, Forearm or palm!- 0.5 uL
Approximately 5 seconds |

One 2032 or equivalent 3.0 V cojn cell battery
12 months or approximately 1,000 tests

Measurement Range
Sample Sites - Size
Test Time

Power Source
Battery Life

Memeory Up to 300 records with time .‘and date
mo/dL mmol/L  ON CALL® PLUS Il GLUCOSE MONITOR

Italian English  Spanish , English : :
Greek French  Portuguese French | :
23890 23891 23892 23881 'Glucose monitor Plus-meter only
23895 23896 23897 23886 Glucose monitor Plus-kit

GIMA . Accessories and consumables for

code  GLUCOSE MONITOR ON CALL® PLUS AND ON CALL® PLUS Il
23910 Glucose Strips - box of 25 strips
23912 Glucose Strips - box of 50 strips
23913 Glucose Strips - box of 100 strips

23914 Control Solution
23919 Auto lancet device = 8
Lancets 28G for 23919 - sterile - bo)
Lancets 28G for 23919 - sterile - bos

23917

of 25 p{s
23916

of 100 pcs

E STRIPS

23891 §

Easy calibration
with chip PLASMA
calibration results

ABBOTT FREESTYLE OPTIUM BLOOD GLUCOSE TEST STRIPS

GIMA Minimurn
code | order
23942 ‘}FreeS‘tyle Optium Neo, FreeStyle Libre, |FreeStyle box of 25
23943 JOptium, Optium Xceed, Optium, Optium tasy, Boots box of 50
ABBOTT FREESTYLE LITE BLOOD GLUCOSE TEST STRIPS

23944 W}Freestyle Lite, FreeStyle Freedom Lite,
23945 JFreeStyle Insulinx, FreeStyle Navigator II

Compaﬁbility |

box of.ZYS
box of 50

[

23919 AUTO LANCET DEVICE
Reusable auto lancet plastic device, adjustable tip, allows
precise configuration of lancet penetration.

-
i i -3 23916
¢ 23917 GIMA LANCETS - 28G - sterile - box of 25 pcs
* 23916 GIVIA LANCETS - 28G - sterile - box of 100 pcs
Lancets are fine needles that can be used with
code 23919 and most of lancet devices in the
market to draw a blood sample for glucose
testing. Multilanguage box: GB, FR, IT, DE, ES, PT.
GR, PL, Arabic. 23917
23916-17
5 i i b

SURGILANCE SAFETY AUTOMATIC LANCETS

SURGILANCE SAFETY AUTOMATIC LANCETS |- NEEDLES

Multi purpose capillary blood sampling devices for all testing
requirements.

The one-step safety lancet is easier to use, no larming is required,
and safer, once lancet is used it is rendered in(')perable.
High-speed delivery and penetration method minimizes
patient pain and operator error.

Latex-free, hypo-allergenic, disposable, sterile.

SURGILANCE™ SAFETY_ LANCETS - NEEI)LES
Entire  Needle

GIMA

Depth of ] ! Blood :*f g S Minimum
codaid] pooleME penetration '-‘zii;l:: @aﬂup;}e: Fio‘:u ES B order
24513 Yellow 1.0mm G21 G26 5-10 pl| e o boxof100
24514 Grey 1.8mm  G21 G23 1020l s » boxof 100
24515 Orange 2.2mm  G21  G22 2040 plle o « box of 100
24517 Pink 28mm  G21  G21 4060l « » o boxof 100

Muitilanguage .
IEUSEONE
vl medipurpose,. com

o :

i

Multilanguage hosx
GB| FR, 1T, ES, DE, PT, -
NELSE DK, RU, GR, e

24515

.[ 6 N
i . {

et _

5 INSULINE PEN NEEEDI_EE; SEE PAGE 52



MIHICTEPCTBO OXOPOHH 310POB'4 YJK' PAITHH
Hepriapne yxpaincbke o6 exnans «Ilon iTexmem
Ukrainian State Assochiation Politekhmed

Opran 3 ouinku BignosigHocti «/IYO «ITonitexmeny
e A

UA.TR. 101
HIMAT BIAAOBIANHET)

SERTIFICATE ON CONFORMITE
Ne UA.TR. 101-63-2016
Hata peecrpauii 29.06.2016 p.
Tepmin mif mo 28.06.2021 p.

tERY

Hpoayxkuin CkapudikaTop-crme
Production
Knac norenuiiinoro Iia

PH3HKY 32CTOCYBaHHS
Classification of the Device

Binnoeinae Bumoram
Comply with the requirements

Texui4s0ro pernaMeHTy WoOA0 MEAMYHHX BHPOGIB, 3aTBEPIIKEHOTO
[Toctanosoio KM Ykpaiuu Bix 02.10.2013 p. Ne 753

Ceprudixat sBugannii TosaprcTBo 3 06MEkEHOO BiANOBITaNbHICTIO “ClienTeXxocHacTKa”
Certificate is issued on 51921, duinponierposcbka 06i1., M. Kam’ sHchbKe,
ByJ1. Bacuneescrka, 122

Micue BHpoGHHUTBa TosapucTro 3 00MekeHO0 BiioBinanbHIcTIO “CrienrexocHacTka’
Place of production 51921, [JuinponerpoBcbka 061, M, KaM’aHChKe,
ByJ1. Bacunsescoka, 122

CeprudikaT BHXaHO opragom 3 HeprxkaBrum yipaiHcskuM 06’ enHannam «[losmitexmen»

oniHKA BiANoOBiAHOCTL («IYO «llonirexmen»)

Certificate is issued by the Vkpaina, M. Knis, 0{01 0, Byn. 1. Mazems, 10

conformity assessment body

Ha nigcrasi OIiHKY Ta CXBaTeHHA KOMITIEKCHOT CUCTEMH YIIPABIIIHHA SKICTIO
On the grounds of - arigno 3 Jlogarkom 3 mo TeXHIYHOTO perfaMenTy moa0 MeTHIHHX

Bupobis. Ceprudikary Bianosinnocti Ne UA. TR.101-04/CV-2015
Bin 30.09.2015 p. Ta mporoxonis sin 14.10.2015 p.. 19.01.2016 p.,
08.02.2016 p.,03/15 pix 14.10.15, Ne 114 Bix 04.02.2016 p.,
aHATITUYHOTO jrieTKa Ne 695 Bin 20.05.2016 p.

Le# ceprudikar poinosciomKycTLes lI‘IbKH uernpc_ VIO, AKA HaBejena B cepTHdikati

enepanbHul AnpeKTOp
AYO dlosgirexmen»
P. Kapragnes

. \ o /

S NonitexMen il

. ! h e i sauinnit nomep UA.TR. 101
Opras 3 ouinxu signosimsocTi JIYO «llonitexmemy, “Hakas i TEPCTRA EKOHOMINHOTO POsRHTY |
sy . Masen, 10, m. Kuis, 01010, Yipaiia Toprmm Ykpaieu iz 20.05.2014p. No 579
Tern.: (38044) 483-68-07 Atectar npo akpenuTaniio Hanionanssoro areatersa 4
axpeauranii Yxpainn Ne 10174 8in 18.09.2015 p.
|

Unnnicts cepridikara BiamorinrocTi Moskaa nepesipuTH B Peectpi: http: www.politekhmed.ug
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sertificado ES10/81672

The management syst

DELTALAB, S.

Pol. Ind. La Llana, Plaza De La Verneda, 1

has been assessed and cetified as ineeting the requirements of

15O 9001:2015

Design, manufacture and S?Za of laboratory material forithe collection, transport and ore
conservation of samples for microbiological, molecular biology, haematolqgy, LTS
biochemistry, histology, micrescopy and colorimetric analysis. B
Commercialization of equipment for the storage of prepared samples, cryogenic stored
samples, general IahTre and Industrial packages.

Disefio, fabricacion y comercializacion de material de laboratorio para la toma,
transporte y conservagion de muestras para analisis de microbiologia, biologia
molecular, hemat'ologia, bioquimica, histologia, microscopia y coloracion.
Comercializacion de efquipos para el almacenamiento de muestras preparadas,
almacenamiento de muestias para criogenizacion, material general de laboratorio y

envases industriales.
inf| from the following sites

Pol. Ind. La Llana, Plaza De La Vernada 1 - 08191 Rubi (Barcelo a)

[This certificate is valid from
29 November 2017 unfil 11 October 20{9.
Issue 7. Certified since October 200,

|
Estei%ceﬂiﬁcado as valido desde
9 de noviembre de 2017 hasta 11 de octubre de 2019,

Edicion 7. Certificado desde octubre de 2010..

2

(

Autherized by N 05/C - SC001

Direccion de Certificacion

SGE|ICS Ibérica, S.A, [Uniperson:l]
ciT respadelrne. 29, 28042 Madrid. Espana.
£ 34913138115 f 34913138102  www.sgs.com

gy

Page 1 0

s,
E |

Tz document s [ssued iy (e Company subiect lo its General Condifons of Cenlfinalion
Servicas Acoessible al www.sgs.comitarms. and. cenditen
limitations of lisbility, indamnification and fUrisdictonat issues es
authenlicily of Inls document may be verllied at hipdiwive sgs comie
and-productsicartified-client-direclory. Any unautharized alteraton, forgery or falsifcation
of the contenl or appeasance of his document 5 uniawiil and may be
prasseuiad o/ he fulieat extent of he law. :
[
|




ICIM

CEE_RTIFICATO n. 42654
CERTIFICATE No. |

8| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA o
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT 8YSTEM OFERATED BY

GRUPPO VACUTEST KIMA

Sede / Head Office
Via delfIndustria,12 — 35020 Arzergrande (Pni - ltalla
Unita Operative / Operative Units

CISQ is a member of
B S I L e

W SR VAT

SR W .
YHE (NTEANATIONAL GERTIFICATION NETHORK
www ignal-certification com

IQNet, the association of the world's firsl class
certification badles, Is the largest providar of management
System Certiication In the world.

IQNet is composed of more than 30 hadies and counts
over 150 subsidiaries alf over the glote,

MEUS S.r.l. - Via Leonardo da Vinci, 24B ~ 26 — 28 — Zona Industriale Tognana — 35028 Plove di SaCjo (PD) - Italia

MEUS S.r.l. - Via dell'lndustria, 2 - 168 — 35020 Arzergrande (PD) - Italia

ROLL S.R.L. - Via Leonarda Da Vinci, 24A — Zana Industriale Tognana -
KIMA S.R.L. - Via Leonardo da Vingi, 22 ~ ana Industriale Tognana — 35028 Piove di Sacco (PO
VACUTEST KIMA S.r.l. - Via dell'Industria, 12 - 35020 Arzergrande (PD) ~ ltalia

VACUTEST KIMA S.r.l. via L. Da vinci, 22 Z‘Pna Industriale Tognana — 3*[5028 Piove di Sacco (PO

E CONFORME ALLA NORMA / 1S IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione perl la Qualita / Quality Management System
PER LE SEGUENTI ATTIIVIT»E\ { FOR THE FOLLOWING ACTIVITIES

‘EA: 14 -29

Progettazione e produzione di provette con uuotd predeterminato ad uso prelievo ematico, liquidi biolg
Produzione di provette per microprelievi di sangue. Progettazione e produzione dilHolders (camicie) per pr
Progettazione e produzione di kit diagnostici per I'analisi del sangue e dei liguidi biologici. Progettazione
terreni di coltura per microbiologia. Progetiaziong e produzione di aghi e dis'positivi sterili per il prelie
Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni di coltura per microbiclogia, articoli i
laboratorio analisi, provette con vuoto predeterminato e aghi sterili. Pragettaziche e produzione di stamp
plastica per laboratorio analisi. Stampaggioidi materie termoplastiche ad iniezione per articoli me

Design and production of test tubes with predetermined vacuum for coliection of fiaematological samples,
and wine samples. Production of test tubes formidm'collection of haematologlcal samples. Design and
Holders for vacuum sampling. Design and production lof diagnostic kits for blood and biological liquids ana
produclion of culture media for microbiology. Design and production of sterile heedles and devices for
haematological samples. Trading of the products af the Group: diagnostic kits, cullure media for micrab
disposable labware, test tubes with predefermined vacuum and sterile needles. Design and production of f
tabware. Injection moulding o'f thermoplastic materials for medical devices
|

Riferirsi alla dooumentazione del Sislem df Gesticne per la Qualila aziendals per Iapplinabilita del requisiil della norma di rferimant
Refer to the documentation of the Quality Manag Systam for delails of application 1 miarence standard isauiremants
Per nfarmazioni punluali e aggiornate circa aventuall varazioni intervenule nalio stato della certificazione i cui al presente cartificat
si prega di contaltare il n° {Elefonico +39 U2 725341 o intirizzo e-mal info@izim.it
For limely and updafed information atioyl any changes in the certification stalus rafarred to in (his centificate,
please conlact the number +39 02 726341 or email address info@icin il

Data emissione Emissione corrgnle Dala di scadenza
First isstie Current issue Expiting date
18/01/2007 18/01/2018 1710112022
N~
\-{/ k I:I.
i) U; ,i' !
ICIY S.p.A.
Piazza Don Enricg Mapelli, 79~ 20089 Seslo San Giovanni (M)
WWW.ICITTIL

ACCREDIA

| ;.
LERTR ITALIANS B a.Eg:q‘cm.i\\l\l NTE L

SGQ MNP 004 A

G8H0CNM 02 1T

Membro degli Accordi di Mutua Riconoscimento EA, 1AF e ILAC
Signatory of EA, TAF snd ILAC Mutual Recognitlon Agreements

dicali.

4]

35028 Piove di Saceo (PD) - ltalia

) - ltalia
) - Halia
gici e urine.

:lievo sottovuoto.
2 produzione di
© ematico.

n plastica per

i per articoli in

hiological lfiquids
prodiuction of
vsis. Design and
collection of
ology, plastic
wulds for plastic

WwWw.Clsq.com

Cl1SQ & la Federazlone ltailana dl Qrganismi di

Certiflgazione del sistemi di gestione azlendale

CISQ Is the ftalian Faderation of management
system Certification Bodies,
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e,

CERTIFICATO p.
CERTIFICATE No.

SI CERTIFICA CHE IL SISTEMA D) GESTIONEIPER LA OLJALIT:@ ol
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

GRUPPO VACUTEST KIMA

Sede / Head Office | |
Via dellIndustria, 12 - 35020 Arzergrande (PD) - ltalia

Unita Operative / Operative Units |
MEUS 8.r.[. - Via Leonardo da Vinci, 24B — 26 — 28 — Zona Industriale Tognana — 35028 Fiove di Saced
MEUS S.r.l. - Via dellIndusttia, 2 - 16 — 36020 Arzergrande (PD) - Italia
ROLL 8.R.L. - Via Leonardo Da Vinci, 24A — Zona Industriale Tognana — 35023 Piove di Sacco (Pl
KIMA 8.R.L. - Via Leonardo da Vinci, 22 — Zana Industriale Toghana — 3%’:028 Fiove di Sacco (PD
VACUTEST KIMA S.r.l. - Via dellIndustria, 12 — 35020 Arzergrande (PD) - ltalia
VACUTEST KIMA S.r.I. via L. Da vinci, 22 Zana Industriale Togpana - 35028 Piove di Sacco (PD

E CONFORME ALLA NORMA / /8 IN GOMPLIANCA‘L' WITH Tfa‘};‘ STANDARD

UNI EN ISO 9001:2015

Sistema di Gestione per |a Qualita / Quality Management System
PER LE SEGUENTI ATTI’/ITA /FOR THE FOLQOWING ﬂ@TIl’IT{ES

|EA: 14-29 |

. 426414

Progettazione e gproduzione di provette con vuoto
Produzione di provette per microprelievi di sangue. Progettazione e produzione di Holders (camicie) per pre
Progettazione e procluzione di kit diagnostici per l'anﬁilisi del sangue e dei liquidi piologici. Progettazione e
terreni di coltura per microbiologia. Progettaziong e produzione di aghi e dispositivi sterili per il preliev
Commercializzazione di pradotti del Gruppo: kit diagnostici, terreni di coltura par microbiologia, articoli in
laboratorio analisi, provette con vuoto predeterminatp e aghi sterili. Progettazione e produzione di stampi
plastica per laboratorio analisi. Stampaggio

Design and production of test tubes with predetermined vacuum for col/e;}tfon of héemafofoga‘caf samples, b
and urine samples. Production of test tubes for micro-collection of haematologioal samples. Design and |
Holders for vacuum sampling. Design and production af diagnostic kits for blood and biclogical liquids analy
production of culture meda for microbiology. Design and production of sterile hesdles and devices for o
haematological samples. Trading of the products of the Group: diagnostic kits, culture media for microbia
disposable labware, test tubes with predstermined vacium and sterile needles. Design and production of m
labware: Injection moulding of thermoplastic materiais for medical devices.

Riferirsi alla documentazione del Sistema di Gestione piar la Qualila aziendale per "applicabilil'a dai requisiti della narma di riferimeanto,
Reler to the documentation of the Quality Management System for delails of applicalion to 1afsrence standard requirements.
Il presente certificalo & soggetlo al rispetlo del documenio ICIM Reaoiamanto per la cerlificazione del sisteini di gestione” e al relalivo Schema
The use and ihe validity of this certificate shall satisfy the requirements of the |Cil document “Rules for the cerificalion of company management syslems” and
Per inlarmazioni puntuali e aggiorale circa eventuali vpfiazioni inlervenuls neflo sfalo della cerﬁ'[ucazione dicui al presente certifizata,

si prega di contallare il n° telgfonice +39 02725341 o indirizzo e-mail [(fo@ici it
For limely and updated jnformation aboul in y changes in the cerfificafjon siatus refarred (o in this certilicals,

please conlac! the number +39 02 725341 or email dddress info(g};cim_/(

Data emissiona Emissione corrente Dala di scadenza

First issue Current issue | Expiring date
18/01/2007 18/01/2019 17101/2022
\/0
\{ &\jﬂ
\ IcMSpA. |
Piazza Don Earico I el 75 - 20099 Sesto %an Gitvann| (M1
wwy. icim.il

<

ACCREDIA

LUNTE GALIANG D] AGCRERIAMENTO

SGQ N® 004 A

0449CM 03 [T

fembro degll Accordl di Mutuo Riconoscimento EA, TAF e [LAC
Signotory of EA, IAF and ILAC Mutual Recognltinn Agreements

e R et S e R T e

CI1SQ is a member of

e

PETRS £T COER EAYnE E t
THE INTERNATIONAL GERTIFICATION NETWORK

www.lqnel-certiflcation.com

1QNet, the agsoclation of the world's first class
certification bodles, is the largest provider of management
System Certification in the world,
IQNet is composed of more than 30 badins and counts
aver 150 subsidiarias all over the globe,

(PD) - ltalia

) - ltalia
- Italia

- Italia

[predeterminato ad uso prelieve ematico, liquidi biologici e urine.

ieva sottovualo,
produzione di
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Epecifico
pecific Scherms,

Www.cisq.com

CISQ & |a Federazione Italiana di Qrganismi di

Certificazlone del sistaml dl gestione aziendale

CISQ is the ftalian Federation of management
systam Certification Badias,




CER’

Sistema

Via N

Regio

UNI CEl

Gestione della fabbricazione e immissione in commerci

per il prelievo di campi

Progettazione e fabbricazio

Commercializza
Management of manufacturing and o]

natural orifice and in surgical field, Der{gn and manufacturing of dlagnomr rnedliq

Mairke

Il presente Certificato é seqgetto

(s Ceelificnme sh

In caso di discordanza tra le lingue util
7 ceses ol efiserancn

Data di Prima Emissione
First Issue Date

2007-10-30

Data di Prima Emis
rirst lssue Date

20M-10

ITALCERT S.r.l, | Viale Sarca, 336 — 20126 Milato (MI) | tel. +38 0266104876 | fax. +39 0266101479 |

oy bt (hp

30

o |

i ITALCERT

TIFICATO

|
CERTIFICATE N® 505DM05

: ol .
Si certifica che il

this is to c‘tlrfr'fy that

di Gestio

Quality Manage

ne perla C

ment System

messo in|atto da

mplemented by

NUOVA APTACA S.rl.
!
nella Sede O

Operative

ne Monforte, 30 -

Aonte Bianco, 4 —

20900 MONZA

perativa di
Unit

T 140%53 CANELL

lla no}rma

f the sta;ndard
| |

EN ISO 13485—%‘016 (ISO 13485

e conforme &
15 in compliones wi

|
per i seguenti Processi
concerning the following kinds of Processes

ioni biologici in arifizi naturali e i
ne di dispositivi medico diagnosti
ione di dispositivi medici e diagr
lacing on the market of sterile tampons. for

I

\
ting of medical and diagnostic devices in vif

il rispetlo delle condizioni stabilite dai Regolamenli pel la centifi
fatisy the cegoraments established 1) the Rules for the con
izzate nella traduzione del contefuto del pr

longuages vsed w it trsnstotion. of he content of this certificato, pienst|

|

| \
L'AMMINISTRATORE DELEGATO

MANAGING DIRECTOR |

. o,
C,v“MG GM/{QJ\
Dr. Ing. Roberto Cusolito

ione [TALCERT
ITALCERT

Datadi Rinnovo
Renewal Date
2017-10-30

-ACC?RED}IA <

LENTE rrmuiq:.\fac-:mur.f.wmo
Mambrn degl Accordl di Mutuo Ricoidscimanto BA, 18F o (LAC
Shpnatary of £, TAF s ILAC Mutual Recognition ngmemﬂnr:

Data d
Deliber

2019

I
y]

N° 5050

-01-04

IMO5

Yualita

MB)

(AT)

-2016)

io di tamponi sterili
n ambito chirurgico.
ci per laboratori di analisi.

ostici in vitro.
sampling of biological specimens in

al devices for analysis laboraiories.
o,

icazione in vigore applicabili,

apphoabic

- fpre riferimento alla lingua ilaliana

feler io ilie falian i QG
Delibera Data di Scadenza
tion Date Expiration Date

2020-10-29

wwawitalcert.it | italcertsrl@legalmail it
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1. Haimauenne
TIpennasHatiena AN NPOBEACHUS HMMYHOAOIHMCCKHX PCAKIUM ArTTIOTRHALMH HAK TPCOMMITALI B
BCTCPHHAPHHA,
2, OCIIOBHBIG TEXHIMICCKR e xapamepnc*mxn
- Msgenne usroropneHo u3 nonuctapona.
. Pasmep - (2254 1) % (120 & 1) x (14 £ 0,5) nmne.
. Tlpeactapnser coGoii nnactuuy ¢ 72 KpyrADIOHHBIMI TYHKAMH.
- Emxocts syrky - (2 +0,1) miy; saamerp aypich - (15 £ 0,1) pm.
. Byxpenpo-undposas MapKipoBKa.
6. Koadduunent caeronponyckanns ana suciisn ne yicHee 88% DpH MTHHE CBETOBOI BOMHE! B ANANAIOHE
480 - 520 nm, ¢ pasbpocom noxazaTencii ng seeM 72 nyHxam He Gonee 2,5%.

N W ) —

3. Ynakossmauue, TPAHCIOP THPOBANIE U XPAEEHNE
YnakoBxka magemuit  ofecmeunBaeT  HX  COXPAHHOCTE 0P TPAHCMOPTAPOBKE.  YCAO0BMs
TpaHCHOpTHPOBaHUs u3neMmif - no 'OCT 15150-69 s xpeiron Tpakemopre moGoro suaa. Yenosust Xparesn -
no 'OCT 15150-69.

4. Coeaennn 00 yraassaunn
Mspenue He NpescTaBaseT ONACHOCTH ANH OKPYKAOLIGH CPedbl, KMIHU 1 3A0poBLs Atoneii noeac
OXOHYAHHS cpoka ciryxxGb1. Tlopsaok yTamssawmm izems onpegensercs TlorpeBurency,

5. Mapawran wsrorosuTens
Marorosutens: OO0 «bunmacty», Pocery, 399610, Mimeukas 06aacTs, r. JeGeuims, ya. Ceepanosa, n.
67.
Tocrasumk; 000 MunuMeay, 241520, Pd, Bpauckas obnacts, Bpsthciuii paifon, ¢. Cynoneso. ya
Hlocceituasn, 17A.
lapantuiinefi cpok xpauenus — S aer,

Havaapuuk OTK I'pysnnes C.A,




1
TOAANISERTY wﬁ\ tod
:w ITTRPS 37 € ou ::tn&ki?n
FUnIRIORLW G ROIDIUUD

UOOSdsL FRUGIIEY 2 2apn

wOPEA(T 6511y

(i sgprag 495

QALY A

6y Rgmbg aRRdny

WM P npIIguizifagy 5105 TRy ST O =gy 1

El &) v«m.

Buraoyas g SR
RTR LN HE G T

RARLY YIS

ANV 30
DAESIONT AL IO (51 111 THY gus
BUPSEG W uuDRASRI s BRivopn) (U Y grwed am

(0T MRIEeRE 19D {63 11
adsn] soma gava dgmseivey

frang R SCN |
HIE . ER S R TR S S ST I 5 LY LAY LER S Ll g H ST Dal
TIEINOD WD A0 ALVILOIYAD | -WILSNITEARG 594 SNIDLLYLSAY

SIDTHE By s

VS
LOIDRIpSapER




g
B INTTR]

FaRAMRLLIT | &
e thirs

PR U PN B A 1] 1T

SRRt A |




ag;ﬁf B w
Medizinprodukte GmbH

Herstellung und Vertrieb von
Arzneimitteln, Medizinprodukien.
Sonderanfertigungen und Promotion

In den Faltern 13 - 65222 Taunussisin
Telefon +42 (6128) 91717-7

Telefax +49 (6128) 91717-9

Telefax +49 (8128) 4 47 42

e-mail: info@holtsch-med.com

Ust.-ldent.Nr. (VAT) DE8119862816

Declaration|of Conformity

] Product category: Prerinjection cleansingj swab

Product (Name, Type) Size Reference
Swab dispenser Quickpad
saturated with Isopropyl 150 pads N10000K .
alcohal, sterilized _ . s

We herewith declare under our sole responsibility that the above mentioned product meet all the
provisions of the Council Efirective 93/42/EEC of| 14 June 1993 concerning medical devices as
amended by Directive 2007/47/EC, which apply fto it, as stated in Annex VI,

Dr. Michael Gluschke
Head of Regulatory Affairs
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MANAGEMENT SYSTeM
CERT Il—Il”‘A__.

Certificate No: Initial certification date: Valid:
59878-2009-AQ-MCW-FINAS | 20 December 2000 21 June 2018 » 31 August 2021

This is to certify that the management systerrl of

THERMO FISHER SCIENTIFIC, JCS

Kubinskaya 73, liter A, bulld| 1, Saint- Pet<=rsbL rg, Ru55|an Federation, 196240

has been found to conform to the Quality Marjagement System standard:

ISO 9001:2015 '

This certificate is valid for the following scope
MANUFACTURING OF LIQbID HANDLING PRODUCTS AND SPECIAL
DIAGNOSTIC PLASTICS.

For the issuing office:

DNV GL - Business Assurance
Trekhprudny per. 9 build. 2, office 406,
Moscow, Russian Federation

Place and date:
Moscow, 21 June 2018

Qﬁ Cvoo bivae.

FINA$ Serguei Groubine
Finnish Accreditation Segvlce glandeciment RepiSsentative
S001 (EN ISCHIET 17h21)

Lack of fulfilment of conmhanq as sel uur in the Certitication Arjre-?nwnt rnay render this Certificate In\.railrl
A CTEYED UNTT: D% GE BUSTNESS ASSUANCE [ AND (Y AR edasatama &, [P21%0 Espon, Finla i ihit 1
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