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J avantor-

To whom this may concern

Date: March 18, 2019 Letter of Authorlzat:on

Avantor Performance Matenals Poland S. A reg No. 0000010108 who is an established
manufacturer of Hematology- Reagents, Stains, L,ontrols and Calibrators and products for
Histology located at: .

Sowiniskiego 11
44-101 Gliwice
Poland

herew’th conflrms that

LM Global Blomarketlng Group Moldova S.R. L
Repu?hc of Moldova " -

MD-2 1)0;1,, Chisinau

Tlghlna str. 65, 607 office

Tel ( 373 22 ) 549 120, 549 121

Fax (373 22 ) 547 373

is authorized to act as our distributor for our hematologylhlstology reagents and controls
(Products) in Moldova :

We deLcIare that we W|II supply the Products for the needs of tenders.
We dqi:clare that we will supply the Products for tenders with warranty as per the Avantor
General Conditions of Sale.

Furthermore |.M-Global ﬁ|omarket|ng Group is duIy entitled to:

» Register, promote, offer, negotiate prices and sell our Products in Moldova; "o v,

« carry out the required product training of the medical and technical personne# who W|I1 use =
these products. N . 1

The product specialists of .M Global Biomarketing Group have been dutyltrairled and are
quallf‘ed for providing all serwces in regards to consulting, sales, mamtenance and trammg

\

In all fhe above activities I. M Global Blomarketmg Group is acting in its own r1ame and on |ts
own account : ——
Thls authorlzahon letter is valld until about 1 year after date.

Avantor Pen‘ormance M‘aterlals SA
Poland (TR B

\&ce%eb
=T
H van den Berg,
Marketing Product Manager Diagnostics




Abbott Products Romania S.R.L C.UL RO 16910508 Tol: +40-21-529 30 00

Grasn Cour Buchares R.C. J4Dj15482/18.11.2003 Fax: +40-21.529 30 01
Gara Herasirau 4C Capital Sociai 595002 lei
Corp B, sta] 2, seclor 2 Banca; Cllibank
Bucurestl, Romania IBAN: ROEQ;ITIOU{JUOO?;’#S&&MS
AUTORIZARE

Catre: IMSP SR Ungheni
LP; 21017190

Noi, ABBOTT PRODUCTS ROMANIA SRL, reprezentant autorizat in. Romania (Strada
Gara Herastrau, numarul 4C, sector 2, Bucnresti, inreg. la MEC sub nr; 1069/22) al
companiei Abbott Laboratories, producator de instrumente de hematologie Cell-Dyn
Emerald si Cell-Dyn Ruby, precum si de reactivi, controale, calibratori si consumabile
pentru acestea, avand capacitatile de productie in SUA, Abbott Park 60064, [llinois,Santa
Clara California; Germania-~ Wiesbaden,| Marea Britanie - Dartford, autorizam prin
prezenta pe furnizorul Global Biomarketing Group — Moldova “SRL, sa oferteze in
licitatie si sa livreze produsele mai sus mentionate, la IMSP SR Ungheni.

Prin prezenta, garantam calitatea si performantele produselor oferite si autorizampe
Global Biomarketing Group ~ Moldova SRL sa asigure, peniru produsele respective,
indeplinirea obligatiilor care decurg din contractul de furnizare. i

Aceasta autorizare s-a eliberat pentru a servi la licitatia LP nr, 21017190, avand ca si

autoritate contractanta - IMSP SR Ungheni.

Data completarii:
27 lanuarie 2020 Producator: «

ABBOTT PRODUCTS ROMANIASRI; -




a Abbott

Declaration of Cdin‘formity

Certificate 1dentification: SC-09H46 ‘

Abbott Laboratories |
Legal Manufacturer’s Name: Diagnostics Division|
chai Manufacturer’s Address: Abboft Park; 1L 600&4 USA
List Numbers | Ll _
and Size Code GMDN Code Names and Description of Devices Classifteation
of Devices L
091-46-02 58236 CELL=DYN Emerald CLEANER Self-declared
09H47-02 61165 CELL-DYN Emefald CT%JMFR EELYSE ' Self-declared
09H48-02 58237 CELL-DYN Emerald, DI;[.U ENT _ Self-declared
Authorized European [ ABBOTT
Representative Max~Planck-Ring-2
(Name and Address) 65205 Wiesbaden, Germany
Storage site of téchnical Abbot Laboratories
dlocminemaliou ‘ 4551 Greal America Parkway
(Name and Address) Santa Clava, CA 95054
Harmonized Standards Listed in the Technical D'(}cumemation

We, the undersigned, hereby declare that the in vitio diagnostie m«.dlcdl devices described aboye and bearing the
¢ f mml\mg, Lontorm wrth thc. applicable provisions of the EC Directive 98/79/EC of the European Parliament and
1998 on In Vitro Diagnostic Medica] Devices as they are transposed into the faws of

the member s[dte

This ﬁleclaxatwn is made in accordance with Annex 1] ol’tfle 1V Directive and is issued under the sole
responsibility of the manufacturer.

Signature; Signature:
Full Name: Barry Simpson | Full Name:
Position: Site Quality Manager | Position:

Date of Approval:  O% . Dee . 055  Date of Approval:

Date Issued: DtC 02 2015 Place Issued;
“{[g V6 [ffective (2ate or
Supersedes: July 6, 2015 Lot Number):
CELL- DYN Emerald Reagents Declaration of Conformity
l)ucembu 2015 (IRIS VT
(e . Page | of |
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Gateshead, Tyne and Wear, NE11 08D, United Kingdom Fax +44 (0191 487 8442 www.helena-blosclences.com —

Bcem 3auHMepecosaHbIM iuyam !
|

ABTopnsaumHHbe NMUCbLMO

: Hé,CTOﬂmmm, Mbl, komnanus «HELENA LABORATORIES (UK) Ltd», Toprytowas kak
«HELENA BIOSCIENCES EUROPEY, ¢ ueHTpabeblm orcoM no agpecy: Queensway
South, Team Valley Trading Estate, Gateshead, Tyne & Wear, NEI 0SD,

BenukoGpuTaHus, NOATBEPXKAAET, TO: _ ‘

KOMILIaHMiI "GBG-MLD" SRL, pecny6nuka Monposa, . Kuwnnés, MD-2001, ynvua
ChisinauTighina, aom 65, ocouc 607 ABMAIOTCH YNONHOMOYEHHbBIMN AncTpubbloTopamMm
gceidt nmpoaykumu komnaHum «HELENA BIOSCIENCES EUROFE» Ha Ttepputopuu
Pecrybnuku Mongosa 1 aBTOPU30BAHA MPUHUMETL y4acTue BO BCEX TEHAEpaX.
Komnanuu "GBG-MLD" SRL umeeT npaeo uMrnopTa, NPoABWKEHUs N NPOARKN

BbILLE NepeMUcnerHon NpoayKUnK Ha Teppmropmim Pecnybnvku Mongoea.

Hacrosiee nuceMo AencTenTensbHo Ao 31 nekabps 2020 ropa.
|

|
|
P
|
|

! 1 N }, . l
o GusHeca e cmpaHax CHI, .l':“eponbf u Asuu.

aledi= g0 g L Yy
etz 532821 1
Phone:  +44 1914828462

Email: da@helena-biosciences.com
|
|
Helena Binsclences Europs i f \ 5 S
i -t | ~ J-!‘I
Quesnsway South, Team Valley. Trading Ebtats, I Tol +44 (0)191 482 8440 Info@helena-blosciencesiodm PUBLACS 7

Holana Leboratories (UK) Lid trading as Helena Biosolences k:'urop& Registered In England: 1786207, 150 13485
i




Declaration of Conformity helena

HL-7- 0163 DC DOI 2014/05 (8)

In Application of the Council Directive 98/79/EC on the approximation: of -
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking. j

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists

A or B. Access to the appropriate technical files will be made available to the . .
appropriate body in the event this is required.

Product Description ; GMDN
Code n Classification Code
5265 Thromboplastin LI . 55983
5265H Thromboplastin LI~ 55983 -
5267 Thromboplastin LI | ' : 55983
5269 Thromboplastin LI | 55983

|, the undersigned declare that the devices registered against. the aboveAGMDN
Classification Code conforms to the said Directives. _

Full Name:  M.J. Stephenson Title: Managing Director
Signed: %{M /% Date: 07 May2014 _ i

i .
\ I| = .

.

| 1 a5 e
Tel +44 (0)191 482 8440 Helena Biosciendgs Buropé: S8
Fax +44 (0)191 482 8442 Queensway South, Feam:Valley Trading Estate,

. | = . . Ny, &
mf‘o@helena-blosclences.com Galeshead, Tyne an’diW? N ;
wivw.helena-biosciences.com Unjited Kingdom S Repupt =~




Blpscignces Europe

Declaration of Conformity ~ HiElEE!

HL-7- 0511 DC DOI 2013/08 (3)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

i

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex |l Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code . Classification Code
5376 Clauss Fibrinogen 100 55897

5376H : C|E;1USS: Fibrinogen 100 ; 55997

|, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
: |

Signed: %g M /

Date: 05 Aug 2013

Tel +44 (0)191 482 8440 Helena Biosciences Elirope

i \ ) dated o g
Fax +44 (0)191 482 8442 Queensway South, Te"q\f'@_'%uey;ﬂzadtng Estate:
info@helena-biosciences.com Gateshead, Tyne and Wgar, NE11 0SD,

www.helena-biosciences.com United Kingdom RN




Declaration of Conformity - helena

HL-7- 0135 DC DOI 2013/10 (6)

In Application of the Council Directive 98/79/EC on the approximation of
_the laws of the Member States relating to In Vitro Diagnostic. Medical
: 1 Devices & CE marking. T R R O e Tl
Declaration of conformance to applicable sections of Annex | - Essential :
Requirements and Annex Il (EC Declaration of Conformity) “imposed by |
sections 2 to 5. The below listed products are not classified.under Annex il __I,_ji'stsfa.
A or B. Access to the appropriate technical files will be:made available to the
-| appropriate body in the event this is required. :

Product Description GMDN i
Code Classification Code
5183 Routine Control SA 30590 ¢

l, the undersigned declare that the devices registered against the above GMDN
* Classification Code conforms to the said Directives.

FullName:  M.J. Stephenson Title: Managing Director

Signed: Z/(/’MM /% Date: 31% October 2013

Tel +44 (0)191 482 8440 Helena Biosciences Eugqﬁé.f?_ A
Fax +44 (0)1914828442 Queensway South, TealiValley Trading Estatg,i -/
Info@helena-biosciences.com Galeshiead, Tyne and Wegite NEIT 0SD, . D5 &

www.helena-biosciences.com United Kingdom




Declaration of Conformity

HL-7- 0187.DC DOI 2018/10 (6)

Bigsciences Europs

;helena

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic  Medical -

Devices & CE marking.

Declaration of conformance to applicable sections of Annex |
(EC Declaration of Conformity)

Requirements . and Annex |

- Essential
imposed by

sections 2 to 5. The below listed products are not classified under-Annex Il Lists-
A or B. Access to the appropriate technical files will be made available to the -
appropriate body in the event this is required. ' T

Product Description
Code
5186

Routine Control N

GMDN-
Classification Code

30590

|, the undersigned declare that the devices registered- against the above . GMDN
- Classification Code conforms to the said Directives.

Full Name:  M,J. Stephenson

swes: Y g A / @/M

Tel +44 (0)191 482 8440
Fax +44 (0)191 482 8442
info@helena-biosciences.com
www.helena-biosciences.com

Title: Managing Director

Date: 31* October 2013
4 _'_- ll

Queensway South,\"_-;‘l’ﬁa__ﬁ_]‘ Vqll_'éy-il' raf-jing__\-E:_s'talé i
N NE11,080, 7 <

Helena Biosclancé’?f_ﬁﬁrope .

Gateshead, Tyne ang.
Lnited Kingdom Y ¢ e NS




Declaration of Conformity i helg_;la

HL-7- 0138 DC DOI 2013/10 (6)

. .
in -Application of the Council Directive 98/79/EC on the approximation of.
the laws of the Member States relating to In Vitro- Diagnostic Medical’
Devices & CE marking. ' Sl N ’ 3
Declaration of conformance to applicable sections ‘of Annex | - Essential:
Requirements and Annex I (EC Declaration of Conformity) imposed by
sections 2 1o 5. The below listed products are not classified under Annex Il Lists -
‘Aor'B; ‘Access to the appropriate technical files will be made available to.the
appropriate body in the event this is required. '

Product Desctiption GMDN. ‘
Code Classification Code ; o

5187 Routine Control A 30590

l,- the undersigned declare that the devices registered against the above. GMDN
Classification Code conforms to the said Directives, - -

Full Name:  M.J. Stephenson Title: Managing Director
Signed: %{M /% Date: 31% October 2013

.'I
Tel . +44 (0)191 482 8440 Helena Biosciences Europe’ Y ad gy
Fax +44 (0)191482 8442 Queensway South, Team ‘V Trading Estate, = /- =
info@helena-biosciences.com Gateshead, Tyne and Wsérﬁ\NE\ 080, ;

)
r

www.helena-biosciences.com United Kingdom WO




Declaration of Conformity B helena

HL-7-0700DC DOI 2015/09 (1)

'In Application of the Council Directive 98/79/EC on the approximation .of -
the laws of the Member States relating to /n Vitro Diagnostic Medical
‘Devices & CE marking. ;

i

' Declaration of conformance 1o applicable sections of Annex | - Essential .
Requirements and- Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists

“Aor B..Access to the appropriate technical files will be made available to the
approptiate body in the event this is required.” | '

Product Description GMDN
Code Classification Code |

55598LQ  APTT SiL Minus 55981

I jtl'.ia"-'under.‘sign‘ed declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director

Signed: %M /%'\ Date: 28 Sep 20151,

‘ 7 BE o
Tel * +44 (0)197 482 8440 Helena Blosciences Efrape < v o4 %
Fax +44.(0)191 4828442 Queensway South, Tte{%a‘ﬁn_&{alley-‘?‘:r@gihg Estale; - -
info@helena-biosciences.com Galeshead, Tyne and Weﬁx NE1.-‘1_;_§5_{:S D :

www.helena-blosciences.com Uniled Kingdom \y
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CERTIFICATO N? 505DM05

CERT!FJ’CATE N° 505 DMDS
Si certifica che il
this is fa certify thqi:a:
Sistema di Gestione per la Qualita
Quality hfcrr1ﬂ§€ﬂ'renf §y5_te‘m = :
" messo in atto/da

j unp!ememed b;ﬁ

NUOVA APTACASrrl.

= 20 00 MONZA (MB)
nella Sede Operativa di

| Operative. Unit |

Reglone Monforte, 30—1T 14053 CANELLI (AT)

V|a Mor_ute:&anco,

e conforme alia norma
s in comphance with the: .sfmrdu;d

UNI CEI EN [SO 13485 2016 (IS0 13485 2016)

| per | seguen‘u ProceSSI
% foncer ning the following kmr!s of P;ocesses

* Gestione della fabbricazione e lmmlssmne in commercio di tampom stenll-
per il prelievo di campioni biologici in orifizi naturali e in ambito chirurgico.
Progettazione e fabbricazione di di ispositivi medico diagnostici per laboratori di analisi.

Commercializzazione di dispositivi medici e diagnostici in vitro.
Management of manufacturing and placing on the market of sren!e tampons for sampling of biological specimens in
natural orifice and in surgical field. Design and manufacturing of diagnostic medical devices for analysis lahoratories.
Marketing of medfc:a! and diagnostic dewce: in wr:ro

Il presente Certificato € soggello al nspel(o delle C(:ndlzmm stabilite dal
Thie Catificate shall satisfy the sequitements established i the

In caso di discordanzatra lg lingue utilizzate nella traduzione del contenuto

i vases of discrepancyl beliveen the languages e odl it :ransmraon aﬂhc €k

L AMM!NISTRATORE DE
" MANAGING DIRECTOR ™

(1 m R \

ata dl Prima Emissicne. [TALCERT
" First Issue Date HAFCHP:

Data di Prima Emissione -
First Jssue Date

Dr. lng Roberto dusohto

: Data dl R|nnovo
hmqu Date>

Regolamenti per la cermlcazlone in \ngore nppl:cahﬂl

les for 1he certification in. farce applicalile, |
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CERTIFICATO N° 5055GQ03

CERTIFICATE N° 50551 50{3’3

Si certifica che-i!
m.-s Is to certiy ma}

Sistema di Gestione |ber la Quallta

Quality Managemenffysrem i

messo in atto da '. el SR, |

fmpfemmred by

NUOVA APTACA S.rl. -+

“Via Monte Bianco, 4 =T 20900 MONZA (MB)

nella Sede Operativa di i ]
\Qperative Unit : N Vv, i,

Reglone Monforte, 30-1IT 14?55 CANELLI (AT)
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8 conforme alla norrna

s in-corpliance with the's l;‘ﬂndard

_ UNIEN 15O 9001-2015 (150 9001- 2015)

per i seguenti Process|
’ concemma the ;’ol/oxv/na (///7(19 of £ /O(GCSE.&

per |I prellevo d| ‘campioni blO]OQ[CI in orlt’sziI naturali e in ambito chlrurgmo

Progettazione e fabbricazione di dispositivi medico d1agnostm| per Iaboraton di ane
Commercializzazione di dispositivi medlcz e dlagnostlu in ‘itro.
LA : Commeraahzzazmne di articoli da laboratorio
Mana _]emenr ofthe manufa(‘z‘unﬂg and placing on the market of Efeu!e tampons for sam,o/mg of biolagicé

"l natura/oufxce and in surgical field. Design ar {lef (T?E!?de{fﬂﬁﬂg of diagnostic medical-cevices for labc
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CERTIFICATO n.
CERTIFICATE No.

Si CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA OUALIT?\ ]
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT §YSTEM OlPERﬁTED :14

KIMA S.R.L.

UNITA OPERATIVE / OPERATIVE UNITS

4265/4/C

Via Leonardo Da Vinci, 22 - Zona Industriale Tognana - 35028 Piove di Sacco (PD)'

ltalia

E CONFORME ALLA NORMA [ 1S IN COMPLIANGE WITH THE STAN&ARD

UNI CEI EN ISO 13485:2016

Slstema di Gestione per la Qualits / Qually Management Sysrlem
|
PER LE SEGUENT| ATTIVITA | FOR THE FOLLOWING ,acmmsrs

EA: 29 !

: [
Commercializzazione di prodotti del Gruppo: kit d!agnostici,
terreni di coltura per microbiologia, articoli in plastica per laboratorio analisi,
provette con vuoto predeterminato e aghi sterill,

Trading of the products of the Group: diagnostic kits, culture media for microbiology,
plastic disposable labware, tes{ tubes with predetermined vacuum and sterile needles.

della porma ¢l riferimento,
andarnd iequiremanis.
uul 2l presante cerlificalo,

d|

Rileriesi alla documentazione dal Sistem, | di Gastiane per la Qualita aziendate per fapplicabilita del requisith
‘Refer to the documentaiion of the Qualily Managament Systam lar delals of applicalion Io rafererize s
Per informazion puntuall & aggiorate cica evenlyali variazioni intervenula natla slato della certificazione d
' $i prega di conlatiare Il n® telefonicn +33 02 725341 o indirizzo e-mail Infog@icim.t.
For limely and updaled information about any changes in the cerificalion status refetred lo in tpis certificale,
please corilagt lie rumber+38 02 125341 or email address infoicim il :

! |

Emissione corrente | ! Dala di scadenza
Currenl issus i i Expiring date

18/01/2019 17/01/2022

Data emission
Firs! issue

i

i

\

I
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\
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* | ﬁlf\r
UihiA, |
ICIM S.p.A.

Figzza Don Enrico Mapelil;75 - 20099 Seslo San Giovanni (MI)
www.icim.il

ACCREDIA §,

LERTE TALANC) O ACT I THTANENTO

SGQ N°004A

Membro degll Agcordi di Mutuo Rlconoscimento EA, 1AF @ JLAC
Slgnatory of EA, IAF and [LAC Mutual Recognitlon Agregmients

0860CM_02_IT

CISQ is a member

T

S @

% g K o

VHE INTENNATIONAL GERTIFIGATICON NE'\‘IEH-K
www.|gnet-certification.gom

AL

irst class

of management
i,

& and counts
glabo,

IQNet, the assaclation of the world’s
certification bodles, Is the largest provider
Systemn Certification in the wo

IQNet s composed of more than 30 bodlg
over 150 subsfdiaries all over the

CISQ & la Federazlone ltaliana rganlsml dl

Certificazlone del sistemi dl gegtlone aziendale,

cIsqQ Is the ftallan Federatlonnf management
system Certification Bodies.
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THE IMTERNATIONAL CERTIFICATIN METWORK
www.ignet-certificatlon.com

certification bodles, {s the largest prdvider of management

ICl
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CERTIFICATO n. 426414
CERTIFICATE No. |

S| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA OUALlTAEDl
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OP.‘IERATED BY

GRUPPO VACUTEST KIMA

Sede !/ Head Office | [l 4
Vla dell'ndustria, 12 = 36020 Arzergrande (FD) - [ta!ij
Unita Operative / Operative Unils |
VMEUS 8.r.l1. - Via Leonardo da Vingi, 24B — 26 — 28 —Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
MEUS S.r.l. - Via delllndustria, 2 - 16 — 35020 Arzergrande (D) - ltalia y i
ROLL S.R.L. - Via Leonardo Da Vinci, 24A — Zona Industriale Tognana — 35028 [Piove di Sacco (PD) - ltalia
KIMA S.R.L. + Via Leonardg da Vinci, 22 — Zona Industriale Tognana - 35028 Fiove di Sacco (PD) - ltalia
VAGUTEST KIMA S.r.l. - Via dellIndustria, 12 — 35020 Arzergrande (PD) - [talia
VACUTEST KIMA S.r.l. via L. Davingi, 22 Zoha Industriale Tognana - 35028 Piove di Sacco (PD) - ltalia

£ CONFORME ALLA NGRMA /18 IN COMPLIANGE WITH THE STANDARD
|

UNI EN ISO 9001:2015 |

Sistema di Gestipne per la Qualita / Quality Management System '
PER LE SEGUENTI ATTIVITA/ FOR THE FOLLOWING ACTIVITIES
EA: 14 - 29 |

Progettazione e fqreduzione di provette con vuoto predeterminato ad uso prelievo amatico, liguidi biologici e urine.

Produzione di provette: per microprelievi di sangue. Progettazione e produzione di Holdars (camicie) per prelievo sottovuoto.

Progettazione e produzigne di kil diagnostici per l'analisi del sangue e dei liquidi biolegici. Progettazione e produzione di
terreni di coltura per microbinlogla. Progettazione e produzione dilaghi e dispositivi sterili per il prelievo ematico.
Commercializzaziqne di prodotti del Gruppo: kit diagnosticl, terreni di coltura per mic,:mblologia, articoli in plastica per
laboratorio analisi, provette ‘con vuoto predeterminato e aght sterili. Progettazione e produzione di stampi per-articoli in
plastica pet| laboratorio analisi. Starmpaggjo di materie termoplastiche ad iniezione per articoli medicali.

Design and production of test tubes with predetermined vacuym for collection of haemaltological samples, biological liquids
and urine samples, Production of lest tubes for micra-collection of haematological samples. Design and production of
Holders for vacuum sampling. Design and production of diagnostic kits for blood ana biological liquids analysis. Design and
produetion of culture media for microbiology. Design and production of sterile needlas and devices for collection of -
haematological samples. Trading of the products of the Group: diagnostic kits, ‘culture-media for microbiology, plastic
disposable labware, test tubes with predetermined vacuum and sterile needles. Design and produgtion of meuilds for plastic

i labware. Injem,'on'moq/dinglof themmplast/c materials for medh;ﬁat devices.

Riferirs! alla documentaziene del Sislama di Gesfiong per la Qualité azlendale per '3pplicabillla del requisii delia normia di riferimento.
Fafer o fhe documentation of the Cuislity Management System for delails of spplication fo reference standard requirements
Il presente cerlificala & soggello &l ispetio del docyments ICIN "Regolamenio per la cerlificaziona dei sislem df gestione” e al elativo Schema specifico.
The use and the validity of this Fa-ﬁcafe shall salisfy the requirements of the 1GIM documen! “Rules for the cerificalion of coffipafy management systems™ and specific Scheme,
Par infarmazioni puntuali 8 agglorate clriz sventuzli variazion! Inlervenule nello stato della certificazione di cui af presente cerlificalo,
‘ 5l prega dl confallare (| n* lalefonizo +39 02 725341 d indirizzo eemall infgiicim it
+ For imaly and updatad information aboul any changes in tha certificalion slalus fefamed tg int this certificale,
plaase confact lixe number +30 02 725341 or entail addrass infogicim i
| i

Emissione corrente Data ¢i stadenza

Data emissione |
First issue ‘ Current issue Expiring dale
18/01/2007| 18/01/2019

e

1710172022

. i
IcIm s.p.A.
Piazza Don Enrico Mapelhi;75 - 20099 Sazto Sen Giovannl (M)
wyw,icimit

ACCREDIA

EENTE HALANG D1 ACCREDITAMENI G

SGQ N° 004 A

Membro deg!l Accord| di Mutuo Riconoscimento EA, 1AF & ILAC
Signatory of EA, LAF land 1LAG Mutual Recognltion Agral‘aments |

i 1QNet, the association of the Worid's first class
|

CISQ & la Federazione !
| Certificazlone del glstem
| CISQ Is the Itaffan Fedaration of management

Bysfern Cerlification In the world,
IQNet I5 comgosad of more than 30 bodles and counts
over 150 sybsidiaries alf aver the globe,

di gestione sziendale.

system Carum_'—a tion Bodles,
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| DNV-GL

SYSTE

e T

MANAGEMENT
CERTIFICAT

BedcTBnTENEN:

Coprwdukar No: Jlava HauabH o LhDTMQ)MKaLMM
k 21 ona 2018 - 31 aerycra 2021

ROAT7B-2009-AQ-MCW-FINAS 20 pexadpn 2000

HaCTosau.MM YOOCTOBEPAETCH, HTO cwCTe‘Ma MEeHeMKMeHTa opraHsaunm:
I

AO «TEPMO ®ULLEP CAMEHTMd)I/IK»-

Ky6uHckas, A.73, nurep A, Kopnyc 1, CaHKT I'IeTepGypr Poccuickas denepauns;
196240 |

6bina NpUM3HaHa cooTBETCTBYIOWeN cTaHAapTy:

IS0 9001:2015 |

HacTosLiuit cepTudukaT aencTeuTener ans cnegytoujeit obnactu:
NMPOU3BOACTBO NO3ATOPOB I"IMI'lETO‘-IHbIX MU CNEUMASIBHOIO
OUNATHOCTUYECKOIO MNJTACTHKA.,

MecTo 1 pata:

OT BeINyCKAIOWEro ouca:
Mockpa, 21 woHa 2018

DNV GL - Business Assurance
| Tpexnpynnbm nepeynok 9, ¢Tp. 2, Mogksa,
PoccHicKan depepaynn

(4] I : =
FINAS S Crook
4 |
Finnish Accreditation Se Cepre# Mpy6unr 5
$001 (EN ISOIIEC 17021) NpeacrasuTent pymanﬂdraai
i v

\\’

.:I' I.-_. *

|
anHeHne yenosrh ﬂurouopa Ha cepwrbnunumo AenaEr ﬂi\Hthlt L,Ppwtbhv.aT ueneﬁummeuhm.m
Swcnopntonal st Bdue DNV GL BUSTHERS ASSLE AMEE FINLARD QY AB, Keilasabais oy 02153 B

. Finlana  TEL 4358 10 292 4
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