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MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT CMV 1gG
CODE: CMVG.CE (96 tests)
CLASSIFICATION ANNEX 11— LIST B

CONFORMITY ASSESSMENT ROUTE |ANNEX IV

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —n° 0318

(EC) CERTIFICATE(S) e FULL QUALITY ASSURANCE SYSTEM N°
2004 05 0442 CT (in accordance with Annex 1V —
except Section 1V) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e UNIEN ISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO — MAY 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) — MAY 2018
EMISSION
SIGNATURE
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8 I TALCERT

CERTIFICATO N° 505DMO07

CERTIFICATE N° 505DM07

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.

Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
(s in compliance with the standard

UNI CEI EN 1SO 13485-2016 (ISO 13485-2016)

per i seguenti Processi
concerning. the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponi sterili
per il prelievo di campioni biologici in orifizi naturali e in ambito chirurgico.
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.
Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in relazione agli orifizi
del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli orifizi del corpo in

Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici in vitro.

Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens in natural orifice and in surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect to body orifices (class I'sterile).
o Marketing of medical and diagnostic devices in vitro. N
il presente Certificato @ soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.

This Certificate shall satisfy the requirements established in the Rules for the cr’mﬂcanon in force applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione de| contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of ([lscreprmcy betveeen the languages used in the translation of the content of this certificate, please refer to the Italian language. |

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

\ Lol GO
b
\ \

Dr. Ing. Roberto Cusolits

Data dj Prima Emissione - Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza |

First Issue Date First Issue Date ITALCERT Renewal Date Expiration Date
2007-10-30 _2011-10-30 2020-10-30 2023-10-29.

1/

| ACCREDIA ‘\
; 1 VENTE [TAUANO DI ACCREDITAMENTO

|

1l SGQ N° 023A
| - Membro degli Accordl di Mutuo Riconoscimento EA, IAF e ILAC
[ Signatory of EA, IAF and ILAC Mutual Recognition Agreements

; ITALCERT Sr.l. | Viale Sarca, 336 — 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it
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ITALCERT

CERTIFICATO N° 5055GQO5

CERTIFICATE N° 5055GQO05

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.
Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is-in compliance with the standard

UNI EN ISO 9001-2015 (ISO 9001-2015)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione ed immissione in commercio di tamponi sterili per il prelievo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi. Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in
relazione agli orifizi del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli
orlf izi del corpo in Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici i in vitro.

_Commercializzazione di articoli da laboratorio
Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens!in natural orifice and in'surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the' manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect.to  body orifices (class /stenle)
Marketing of medical and diagnostic devices in vitro. Marketing of laboratory articles.

i presente Certificato & soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.
This Certificate shall satisfy the requirements established in the Rules for the ceftification in force applicable.
/I caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
I cases of d;scre/)011C)/ between the languages used in\the translation of the content of this certificate, please refer to the Italian language

B AMMINISTRATORE DELEGATO
MANAG/NG DIRECTOR

N

| /] 7 _ Dr. Ing. Roberto Cusolitg :
Data di Prima Emissione Data di Prima Emissione ITALCERT ~DatadiRinnovo Data di Scadenza,

{1f Fiist Issue Date-. First Issue Date [TALCERT Renewal Date Expiration Date
i 1998 07-23 . 2011-10-30 20/20-10—30 2023-10-29 ",

A Settore IAF14 29 = ACCREDIA ¢

Tl SGQ N° 023A
| — Membro degli Accordi di Mutuo Riconoscimento EA, IAF e ILAC
| Slgnatory of EA, IAF and ILAC Mutual Recognition Agreements

ITALCERT S.r.l. | Viale Sarca, 336 — 20126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it
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8 I TALCERT

CERTIFICATO N° 505DMO07

CERTIFICATE N° 505DM07

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.

Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
(s in compliance with the standard

UNI CEI EN 1SO 13485-2016 (ISO 13485-2016)

per i seguenti Processi
concerning. the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponi sterili
per il prelievo di campioni biologici in orifizi naturali e in ambito chirurgico.
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.
Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in relazione agli orifizi
del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli orifizi del corpo in

Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici in vitro.

Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens in natural orifice and in surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect to body orifices (class I'sterile).
o Marketing of medical and diagnostic devices in vitro. N
il presente Certificato @ soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.

This Certificate shall satisfy the requirements established in the Rules for the cr’mﬂcanon in force applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione de| contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of ([lscreprmcy betveeen the languages used in the translation of the content of this certificate, please refer to the Italian language. |

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

\ Lol GO
b
\ \

Dr. Ing. Roberto Cusolits

Data dj Prima Emissione - Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza |

First Issue Date First Issue Date ITALCERT Renewal Date Expiration Date
2007-10-30 _2011-10-30 2020-10-30 2023-10-29.

1/

| ACCREDIA ‘\
; 1 VENTE [TAUANO DI ACCREDITAMENTO

|

1l SGQ N° 023A
| - Membro degli Accordl di Mutuo Riconoscimento EA, IAF e ILAC
[ Signatory of EA, IAF and ILAC Mutual Recognition Agreements

; ITALCERT Sr.l. | Viale Sarca, 336 — 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it



DIA. | Dia.Pro
PRO | Diagnostic

II BioProbes

Letter of Authorization

We, "Dia.Pro Diagnostic Bioprobes S.r.l.” located at Via G. Carducci, Nr. 27 - Sesto San
Giovanni (Milan) 20099, Italy, authorize

GLOBAL BIOMARKETING GROUP - MOLDOVA SRL
Str. Tighina 65, Oficiu 607

MD-2001 CHISINAU

REP. MOLDOVA

as our exclusive distributor for the territory of the Republic of Moldova, to participate
in various tenders with Dia.Pro ELISA products.

We, Dia.Pro Diagnostic Bioprobes S.r.| shall supply our distributor GLOBAL BIOMARKETING
GROUP - MOLDOVA SRL with all products in strict compliance with the existing “Distribution
Agreement” rev.0121 valid until 31-Dec-2023, with possibility of renewal upon agreement
between both parties for an additional period.

Dia.Pro Diagnostic Bioprobes S.r.I will grant the supply of all awarded tenders until their natural
expiry, of which a documental proof has to be provided to Dia.Pro by the distributor GLOBAL
BIOMARKETING GROUP - MOLDOVA SRL.

Sincerely yours, Date: Milan, 04-February-2021

Dia.Pro Diagnostic Bioprobes S.r.l.

DIA. PRO.
DIAGNOSTIC BIOPROBES S.r.l.

Dr.ssa Fiorenza Scozzesi
Legal Representatjve

DIA.PRO Diagnostic Bioprobes S.r.1.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (Ml) — Italia
Tel. +39 02 27007161/6450 « Fax +39 02 44386771 = http:/iwww.diapro.it = E-mail: info@diapro.it
Capitale sociale €50.000,00 I.V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959



APTACA sp.A.

Regione Monforte, 30 -14053 Canelli (Asti) ITALY

Tel: (+39) 0141 83.50.75 - Fax: (+39) 0141 83.52.92
e-mail: info@aplaca.com

www.aptaca.com - www.vacuaptaca. it

el

) >

PLASTIC DISPOSABLE ITEMS
FOR LABORATORIES OF ANALYSIS

PIVA: 00862050960 - Cod.Fisc.: 07520900155 - REA. MB 1167248

APTACA

TO WHOM IT MAY CONCERN
Letter of Authorization

We APTACA SPA , with head offices and plant located in :
Regione Monforte nr 30

14053 Canelli ( At ) Italy

Confirm that the below Company :

"GBG-MLD" S.R.L.

Tighina str.65, office 607
MD-2001,Chisinau,

Republic of Moldova

Web: www.gbg.md

Ph. +373 22 54 91 20

Fax +373 22 54 73 73

Is authorized to prepare price quotations, advertising activities, warranty service, offers, to partecipate
in tenders and to sell our whole range of product on exclusive basis in the territory of MOLDAVIA.

This letter is valid until 31/12/2021 and may be prolonged by mutual agreement.

ON BEHALF OF NUOVA APTACA S.R.L.

Veronica FERRARI  ,~
Key Account Export Mg
Mod. +39 393 918114

Canelli 01/01/2021



l/ i
WKIMA =

articoli per laboratorio analisi
disposable labware

www.kima.it

Arzergrande, 04/02/2021

DISTRIBUTOR AGREEMENT

To whom it may concern, we hereby declare that:

KIMA S.R.L. — Via dell’ Industria, 12 — 35020 Arzergrande (PD) -ITALY

Appoints “GBG-MLD SRL — Tighina Str. 65, Office 607 — MD-2001 — Chisinau — Republic
of Moldova” as authorized distributor of Vacutest Blood / Urine collection System and
Plastic Labware Products in the territory of Moldova.

GBG-MLD has the right to import, promote and distribute The Products distributed by
Kima.

This Agreement is valid until 31/12/2021

The Distributor does not have any possibility to oblige the company KIMA with

quantities or delivery time as well as prices without prior written authorization from KIMA
srl.

KIMA s.r.l. keeps the right to modify the prices according to the market of the raw
materials.

KIMA S.r.1. - Via Leonardo da Vinci, 22 - Z.1. Tognana - 35028 PIOVE DI SACCO (PD) lItaly - e-mail: info@kima.it - Cap. Soc. € 50.000,00 i.v.
Tel. +39 049 9719511 - Fax +39 049 9719542 - 9719543 - Registro Imprese Padova, Codice Fiscale e Partita IVA 01466290283 - REA PD 160069



000 "Meankaon”

MEONKNOH
127276 Mocksa, botaHuyeckas ya, 35 , 1\ (495) 231-2272, (499) 502-12-14
e-mail : Mediclone@mediclone.ru

NHH 7719191607 P/c 40702810038040106975 B [TAO Cbepbatk r.Mockea, K/C
30101810400000000225 KM 771501001 BUK 044525225 OKMO 51203590 OrPH
1027700153766

Ucx 76-21
01.01.2021

CBUAETEABCTBO
HA SKCKAKO3BHOE MNMPABO NMPOAAXN

ObLuecTBO C OrpaHMYeHHo otBeTcTBeHHOCTLIO0 «MEAUKAOH» 127276
Poccua Mocksa yA.botaHunyeckas, 35, OFPH 1027700153766 -
MPOU3BOAUTEAL PEAreHTOB AAS TPAHCAY31OAOTMK (LIOAUKAOHOB) B AULE
reHepaAsHoro anpektopa Bukroposa H.A. ouLmansHoO yaocToBepsieT, 4to
dupma IM «GBG-MLD» SRL , pacnoaoxxeHHas no aapecy : MD-2001 r
KuwnHés, ya.TurnHa , 65 , odp. 607 , Pecnybanka MoaaoBa , sBASIETCS
OOULIMCAALHBIM AUCTPUOBLIOTOPOM (CIBTOPM30BAHHBLIM AUAEPOM) BCEll
npoaykumun npoussoacTea OO0 «MEAUKAOH» Ha Bcelt Tepputopum
Pecnybamku MoaaoBa.

IM «GBG-MLD» SRL 1MmeeT npaBo HA pacnpocTpaHeHue (PeaAusaLmio),
MPOABWKEHUE (PEKAAMY) Q TAKKE MNOAASPXKKY MPOAYKLMU, BbIMYCKAEMOiA
dbmpmorn OO0 «MEAUKAOH» B Pecnybamke MoapoBa.

IM «GBG-MLD» SRL  “meeT npaBo y4acTBOBATL OT UMeHM dhrpmbl OO0
«MeAUKAOH» B HACTHBIX U [OCYAQPCTBEHHBIX TEHAEPAX U TEM CAMbBIM
AeCTBOBATL KAK OCOULIMAABHBIN NMpeAcTaBUTeAb mpMbl OO0 «MeAUKAOH» HA
BCel Tepputopun Pecnybankmu Moaaosa

00O «MeANKAOH» PACTIPOCTPAHSET CBOU MOAHbIE FAPAHTUM HA
MPOAYKLMIO, MPOACHHYIO PUPMOM IM «GBG-MLD» SRL .

[eHepanbHbIN

Anpektop OO0 «MeAUKAOH» H.A.BukTopos




211620, PooowuiiBkan ®epepaums, bpsaHcka* oinayru BpsiHCKUiIA pelion.
¢ Cynowvoa. yn. LLlocceliHas, 17 A

Ten, [4832) 9247-97,32-21-52, -O, 45, -56,-57,-53,40, 41,42
MuonMuHHUUAPMbIA nomop 8 BO<MOO 48 32

daxc (4LL) 92-2444. M-2449,92-2441

www.mi*iim-sd.ru fifogmini-ned,™
P/C 40702610200347104303 dunnmar «ANMTCMBAHK» (OAO)
»e(M6BUN1c«H K/C 30101810 W LW W X0 N1B BT. Tyna

MWH 32M 0071r? BWT 0ON70C3716
KI 32070001 OKI10O 29506133

Mcx. Ne 28
0T 04.02.2021I"

000 «Global Biomarketing Group
Moldova»

Pecny6nvka Mongosa

r. KnwnHes

[loBEPEHHOCTb NMPOM3BOANTENS

HacTtosauwel [oBepeHHOCTbHO OOLWEeCTBO C OrpaHMYeHHOM OTBETCTBEHHOCTbLIO
«MunHnMep» (241520, Poccuitickas Pepepaumns, bpsHckas 06/1., BpAHCKWMA p-H,
c.CynoHeBo, yn. LocceitHas, 17A), sBnstoweecs nNpon3BoAUTENEM /1labopaTOPHOM
nocyfbl, KpacuTene u W3Oenuin MeAWUMHCKOrO HasHayeHWs, B NuLe AMPeKTopa
A36yknHa B.P., ynonHomoumaet OOO «Global Biomarketing Group Moldova» (2028,
MongoBa, r.KnwwuHes, yn.TuruHa, A4.65, 0¢.607) npeactaBnate npogykuuio OO0O
«MuHMMeg» c npaBoM peanun3auun B OTKPbITbIX KOHKypCax Mo rocyfapCTBEHHbIM
3aKynkam Ha Tepputopun Pecny6nnkn Mongosa.

HacToAawmnm NoATBep>KAaeM Hallu MOJHble rapaHTUX B OTHOLUEHUM MPOAYKLUUK,
npounssegeHHo OO0 «MuHnMeg», 1 npeanaraemon K nocraske vepes OO0 «Global
Biomarketing Group Moldova».

[l0BepeHHOCTb AeincTBuTeNbHA A0 31.12.2021r.

Anpektop OO0 «MuHnMepn» B.P.A36yKuH



BEKTOP

AO "Bekmop-becm"

630117, 2 Hosocubupck, a/s 492
mern.: (383) 227-73-60, 332-36-34
OTPH 1025404347550 men./cpakc: 332-67-49, 332-67-52

VIHH 5433104584/ KTTIT 546050001 "‘jté”nfgtVg{;ﬁ}"j&%f/‘ﬁgﬁ?%
p/c 40702810244020101090

B Cubupckom banke [TAO Coepbank,
BUK 045004641

kopp. cu. 3010181050000000064 1

PykoBoauTensiM ydpexxjeHUH

Kon no OKB3/1: 24.4 31paBoOXpaHeHusl,

Koz mo OKITO: 23548172 KOHTPOJILHBIX OPTraHoB,

om 0808, 2081 ne_ K- 28 JINATHOCTHYECKHX IEHTPOB U
JadopaTopuii, MPOYNX OPranu3 AL Ui

HE ha CHCTEeMbI 3APaBOOXPAaHEHUS

Pecny6nku Mosgosa

IMMCbMO ABTOPHU3AIINU

PykoBoacTBo AKunonepuoro obmecrsa «Bexrop-Beer» (HoBoeuGupekast 06, Poccsi)
B snue Kommepueckoro aupexrtopa IO.M.I'yceBa macrostmum jgosepsier CII «Global Bi-
omarketing Group - Moldova» (r. Kumnnes, Pecny6nka Moagosa) GyHkuuu opuuuaisHo-
ro Pernonansnoro gucrpudbioropa AO «Bexrop-Beer» B Pecnmy6suke MosioBa, Qs 1ero
Npef0cTaBJIsieT NPAB0 YYaCTBOBATH BO BCeX TOPrax 1o 3aKynKkaM HabopoB peareHToB u pac-
XOAHBIX MaTepuajoB npoussoacTea AO «Bekrop-becr», a Takike HX peajH3aluu HAa yKa-
3aHHOIl TEPPHUTOPUH M o0ecreydeHsl PeKIaMHO-HH(OPMAIMOHHOT0 CONPOBOKICHHUS.

Cpox aeiicrsust apropusanum: 10 31 nexadps 2021 roaa.

Kommepuecknii AupexTop — %/;%/ I0.M.I'yceB

AO «Bekrtop-becr»



BUREAU VERITAS

Certification

Certificate

Awarded to

Avantor Performance Materials Poland S.A.

ul. Sowinskiego 11, 44-101 GLIWICE
POLAND

Bureau Veritas Certification certify that the Management System of the above organisation
has been audited and found to be in accordance with the requirements of the
management system standards detailed below

STANDARD

ISO 9001:2015

SCOPRE ©F SUPPLY

SALES OF CHEMICAL SERVICES AND CHEMICAL PRODUCTS
INCLUDING FINE CHEMICALS, ENNOBLED CHEMICALS, HIGH
PURITY SOLVENTS, CHEMICAL SERVICES.

PRODUCTION AND TESTING OF CHEMICAL PRODUCTS INCLUDING
FINE CHEMICALS, ENNOBLED CHEMICALS AND HIGH PURITY SOLVENTS.

1

Certification Cycle Start Date: 15 Septem ber 2018

Subject to the continued satisfactory operation of the organisation’s Management System,
this certificate is valid until: 14 September 2021

To check this certificate validity please call: +48 22 549 04 00
Further clarification regarding the scope of this certificate and the applicability of the management system requirements
may be obtained by consulting the organisation. I C A

POLSKIE CENTRUM
AKREDYTACJI

CH]

CERTYFIKACJA
SYSTEMOW

Issue Date: 29 June 2018

ZARZADZANIA

AC 081
QMS

Certificate Number:  PLO08875/P

ogal Technical Manager

MANAGING OFFICE ADDRESS: Bureau Ventas Polska Sp. z 0.0., ul. Migdalowa 4, 02-796 Warszawa, Poland,
ISSUING OFFICE ADDRESS: Bureau Vertas Polska Sp. z 0.0., ul. Migdalowa 4, 02-796 Warszawa, Poland %]



000 «MEUTAKOP C.-M.»
| 194100,r.C-Metepbypr, yn. A.Martpocoga, A.4, kopn. 2, Jut.M
Te./dakc (812) 295-87-55, 646-72-23

AHAJIUTUYECKHWH TTACIIOPT

HaBop KOHTPOILHBIX PACTBOPOB GEJIKOB MOUM + IIIOKO3DI U pH
«bM-kontponb-CCK + ruiokosza u pH ¢ kanubparopom»

ﬁtm QKN 93 9816 _
eaucmpanonnoe yoocmosepenue Ne dCP 2010/08997
Y 9398-269-52208224-2010

ar No 04.01.05

lomep cepun K 02 - 20

'pox rognoctu jxo: 11.2020 r,
IASHAYEHHWE

Habop «BM-kourpois-CCK + rinokosa u pH ¢ kaimbpaTtopOm» 1peaHasHadeH st KOHTpOis
1PaBHILHOCTH M BOCTIPOU3BOAMMOCTH PE3YJILTATOB ONPEAC/ICHHST B MOYe

Y om0

fekoB - [0 UX peakiuu ¢ Cynb(ocainisoBoi KHCI0TOM
- CIOMOUIBIO LI\I-IaFH(LCTI’I‘It:CKHX HOJIOCOK

IOKO3bL —  (DEPMEHTATHBHBIM METOJIOM (TIIIOKO300KCH JA3HBIM)
- KauecTBEHHBIM 110 peakinun bengankra
i C IMOMOLIBH ,IIHJI‘H(@CT[»’] YECKHX l'lf().J[DL‘(JI(

pH - € HOMOLUBIO JIHArHOCTHYECKHX HOJ0COK

COCTAB HAEOFPA

Habop «BM-koutpois-CCK + rmokoza u pH ¢ kamnOpatopomy» coaepkut 8 GirrakoHos

KOHTPOILHBIX PACTBOPOB:

- 1 (uakon kammbparopa ¢ konnenTpammeit 6enka 0,1 v/ - 10 M

| Qmaxon kamubparopa ¢ konneurpaupei denxa 0,2 v/ - 10 mn

| 1 hnaxon kamuOparopa ¢ koHuenTpaimen 6enxa 0,4 r/n - 10 v

. | (axon kasmGparopa ¢ kounentpanuert deixa 0,8 r/n - 10 mu

‘ 2 (prakona yposerb Nel 1o 10 ma

| By 2 (maxona yposeun No2 o 10 ma

B nacriopre nabopa ykasbBaetcs CpeiHee 3HaueHHe KOHIEHTparuy 0eiika MOYH | ITHOKO3bI
Glfcm-i'!'p{}.l'lb}lb]MH npeneiamu (X£28).

Texmuseckie XapakTepHerHKy Habopa:

| KOO HIHEHT BApHAITMA PE3Y/IHTATOB U3MEPEHHS KOHIICHTpalni

i

6enkoB. %, e Honee 10 CooTBeTcTBYET
- KOA(ppATINEHT BapHaln pe3ylibTaToB N3MEPEHNsS KOHICHTpALUK

| FIFOK0361, %, HE Dosee 5 CooTReTcTRYET
- Mexduiakonnas sapuanus, %, ue dosee S5 CooTeercTByeT
- IOTIYCTEMBIH Paztpoc pe3ysibTaToB ONpeeieHis KOHIEH Tpar1i

OC/IKOB B pasHbIX Habopax OﬂH{Ji(i cepun, %o, He bouee 10 Cootsetcrayet

IOKO36] B pasHbIX Habopax oHoi cepun, %, He Oonee S CooTBeTCTBYE]
- CpoK Xpanenus Habopa, mec 9

Qo]

‘ 0
- TeMmiteparypa xpaterus, |C -8°C
|

1 MOCHE BCKPHITHA (h1akoHa pacTBOp MOXKHO XPAHUTE, JHEH, He|bonee 14

Hauansauk otaena
Texunaeckoro KOHTPOIIS

Kpacnomosnbekas E.B.
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000 «MEONAKOP C.-M»
194100,r.C-MetepBypr, yn. A.MaTpocoBa, 4.4, K
Ten./dakc (812) 295-87-55, 646-72-1

AHAJIMTUYECKYHA TIACI

Ha6op KoHTpoJibHEIX pacTBOpOB Oel

tezucmpayuonnoe yoocmosepenie Ne @CP 2010/08997
;:5’.' 9398-269-52208224-2010
lﬁlar Ne 04.01.04

omep cepuu 118 02 - 20
Ipok roanocTn mo: 11.2020 r.
HAZHAYEHHME
Habop «bM-konTpons-CCK + rmokosa u pH» mpeanasiaqe
OCHPON3BO/IMMOCTH PE3YNBTATOR OIIPEICIECHHAS B MOYE

%’0}1 OKIIl 93 9816

I

eakon - 10 uX peaxnuy ¢ cybHOCATHIMIOBOM KACIOTON
‘ = C [IOMOUIBIO MArHOCTHUIECKUX TTOJIOCOK
NHOKO03bI —  ()ePMEHTATHBHBIM METOIOM (TIOKO300KCHIA3Hb

Ka4CCTBCHHBIM 110 PCaKIIHM BeHC,I[HKTa
C HOMOIOBIO JHATHOCTHYICCKUX MOJIOCOK
C HOMOUBIO JHArHOCTHYCCKHUX ITOJIOCOK

p}H i

JOCTAB HABOPA
. Habop «bM-kontpois-CCK + rmoxosa m pH» comep uT §
PHCTEOPOB: ‘
- 4 ¢naxona ypoeerb Nel no 10 mn

‘ - 4 hnaxona yposers No2 no 10 mi
B nacnopre nabopa ykaspisaercs cpefiHee 3HaYCHUE KOHLIEH

CIKOHTPOJILHBIMUY Npenenamu (X+28).

!
Texnuveckue xapakTepucTHKka Habopa:

- Koo(hpuIHeHT BapHaluy pe3ybTaToB U3MEPeHHUsl KOHIEHT AL

benkos, %, ne donee
- Koo(hpurrenT BapHaug pe3yabTATOB U3IMEPEHHs KOHIICHTPAI]
TIHOKO3bI, %, He Gonee
- IMeK(Iakonnas Bapuanys, %o, ne Gosee

= oIy CTHMBIN pazdpoc pe3ynpTaToB ONPEACICHHU KOHIIEHTpaIl)

DenkoB B pasHbIX Habopax oHoil cepur, %o, He Oolee
[JIHOKO3B] B pasHbIx Habopax omAHO# cepun, %, He Ooliee

¢pok Xpanenns Habopa, Mec

- 'remneparypa xpanesms, °C

- lnocue BCKPbITHS (PIIAKOHA PACTBOP MOXKHO XPAHUTH, THEH, He

I{;aqambm«m oraena
T‘;X HHYCCKOI'O KO HTpOJTﬂ

«

31 »

pr. 2, ut. 1

23

JOPT

IKOB MOYH
«BM-koutposab-CCK + rimokosza u pH»

H UL KOHTPOJIA IIPABUJIbHOCTH U

3 (pr1aKoHOB KOHTPOJIBHBIX

rpainun OenKa MOYH H IIIIOKO3EI

HH
10 CootBetcTByeT
111
5 CooTBeTcTBYET
5 CooteercTBYET
in
10 CooteeTcTBYET
5 CoorsercrByeT
9
2-8°C
bonee 14

Kpacnononsckas E.B.
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OEAEPAABHAS CAVIKBA IO HAA3OPY B COEPE 3APABOOXPAHEHMS
(POCSAPABHAASOP)

PEFHCTPAHHOHHOE Y,ZIOCTOBEPEHHE
HA MEAULUHWHCKOE U3AEJIUE
or 11 ssuBaps 2017 ronpa Ne ®CP 2010/08997

Ha menununckoe usnenne
‘HaGop KOHTPOJIBLHBIX pacTBOPOB OeikoB MouH ""BM-KkoHTpos"
o TV 9398-269-52208224-2010

Hacrosimee peructpallioOHHOE YAOCTOBEPEHUE BHIJIAHO
- O6mecTBO ¢ OrpaHAYEHHOI 0TBeTCTBeHHOCTHIO '"Memaaxop C.-IL."
(000 "Mepmaaxop C.-IL"), Pocens,
194100, Canxt Ilerep0Oypr, ya. A. Manocosa, 1. 4, xop. 2, JInr. I1, odpuc 212

)G Hpon3nomn'en5
O01ecTBO ¢ OTPAHHYEHHOM omewrnennocnm "Mezmalcop C.-IL."
(000 "Mepaakop C.-IL"), Poccns,
194100, Canxr Ietep0ypr, yi1. A. MaTpdecosa, a. 4, Kopi. 2, Jlur. 11, oclmc 212

~ Mecrto npou3BoacTBa Mczmunucxoro U3eIUs
000 "Meaaakop C.-I1.", Poccml, 194100 Camc'r-ﬂe'repﬁypr, ya. A. MarpocoBa, 1. 4,
kopit. 2, JIur. IT

: HOMep perucrpaionHoro nocke Ne PJI-14955/64156 ot 20.12.2016
‘ : Bnn MepuiHeKoro u3aenus 206630
- Kiacc noTeHIManbHOro pucKa IpHMEHEH S MEAHIMHCKOro u3zenns 1
- Ko O6miepoccuiickoro kinaccudukaTopa DPOAYKIMH AN MeUIMHCKOro u3aenus 93 9816

~Hacrosmiee PErucTpaMOHHOE YIOCTOBEPECHUE UMEET IIPHAJIOKEHHE Ha 1 nucre

'npmcasom Pocsnpasnayzopa ot 11 suBapsa 2017

JIOIyIIeHo K oOpatneHuio Ha Teppuropun Poccuiick jn

- 3amecTuTesb pyKoBoauTe st DegepanabHOi CoryKGHIS
10 Haj30py B cepe 3ApaBoOXPaAHEHHS




DEAEPAABHAS CAVIKBA T10 HAA3OPY B COEPE SAPABOOXPAHEHMH
(POC3APABHAA3OP) :

MPUIOKEHUE e =
R PETUCTPALHUOHHOMY Y,ZIOCTOBEPEHH!O
-~ HAMEAWUHUHCROE M3AEJIME =

or 11 suBaps 2017 roga Ne ®@CP 2010/08997 :

Ha Me;munncxoe u3zenue
~ Ha0op KOHTPOJIBHBIX PACTBOPOB (eJIKOB MOYH "BM-KOHTPOJIL"
no TY 9398-269-52208224-2010:
- komiuiekT 1 «BM-kxouTponE-CCKy;
- kommnext 2 «<BM-konTpons-CCK + rimokosa i pH»;
- kommekT 3 «BM-konTpos-CCK ¢ kanubpatopom»;
- xoMIuiekT 4 «BM-xorTpons-CCK + rimokosa u pH ¢ KauGpaTopom»;
- kommurexT 5 «BM-konTpos-TIIN'K»;
- komiuiekT 6 «BM-korTpons-I1T'K + rmoko3a u pH» .

-

3amectuTens pyxosourens Degepansuoi iy o
10 HaA30py B cdepe 34paBoOOXPAHEHHS




Icim >4

wsaan

www.vacutestkima.it

DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

conforme all’Allegato III della Direttiva 98/79/CE “Dispositivi Medico-Diagnostici In Vitro” e s.m.i.
according to Annex III of the Directive 98/79/EC on "In Vitro Diagnostic Medical Devices” as amended

fabbricante VACUTEST KIMA S.r.l. - articoli per laboratori analisi
manufacturer disposable labware
indirizzo Via dell'Industria, 12
FrESs 35020 Arzergrande (PD) - Italia

posta elettronica

p info@vacutestkima.it
e-mail

telefono fax
phone +39-049-9720624 P +39-049-9720182

Sistema di prelievo di sangue e altri liquidi biologici
S , ~ mediante provette con vuoto predeterminato in plastica
identificazione dei prodotti “WACUTEST KIMA".

product identification

“WACUTEST KIMA” vacuum blood and biological liquids
collection tubes in plastic.

nome commerciale

brand name “"VACUTEST KIMA”

classificazione dei prodotti dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/79/CE e s.m.i.
product classification devices other then those mentioned in Annex II of the Directive 98/79/EC as amended

Si dichiara
sotto la propria responsabilita che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili della Direttiva
98/79/CE e s.m.i."Dispositivi Medico—-Diagnostici In Vitro”.
Tutta la documentazione tecnica richiesta dall’Allegato Il della succitata Direttiva e comprovante il rispetto dei Requisiti
Essenziali di cui all’Allegato | della Direttiva, & conservata a cura del Fabbricante

Hereby we declare
under our sole responsibility that the above mentioned devices meet the applicable provisions of the Directive 98/79/EC
as amended on 'In Vitro Diagnostic Medical Devices”.

All the supporting documents, as required by Annex III, in order to prove conformity to the Essential
Requirements as listed in Annex I, are retained under the premises of the Manufacturer

plllggoaﬁ ;Zgate Arzergrande, 01/01/2015
] Assicuratore Qualita / Quality Manager
irma _ Giovanni Chiarin

signature

| OV QLL«Q M

VACUTEST KIMA srl - Vacuum tubes - Via dell’Industria, 12 - 35020 ARZERGRANDE (PD) Italy - e-mail: info@vacutestkima.it
Tel. +39 049 9719511 / 9720624 - Fax +39 049 9719543 / 9720182 - Reg. Imp. Padova, Cod. Fisc. e P. IVA 03450130285 - REA PD 311870 - Cap. Soc.€15.300,00 i.v.



o ¥ MINISTERIO \gencia espafiola de
Q DE SANIDAD, CONSUMO I I l medicamentos y
Y BIENESTAR SOCIAL . productos sanitarios '
. = CERTIFICACION
N°  39/C-SGO055

A}

LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS
THE AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

otorga el certificado nimero
grants the certificate no.

2013 11 0039 EN

segun la norma
in accordance with the standard

UNE-EN ISO 13485:2018
(EN ISO 13485: 2016 & ISO 13485: 2016)

Productos Sanitarios: Sistemas de Gestion de Calidad - Requisitos para fines reglamentarios
Medical devices — Quality management systems - Requirements for regulatory purposes

a la empresa / to the company

Dia.Pro Diagnostic Bioprobes S.r.l.

Sede social y de fabricacién/ Headquarters and manufacturing facility
Via G. Carducci, 27-20099-Sesto San Giovanni-Milano-Italy

Para las siguientes actividades / For the following activities:

Diseio, desarrollo y produccidon de reactivos y productos reactivos, calibradores y materiales de
control para inmunoquimica, microbiologia, inmunologia infecciosa y técnicas de biologia
molecular.

Diseiio, desarrollo, produccion y servicio técnico de instrumentos y software para diagnéstico in
vitro.

Design, development and manufacturing of reagents, reagent products, calibrators and control materials
for immunochemistry, microbiology, infectious immunology and molecular biology techniques.

Design and development, management of production and technical servicing of instruments and software
for “in vitro” diagnostic.

Modificaciones de alcance: Ver Anexo | / see Annex |

Fecha de validez/ Date of validity: Desde/ From: 8-03-2019 Hasta/To: 17-12-2021

Certificacion inicial/ /nitial certification date: 27-11-2013

Renovacion / Renewal of certification date: 8-03-2019

Mad[id, 08 de marzo de 2019
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

Fdo. M2 Jesls Lamas Diaz

Agencia Espafiola de Medicamentos y Productos Sanitarios
Fecha de la firma: 08/03/2019

Puede comprobar la autenticidad del documento en la sede de la AEMPS: https://sede.aemps.gob.es

Localizador: LPDTJL52DF

CORREO ELECTRONICO Péagina 1 de 2

on0318@aemps.es
CERTIFICACION 13485

C/ CAMPEZO, 1 - EDIFICIO 8

28022 MADRID

Tel.: (+34) 902.101.322 /(+34) 91.822.59.97
Fax: (+34) 91.822.52.89



ENAC

CERTIFICACION
N°  39/C-SGO055

ANEXO | / ANNEX |
CERTIFICADO UNE-EN ISO 13485:2018/ UNE-EN ISO 13485:2018 CERTIFICATE

Modificaciones del alcance / Scope modifications:

Fecha/Date Descripcion de la modificaciéon/ Modification description

18-12-2018 Cambio en la descripcion del tipo de técnica en el ambito tecnoldgico
(inmunologia infecciosa y técnicas de biologia molecular).
Cambio del nivel de detalle en la descripcion del &mbito tecnoldgico

Change in the description of the method of analysis in the technological scope
(infectious immunology and molecular biology techniques).
Change in the level of detail of the technological scope description.

8-03-2019 Ampliacion del ambito tecnolégico para incluir:
Inmunoquimica y microbiologia
Instrumentos y software para diagndstico “in vitro”.

Modificacion del alcance para incluir la actividad de asistencia técnica para
Instrumentos y software para diagnéstico “in vitro”.

Extension of technological scope:

Immunochemistry and Microbiology

Instruments and software for “in vitro” diagnostic
Modification of the scope to include the activity of technical servicing of
instruments and software for “in vitro” diagnostic

MadNrid, 08 de marzo de 2019
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

agencia e

¢ Spanol
’ medlcamentosade
Productog Sanitarjog

Fdo. M2 JesUs Lamas Diaz

Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: LPDTJL52DF
Fecha de la firma: 08/03/2019
Puede comprobar la autenticidad del documento en la sede de la AEMPS: https://sede.aemps.gob.es
CORREO ELECTRONICO Pagina 2 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
A 28022 MADRID
on0318@aemps.es CERTIFICACION 13485 Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

Fax: (+34) 91.822.52.89
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