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We hereby declare that the devices described below comply with those provisions which apply to them
of the European Directive 98/79/EC ‘on in vitro diagnostic medical devices’, and are placed on the

European market by Mast Group UK through our appointed EC Authorised Representative Mast

Diagnostica GmbH, Feldstrasse 20, 23858 Reinfeld, Germany.

This declaration is valid for the IVD medical devices described below on or after the date hereof, and

which bear the CE mark. It is also valid for all IVD medical devices described below which are

manufactured by Mast and placed on the market on or after the date hereof by third parties with our
consent and which bear the CE mark. All supporting documents relating to this declaration are retained

at the manufacturer’s premises.

susceptibility test (AST) disc products.

Each disc contains an antimicrobial agent of stated
content in conformance to recognised AST
standards such as European Committee on
Antimicrobial Susceptibility Testing - EUCAST or
US Clinical and Laboratory Standards Institute -
CLSI.

Product | Product description IVD Directive EDMS code
code classification
Various | MAST DISCS® AST — paper antimicrobial Self-certification | 1402050200

Annex Il
excluding

section 6

(Code registered -

GMDN code - 63834

Standards applied: EN ISO 13485:2016, ISO 9001:2015, EN ISO 14971:2019, EN ISO 18113-1:2011,
EN ISO 18113-2:2011, EN ISO 15223-1:2016, EN I1SO 15223-2:2010.

C Winstanley, Quality Assurance and Regulatory Affairs Manager 1,Magt, GIRMPy} lonastirschii Viorica

Document valid till: 18t May 2025

Registered in England 632512
Mast House, Derby Road, Bootle, Merseyside, L20 1EA, United Kingdom

Date: 2024.01.31 08:46:49 EET
Reason: MoldSign Signature
Location: Moldova
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By Royal Charter

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

This is to certify that: Mast Group Ltd
Mast House, Derby Road
Bootle
Liverpool
L20 1EA
United Kingdom

Holds Certificate Number: FM 724380

and operates a Quality Management System which complies with the requirements of ISO 9001:2015 for the
following scope:

Design, manufacture and supply of in-vitro diagnostic devices and associated
services.

For and on behalf of BSI:

Matt Page, Managing Director Assurance - UK & Ireland

Original Registration Date: 1994-06-14 Effective Date: 2021-11-11
Latest Revision Date: 2021-12-03 Expiry Date: 2024-05-31
o Page: 1 of 2
S ..making excellence a habit.

0003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowilhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.



Certificate No: FM 724380

Location Registered Activities

Mast Group Ltd Design, manufacture and supply of in-vitro diagnostic devices
Mast House, Derby Road and associated services.

Bootle

Liverpool

L20 1EA

United Kingdom

Mast Group Ltd Manufacturing, QC and warehousing of IVD kits and
Atlantic House, Derby Road reagents, bacteriological media and other kits and reagents
Bootle for the life sciences industry.

Liverpool

L20 1EA

United Kingdom

Original Registration Date: 1994-06-14 Effective Date: 2021-11-11
Latest Revision Date: 2021-12-03 Expiry Date: 2024-05-31
Page: 2 of 2

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.



bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

This is to certify that: Mast Group Ltd
Mast House, Derby Road
Bootle
Liverpool
L20 1EA
United Kingdom

Holds Certificate Number: MD 724379
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

Design, manufacture and supply of in-vitro diagnostic devices for clinical microbiology and
molecular biology and bacteriological media.

cni C_Seed ¢

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2020-10-07 Effective Date: 2021-06-01
Latest Revision Date: 2021-11-28 Expiry Date: 2024-05-31
ohy Page: 1 of 2
et ..making excellence a habit”

0003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowilhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.



Certificate No: MD 724379

Location Registered Activities

Mast Group Ltd Design, manufacture and supply of in-vitro diagnostic devices
Mast House, Derby Road for clinical microbiology and molecular biology and

Bootle bacteriological media

Liverpool

L20 1EA

United Kingdom

Mast Group Ltd Manufacture of IVD kits and reagents for clinical microbiology
Atlantic House, Derby Road and molecular biology, bacteriological media.

Bootle

Liverpool

L20 1EA

United Kingdom

Original Registration Date: 2020-10-07 Effective Date: 2021-06-01
Latest Revision Date: 2021-11-28 Expiry Date: 2024-05-31
Page: 2 of 2

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.



IVD solutions through partnership

Mast

Group

SRL SANMEDICO Mast Group Ltd.

Mast House
A. Corobceanu Street 7A, apt. 9, Derby Road
Chiginau MD-2012, Bootle
Moldova Merseyside L20 1EA

United Kingdom
Tel: +44 (0) 151 933 7277

www.mast-group.com

TO WHOM IT MAY CONCERN

LETTER OF AUTHORISATION

This letter is to confirm, SRL SANMEDICO of address A. Corobceanu Street 7A, apt. 9,
Chisinau MD-2012, Moldova is authorised to register products, present proposals, offer
quotations and accept orders and to participate in tenders as required for Mast Group
Limited products.

The undersigned herewith states that the above is true and correct.

Yours faithfully,

Susan Thomson
Bootle UK
December 9th 2021

International business Manager, on behalf of Mast Group

Registered in England 632512
Mast House, Derby Road, Bootle, Merseyside L20 1EA, United Kingdom

Certificate No: FM 724380 Certificate No: MD 72379



IVD solutions through partnership

Mast ‘

Group

. _ bsi<owm i
Registered in England 632512 Gy e a| \iss
Mast House, Derby Road, Bootle, Merseyside L20 1EA, United Kingdom i quay

Certificate No: FM 724380 Certificate No: MD 72379
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SYNTESYS S.AS. DIRINALDOR. & C.

SYNTESYS VIA G. GALILEL10/3

35037 2.1. SELVE DI TEOLO (PD)

TEL. +39 049 9903866 R.A. FAX +39 049 9903867
COD.FISCALE P.IVA NREG IMP. PADOVA 03573950288
E-MAIL INFORSYNTESYS.IT - WEB WWW.SYNTESYS.IT

DICHIARAZIONE DI CONFORMITA®
Conformity declaration

C€

Il sottoscritto. Rinaldo Ruggero legale rappresentante della ditta:
The undersigned: Rinaldo Ruggero legal representative of the company:

produttore/manufacturer

SYNTESYS S.a.s. di Rinaldo R.- & (.

indirizzo/address

Via 6. Galilei. 10/3 35037 Zona Industriale SELVE DI TEOLO (PADOVA) ITALY

0 rappresentante il mandatario autorizzato entro la Unione Europea
or representing the authorized mandatary within the European Community

Mandatario autorizzato/aguthorized mandatary

indirizzo/address

Dichiara sotto la propria responsabilitd che il prodotto/declares under his own
responsability that the product:

Padella per ammalati+ urinali uomo e donna. speculum vaginalia.
tamponcini cotonati. tamponi sterili in provetta. tamponi sterili
con terreno Amies e Stuart in provetta/ Bed pans Urinal’s man and
woman. Vaginal speculum. Cotton swab. Sterile swab in test tubes
Sterile swab with medium Amies or Stuart in test tube

Denominazione/Description

Polipropilene. Polietilene. Legno/ Polypropylene. Polyethylene:

Materiale/Material Wood

£ conforme alle disposizioni della direttiva 93/42/CE e smi. concernente i dispositivi medici
ed al Decreto Legislativo di recepimento con D.lgs. del 240271997 n° 4L/97 e soddisfa a
tutti i requisiti specificati.

Il dispositivo & stato classificato appartenente alla classe I° secondo i criteri stabiliti
in base a quanto previsto dallArt. 9 ed allegato IX dells direttiva sopra citata /It meets
the EC Directive 93/42 about Medical Devicer specifications established by the Italian law n
4L/97, dated Z24th February 1997 The device was classified as belonging to the 15t classs
gccording to the specifications of the established by the art.9. IX enclosure of the above
mentioned directive.

Dichiara inoltre che la documentazione tecnica di supporto alla presente dichiarazione di
conformitd & conservata presso gli uffici dell‘azienda e sara posta alla disposizione di chi
la richiede/ declares that all technical documents attached to this conformity statment are
filed in our company and can be consulted by any authorized body on demand-

Data 07.01.201b
Issued on January 7th 201k

SYNTESYS S.A.S.
Il legale rappresentante

C T

PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO - DISPOSABLE LABWARE




1508001 2008
Cert N 6574/0

SYNTESYS S.AS DIRINALDOR. & C
VIA G. GALILEI,10/3
35037 Z.I. SELVE DI TEOLO [PD)
TEL. +39 OM9 9903866 R A. FAX +39 049 9903867

SYNTESYS COD.FISCALE P.IVA NREG.IMP. PADOVA 03573950288
E-MAIL INFORSYNTESYS.IT - WEB WWW.SYNTESYS.IT

DICHIARAZIONE DI CONFORMITA®
Conformity declaration

C€

I1 sottoscritto. Rinalde Ruggero legale rappresentante della ditta:
The undersigned. Rinaldo Ruggero legal representative of the company:

produttore/manufacturer

SYNTESYS S.a.s. di Rinaldo Ruggero & C.

indirizzo/address

Via 6. Galilei. 10/3 35037 Zona Industriale SELVE DI TEOLO (PADOVA) TITALY

0 rappresentante il mandatario autorizzato entro 1la Unione Europea or representing the
authorized mandatary within the European Community

Mandatario autorizzato/authorized mandatary

indirizzo/address

Dichiara sotto la propria responsabilita che il prodotto/declares under his own
responsability that the product:

Denominazione degli Contenitori per urina. contenitori per feci.
articoli contenitori universali. Pipette Pasteur. Piastre di
prodotti/Description of Petri. Anse Sterili per batteriologia. Aste a “L"-
Manufacturer Puntali Eppendorf gialli e blue. cuvette per

spettrofotometro. tazzine per campionamento siero-
bacchette per distacco ed estrazione del coagulo.
pinzette in polistirolo monouso. provette monouso in
plastica- tappi alettati per provette diam. 12 mm e
lkmm. provette con granuli ed acceleratore. provette
sottovuoto per prelievo. Sistema SEDIPLAST.
Microprovette. Portavetrini. Vetrini precoloratia
Portaprovette. supporti per microprovette. bottiglie
per raccolta urine.

Urine container. faeces container. universal
container. Pasteur pipette. Petri dishes. Sterile
loops. Sterile loops open “L". Eppendorf tips yellow
and blue. cuvettes for spectrophotometer: samples
cups.: Rod to detach clot. disposable forcepsi
Disposable plastic tubes., winged stoppers for tubes
diam- 12mm & lbmm. Test tube with granules and clot
activator. vacuum test tube: SEDIPLAST systems

micro test tubes, Slides Nailer "TESTSIMPLETS" slide:
rack for test tubes. rack for micro test tubes.
Bottles for urine collection-

PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO - DISPOSABLE LABWARE
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1S09001:2008
Cert N 6574/0

SYNTESYS S.AS. DIRINALDOR. & C.

VIA G. GALILE|, 10/3

35037 Z.I. SELVE DI TEOLO [PD]

TEL. +39 049 9903866 R.A. FAX +39 O49 99503867

SYNTESYS COD.FISCALE P.IVA NREG.IMP. PADOVA 035739550288
E-MAIL INFORSYNTESYS.IT - WEB WWW.SYNTESYS.IT

Polipropilene. Polistirolo. Polietilene e
Materiale/Material Polimetilmetacrilato

Polypropylene. Polystyrene, Polyethylene and
Polymetilmetacrylate

E conforme alle disposizioni della direttiva 98/79/CE concernente i dispositivi medici
diagnostici in vitro e recepito in Italia con D.L. del 08/09/2000 n° 332 allegato 1
(requisiti essenziali) ed & fabbricato in accordo ai requisiti di cui all'Allegato III della
sopra citata direttiva / It meets the (CE Directive 98/79 CE about in vitro diagnotic device
specifications established by the Italian law n- 332. dated Bt" September Z2000. The device is
made according to the specifications of the III attached of the above-mentioned directive.

Dichiara inoltre che la documentazione tecnica di supporto alla presente dichiarazione di
conformitd & conservata presso gli uffici dell’azienda e sara posta alla disposizione di chi
la richiede/declares that all technical documents attached to this conformity statment are
filed in our company and can be consulted by any authorized body on demand-

Data 07/01/201k
Issued on January 7t" 201k

SYNTESYS S.a-.s.

I1 legale rappresentante

0 Rug o
y >

e

PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO - DISPOSABLE LABWARE




» glL data 05/10/2020
1

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 In Vitro Diaanostic Medical Devices as amended.

fabbricante ROLL S.r.l.
manufacturer - articoli per laboratori analisi - disposable labware
indirizzo Via Leonardo da Vinci, 24/a
dd . . .
aaaress 35028 Piove di Sacco (PD) - Italia
telefono fax posta
+39-049-9719511 +39-049-9719542 elettronica roll@tecnomeus.it
phone fax e-mail

Identificazione dei prodotti PENTASQUARE SLIDE CON 10 CAMERE SEPARATE E
GRIGLIA DI CONTA OUADRATA

product identification peNTASOUARE SLIDE WITH 10 CHAMBERS

numero di numero di scadenza
catalogo 212015 lotto Q15V37 expiry 31/03/2025
part number batch number date

classificazione dei prodotti dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/79/CE e s.m.i.
product identification 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 III della succitata Direttiva, e comprovante il rispetto dei
Requisiti Essenziali di cui all’Allegato I della Direttiva, sono conservati 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 of the 98/79/EC Directive, in order to prove conformity to the
Essential Requirements as listed in Annex 1, are retained under the premises of the Manufacturer

luogo e data . . .
place and date Piove di Sacco, 05/10/2020 (data di stampa)

firma ROLL S.r.l.
signature Assicurazione Oualita



Cert. N.7111/3 Cert. N.6574/3

SYNTESYS S.r.L. unipersonale

Via G. Galilei, 10/3 - 35037 Z.I. SELVE DI TEOLO (PD)
Tel. +39 049 9903866 r.a. Fax +39 049 9903867
C.F./P.I./N.Reg.Imp. Padova 03573950288

Rea pd-320123 - cap.soc. 20.700,00€

SY N T E SYS e-mail info@syntesys.it — web www.syntesys.it

Pec posta@pec.syntesys.it

DICHIARAZIONE DI CONFORMITA’ UE
EU Declaration of conformity

C€

Il sottoscritto, Rinaldo Ruggero legale rappresentante della ditta:
The undersigned, Rinaldo Ruggero legal representative of the company:

produttore/manufacturer

|SYNTESYSS.r.l

indirizzo/address

Via G. Galilei, 10/3 35037 Zona Industriale SELVE DI TEOLO (PADOVA) ITALY

O rappresentante il mandatario autorizzato entro la Unione Europea
or representing the authorized mandatary within the European Community

Mandatario autorizzato/authorized mandatary

indirizzo/address

Dichiara sotto la propria responsabilita che il prodotto/declares under his own responsability that the product:

Anse st. in polist. 10 pl in sacchetti da 20 pz./ Sterile polystyrene
inoculating loops 10 ul (bags 20 pcs)

Codice/Code 318288

Materiale/Material Polistirolo/ Polystyrene

Classe di rischio/Risk class Classe A sterile/ Class A sterile

Denominazione/Description

E conforme alle disposizioni della direttiva 98/79/CE, concernente i dispositivi medici diagnostici in vitro e recepito in Italia
con D.L. del 08/09/2000 n° 332 e smi allegato 1 (requisiti essenziali) ed & fabbricato in accordo ai requisiti di cui all’Allegato Il
della sopra citata direttiva./ It meets the provisions of the Council Directive 98/79 EEC about in vitro-diagnostic-devices and
following amendments and meets the specifications established by the Italian law n. 332, dated 8th September 2000. The
device was made according to the specifications of the Ill Annex of the above-mentioned directive.

Dichiara inoltre che la documentazione tecnica di supporto alla presente dichiarazione di conformita & conservata presso gli
uffici dell’azienda e sara posta alla disposizione di chi la richiede/ declares that all technical documents attached to this
conformity statement are filed in our company and can be consulted by any authorized body on demand.

Data 26.06.2023

SYNTESYS S.R.L.
UNIPERSONALE
Il Legale Rappresentante
Rinaldo Ruggero

PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO — DISPOSABLE LABWARE
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DP75H.Al2 Rev. 1

B
DICHIARAZIONE DI CONFORMITA' UE
EU DECLARATION OF CONFORMITY
conforme all'Allegato 1V del Regolamento (UE) 2017/746 "Dispositivi medico-diagnostici in vitro"
according to Annex IV of the Regulation (EU) 2017/746 "In vitro diagnostic medical devices"
fabbricante ROLL S.R.L.
manufacturer articoli per laboratori analisi - disposable labware
N° registrazione unico
SRN IT-MF-000021270
indirizzo Via Leonardo da Vinci, 24/A,
address 35028 PIOVE DI SACCO (PD) - ITALIA
telefono fax posta
+39-0499719511 +39-0499719543 elettronica  roll@tecnomeus.it

phone fax e-mail

Identificazione dei prodotti PROVETTE PST 16X100 MM 10 ML CONICHE CON BORDO

Product identification PS CONICAL TEST TUBES 16X100 MM 10 ML WITH RIM

Destinazione d'uso CAMPIONAMENTO DI LIQUIDI BIOLOGICI

SAMPLING OF BIOLOGIC LIQUIDS
Intended use

BASIC UDI-DI 805938689TTUBEVZ

CND W050301020102

numero di numero di lotto scadenza

catalogo 18304 20860 31/01/2027
part number batch number expiry date

classificazione dei prodotti ~ dispositivi non sterili rientranti nella classe A del regolamento 2017/746, conforme alla regola 5

product identification non sterile devices included in the class A regulation (EU) 2017/746, according to rule 5

Si dichiara
sotto la propria esclusiva responsabilita che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili dal
regolamento 2017/746 Dispositivi Medico-Diagnostici In Vitro.
La documentazione tecnica richiesta dal succitato regolamento e quella comprovante il rispetto dei Requisiti generali di
sicurezza e prestazione di cui all'Allegato | del Regolamento, sono conservati a cura del Fabbricante
Hereby we declare
Under our sole responsability that the above mentioned devices meet the applicable provisions of the Regulation (EU)
2017/746 on "In vitro diagnostic medical devices"

The technical documentation, as required by Regulation (EU) 2017/746 and documents in order to prove conformity to
general safety and performance requirements as listed in Annex |, are retained under the premises of the Manufacturer

luogo e data

place and date PIOVE DI SACCO, 17/06/2022

firma ROLL S.R.L. - o u
signature Quality Assurance C[ Lo LU C/%Lku}tum
Giovanni Chiarin




DP75H.Al2 Rev. 1

o @< Mmeus

DICHIARAZIONE DI CONFORMITA' UE
EU DECLARATION OF CONFORMITY

conforme all'Allegato IV del Regolamento (UE) 2017/746 "Dispositivi medico-diagnostici in vitro"
according to Annex IV of the Regulation (EU) 2017/746 "In vitro diagnostic medical devices"

fabbricante MEUS S.R.L.
manufacturer articoli per laboratori analisi - disposable labware
N° registrazione unico
SRN IT-MF-000021269
indirizzo Via Leonardo da Vinci, 24/B-26
address 35028 PIOVE DI SACCO (PD) - ITALIA
telefono fax posta
+39-0499719511 +39-0499719543 elettronica  meus@tecnomeus.it
phone fax e-mail

Identificazione dei prodotti LITIO EPARINA X 10 ML SU PROVETTE PP 16X100 MM

Product identification LITHIUM HEPARIN FOR 10 ML OF BLOOD IN TEST TUBES 16X100 MM

Destinazione d'uso RACCOLTA DI CAMPIONI DI SANGUE PER | SUCCESSIVI TEST CHIMICO-
CLINICI

Intended use COLLECTION OF BLOOD SAMPLES FOR SUBSEQUENT CHEMICAL-CLINICAL
TESTS

BASIC UDI-DI 805384899MTUBESWN

CND W050101010201

numero di numero di lotto scadenza

catalogo 18650 311608 30/11/2025

part number batch number expiry date

classificazione dei prodotti ~ dispositivi non sterili rientranti nella classe A del regolamento 2017/746, conforme alla regola 5

product identification non sterile devices included in the class A regulation (EU) 2017/746, according to rule 5

Si dichiara
sotto la propria esclusiva responsabilita che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili dal
regolamento 2017/746 Dispositivi Medico-Diagnostici In Vitro.
La documentazione tecnica richiesta dal succitato regolamento e quella comprovante il rispetto dei Requisiti generali di
sicurezza e prestazione di cui all'Allegato | del Regolamento, sono conservati a cura del Fabbricante
Hereby we declare
Under our sole responsability that the above mentioned devices meet the applicable provisions of the Regulation (EU)
2017/746 on "In vitro diagnostic medical devices"

The technical documentation, as required by Regulation (EU) 2017/746 and documents in order to prove conformity to
general safety and performance requirements as listed in Annex |, are retained under the premises of the Manufacturer

luogo e data

place and date PIOVE DI SACCO, 13/12/2023

firma MEUS S.R.L. , T
signature Quality Assurance C[ Lo A LA C}{ﬁ“ ot
Giovanni Chiarin



Cert. N.711172 Cert. N.8574/2

SYNTESYS S.R.L. uniFrERSONALE

VIA G. GALILEL, 10/3 - 35037 Z.I. SELVE DI TEOLO (PD]
TEL. *39 045 SS03866 R.A. FAX +39 O4S S95S03867
C.F./RP.L/N.REG.IMP. PADOVA 035739550288

REA PD-320123 - CAR.SOC. £0.700,00¢

E-MAIL INFOBSYNTESYS.IT - WEB WWW.SYNTESYS.IT
PEC POSTARBRPEC.SYNTESYS.IT

SYNTESYS

AUTHORIZATION LETTER

We, Syntesys S.R.L. having a registered office at Via G. Galilei 10/3,
35037 Selve di Teolo - PD - Italy, assign Sanmedico SRL having a registered
office at A.Corobceanu str., apt. 9, Chisinau MD-2012, Moldova, as authorized
representative.

We declare that the company mentioned above is authorized to register, notify,
renew or modify the registration of medical devices on the territory of the
Republic of Moldova.

This letter is valid till 28.08.2024

Teolo, 28.08.2023

® N

SYNTESYS S.R.L.
UNIPERSONALE

Via G. Galilei, 10/3 - 35037 Z.I. Selve - Teolo (PD)

CF/PI/R.I. PD: 03573950288 - Cap. Soc. 20.700,00 €
Tel. 049 9903866 - Fax 049 9903867

Rinaldo Ruggero
CEO and Legal Representative
SYNTESYS S.R.L.

PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO - DISPOSABLE LABWARE
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Certificate

CISQ/ICIM S.P.A. has issued an IQNet recognized certificate that the organization:
SYNTESYS S.R.L.

Head Office and Operative Unit
Via G. Galilei, 10/1-2-3 - Zona Industriale - I-35037 Selve di Teolo (PD)
Operative Units
Via G. Galilei, 16 /1 - Zona Industriale - 1-35037 Selve di Teolo (PD)

Via San Benedetto, 48/A - Zona Industriale - 1-35037 Selve di Teolo (PD)
Via G. Galilei, 3 - Zona Industriale - I-35037 Selve di Teolo (PD)

has implemented and maintains a/an
Quality Management System
for the following scope:
Trading of products for laboratory analysis. Manufacturing of products for laboratory analysis and
sanitary products. Design and production management of sterile swabs for the collection and the
preservation of biological samples, also for surgical application, with or without transport medium.

which fulfils the requirements of the following standard:

ISO 9001:2015

Issued on: 2022-06-05
First issued on: 2013-06-05
Expires on: 2025-06-04

This attestation is directly linked to the IQNet Partner's original
certificate and shall not be used as a stand-alone document.

Registration Number: IT-83562

Alex Stoichitoiu Mario Romersi

President of IQNET President of CISQ

This attestation is directly linked to the IGNET Member's original certificate and shall not be used as a stand-alone document.
IQNET Members™:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ ltaly CQC China CQM China CQS Czech Republic
Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA FCAV Brazii FONDONORMA Venezuela ICONTEC
Colombia ICS Bosnia and Herzegovina Inspecta Sertifiointi Oy Finland INTECO Costa Rica IRAM Argentina JQA Japan KFQ Korea
LSQA Uruguay MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland NYCE-SIGE Mexico PCBC Poland Quality Austria
Austria Sll Israel SIQ Slovenia SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TSE Turkey YUQS Serbia

" The list of IQNET Members is valid at the time of issue of this certificate. Updated information is available under wwwignet-certification.com
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CISQ is a member of

.. . .-.oo: [}
2 ® e

IQNET

The International Certification Network

ICIM www.ignet-certification.com

CERTIFICATO N.
CERTIFICATE No.

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

SYNTESYS S.R.L.

Sede e Unita Operativa
Via G. Galilei, 10/1-2-3 - Zona Industriale - 35037 Selve di Teolo (PD) — Italia
Commercializzazione di prodotti per analisi di laboratorio. Produzione di prodotti per analisi di laboratorio

e articoli sanitari. Progettazione e gestione della produzione di tamponi sterili per la raccolta e la

conservazione di campioni biologici, anche in ambito chirurgico, con o senza terreno di trasporto.
Unita Operative

Via G. Galilei, 16/1 - Zona Industriale - 35037 Selve di Teolo (PD) — Italia *
Via San Benedetto, 48/A - Zona Industriale - 35037 Selve di Teolo (PD) — Italia *
Via G. Galilei, 3 - Zona Industriale - 35037 Selve di Teolo (PD) — ltalia *

* Magazzino.

6574/3

E CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2015

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES
EA: 29 - 14

Commercializzazione di prodotti per analisi di laboratorio. Produzione di prodotti per analisi di laboratorio
e articoli sanitari. Progettazione e gestione della produzione di tamponi sterili per la raccolta e la
conservazione di campioni biologici, anche in ambito chirurgico, con o senza terreno di trasporto.

Trading of products for laboratory analysis. Manufacturing of products for laboratory analysis and
sanitary products. Design and production management of sterile swabs for the collection and the
preservation of biological samples, also for surgical application, with or without transport medium.

Riferirsi alla documentazione del Sistema di Gestione per la Qualita aziendale per I'applicabilita dei requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.

Il presente certificato & soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico.
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and specific Scheme.

Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it.
For timely and updated information about any changes in the certification status referred to in this certificate,
please contact the number +39 02 725341 or email address info@icim.it.

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA
FIRST ISSUE CURRENT ISSUE EXPIRING DATE
05/06/2013 05/06/2022 04/06/2025

.

incenzo Delacq
Rappresentante Djrezione / Managem nt Representative

ICIM S.p.A.
Piazza Don Enrico Mépelll 75 — 20099 Sesto San Giovanni (Ml)
[ www.icim.it

L’ENTE ITALIANO DI ACCREDITAMENTO !

SGQ N° 004 A CISQ ¢ la Federazione Italiana di Organismi di
Certificazione dei sistemi di gestione aziendale. CISQ
is the Italian Federation of management system
Certification Bodies.

Wwww.cisg.com
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Certificate

CISQ/ICIM S.P.A. has issued an IQNet recognized certificate that the organization:
SYNTESYS S.R.L.

Head Office and Operative Unit
Via G. Galilei, 10/1-2-3 - Zona Industriale - I-35037 Selve di Teolo (PD)
Operative Units
Via G. Galilei, 16 /1 - Zona Industriale - 1-35037 Selve di Teolo (PD)

Via San Benedetto, 48/A - Zona Industriale - 1-35037 Selve di Teolo (PD)
Via G. Galilei, 3 - Zona Industriale - I-35037 Selve di Teolo (PD)

has implemented and maintains a/an
Quality Management System
for the following scope:
Trading of products for laboratory analysis. Manufacturing of products for laboratory analysis and
sanitary products. Design and production management of sterile swabs for the collection and the

preservation of biological samples, also for surgical application, with or without transport medium.

which fulfils the requirements of the following standard:

ISO 13485:2016
Issued on: 2022-06-05
First issued on: 2014-06-21
Expires on: 2025-06-04

This attestation is directly linked to the IQNet Partner's original
certificate and shall not be used as a stand-alone document.

Registration Number: 1T-93779

Alex Stoichitoiu Mario Romersi

President of IQNET President of CISQ

This attestation is directly linked to the IGNET Member's original certificate and shall not be used as a stand-alone document.
IQNET Members™:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ ltaly CQC China CQM China CQS Czech Republic
Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA FCAV Brazii FONDONORMA Venezuela ICONTEC
Colombia ICS Bosnia and Herzegovina Inspecta Sertifiointi Oy Finland INTECO Costa Rica IRAM Argentina JQA Japan KFQ Korea
LSQA Uruguay MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland NYCE-SIGE Mexico PCBC Poland Quality Austria
Austria Sll Israel SIQ Slovenia SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TSE Turkey YUQS Serbia

" The list of IQNET Members is valid at the time of issue of this certificate. Updated information is available under wwwignet-certification.com



CISQ is a member of

IQNET

The International Certification Network

IC I M www.ignet-certification.com

CERTIFICATO n.
CERTIFICATE No.

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

SYNTESYS S.R.L.

Sede e Unita Operativa
Via G. Galilei, 10/1-2-3 - Zona Industriale - 35037 Selve di Teolo (PD) — Italia
Commercializzazione di prodotti per analisi di laboratorio. Produzione di prodotti per analisi di laboratorio e articoli
sanitari. Progettazione e gestione della produzione di tamponi sterili per la raccolta e la conservazione di campioni
biologici, anche in ambito chirurgico, con o senza terreno di trasporto.
Unita Operative
Via G. Galilei, 16/1 - Zona Industriale - 35037 Selve di Teolo (PD) — Italia *
Via San Benedetto, 48/A - Zona Industriale - 35037 Selve di Teolo (PD) — Italia *
Via G. Galilei, 3 - Zona Industriale - 35037 Selve di Teolo (PD) — Italia *

* Magazzino.

7111/3

E CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

Commercializzazione di prodotti per analisi di laboratorio. Produzione di prodotti per analisi di
laboratorio e articoli sanitari. Progettazione e gestione della produzione di tamponi sterili per la raccolta
e la conservazione di campioni biologici, anche in ambito chirurgico, con o senza terreno di trasporto.

Trading of products for laboratory analysis. Manufacturing of products for laboratory analysis and
sanitary products. Design and production management of sterile swabs for the collection and the
preservation of biological samples, also for surgical application, with or without transport medium.

Riferirsi alla documentazione del Sistema di Gestione per la Qualita aziendale per I'applicabilita dei requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.

Il presente certificato e soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico.
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and Specific Scheme.

Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si prega di contattare il n°® telefonico +39 02 725341 o indirizzo e-mail info@icim.it.
For timely and updated information about any changes in the certification status referred to in this certificate,
please contact the number +39 02 725341 or email address info@icim.it.

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA
FIRST ISSUE CURRENT ISSUE EXPIRING DATE
21/06/2014 05/06/2022 04/06/2025

Al

Vincenzo Dela
Rappresentantg Direzione / Manag ment Representative

ICIM S.p.A.

i
Piazza Don EnricoMapelli, 75 — 20099 Sesto San Giovanni (Ml)
www.icim.it ‘ ’SQ
www.cisg.com

CISQ é |a Federazione Italiana di Organismi di
SGQ N° 004 A Certificazione dei sistemi di gestione aziendale. CISQ
is the Italian Federation of management system
Certification Bodies.

0860CM_03_IT
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Declaration of Conformity
DECLARATION OF CONFORMITY Document ref.: DOC2015

Page: 1 of 6
1) Manufacturer (Name, departmenty: "Technology-Standard" Ltd

Address: 116/95, Kalinin Prospekt, Barnaul, 656037, Russia and
2) European authorized representative: CEpartner4U BV,

Address; ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS;

(on product labels printed as:
CEpartner4U , Espoorniaan 13, 3951DB Maarn, THE NETHERLANDS, WWW.Cepartner4u.eu)

3) ProdUCt(s) (name, type ormodel/batch number, etc,).

-Kits and reagents for in vitro diagnostics of haemostasis system see appendix

4) The product(s) described above is in conformity with:

Title Document No.

In vitro Diagnostic Medical Devices Directive 98/79/EC

5) Additional information (conformity procedure, Notified Body, CE certificate, Registration nr., etc.)\ Conformity

assessment procedure for CE marking: In vitro Diagnostic Medical Device Directive,
Annex Il .

Registration nr. : NL-CA002-2015-34420

¥
A 4

Barnaul, Russia; 2015-03-17 Andrey Momot, Director “Technology-Standard" Ltd

{Place & date of issue (yyyy-mm-dd)) (name; function and signature of manufacturer)

Declaration form: Standard ISO/IEC 17050-1:2010

vs. 2011-x
Appendix

Date: 2015-02-09


http://www.cepartner4u.eu/

Page: 2 of 6
Document ref - DOC2015 vs Q2

Declaration of Conformity

List of devices.

First date of

Device name Typel/ model/ref Risk class Code:EMDS/GMDN CE
number 1 =
compliance
607, Low
«Techplastin-test» 131 13 02 01 01/
The kit of reagents for 30539 09.02.2015
the determination of 608,
prothrombin time 140,
735
«SFMC-test» Low
The kit of reagents for
the determination of 081, 13 02 03 03/ 09.02.2015
soluble fibrin monomer 007 43421
complexes in blood
plasma
«APTT-test» Low
The kit of reagents for 152, 13 02 01 02/ 09.02.2015
the' determmapon of 001 32392
activated partial
thromboplastin time
«Tech-Fib rinogen- Low
test»
The kit of reagents for 324, 13 02 02 01/
the determination of 094. 30541 09,02.2015
fibrinogen 225
concentration in blood
plasma
Low
«ChromoTech-
Plasminogen»
The kit of reagents for
the determination of 092 1302 05 05/ 09.02.2015
plasminogen 30578
concentration in blood
plasma

See EDMS codes: http://www.edma-ivd.be/ (products cla$sification)/Preference GMDN code


http://www.edma-ivd.be/

Document ref.: DoC2015 vs.
02 Page: 3 0of 6

Declaration of Conformity

(nl

: Code:EMDS/GMDN  First date of
Risk class CE-

number 1 :
compliance

Typel/ model/ref

Device name

«ChromoTech-
Antithrombin»

The kit of reagents for
the determination of

antithrombin
concentration in blood
plasma

192

Low

13 02 06 02/
33156

09.02.2015

«Calibrtaor universal»
The kit of control

blood plasma for the
study of haemostasis

773

Low

13 02 50 02/
30590

09.02.2015

«Thrombo-test»
The kit of reagents for

the determination of
thrombin time

151,
609,

610

Low

13 02 01 03/
30540

09.02.2015

«Tech-Factor VIII- test»

The kit of reagents for
the determination of
factor VIII activity in
blood plasma

274

Low

13 02 02 07/
30547

09.02.2015

«PARUS-test»

The kit of reagents for
the determination of
disorders in protein C
system

164

Low

13 02 06 08/
30588

09.02.2015

«APTT-El-test»
The kit of reagents for
the determination of

activated partial
thromboplastin time

649,
652

Low

13 02 01 02/
32392

09.02.2015

{Soluble
thromboplastin with
calcium»

A reagent for
determination of
prothrombin time

643,
638

Low

13 02 01 01/

2NKRRAQ

09.02.2015

«Thrombin»
A reagent for the study
of haemostasis

323,
017

Low

13 02 01 03/
30540

09.02.2015




Page: 4 of 6

Device name

Document ref - DOC2015 vs Q2

Typel/ model/ref

number

Risk class

Code:EMDS/GMDN
1

First date of
CE-
compliance

«Tech-Factor IX-test»

The kit of reagents for
the determination of
factor IX activity in
blood plasma

679

Low

13 02 02 08/
30548

09.02.2015

«RNP-plasma»

Reference normal
pooled plasma

774

Low

13 02 50 02/
30590

09.02.2015

«Pathoplasma»
Pathologic plasma

775

Low

13 02 50 02/
32394

09.02.2015

«Techplastin-test (K)»

The kit of reagents for
the determination of
prothrombin time,
prothrombin ratio and
INR in blood

144

Low

13 02 01 01/ 30539

09.02.2015

<(Tech-Antithrombin-
test»

The kit of reagents for
the determination of
antithrombin II! activity

688

Low

13 02 06 02/
33156

09.02.2015

«Lupus-test»

The kit of reagents for
the determination of
anticoagulants of lupus

type

011

Low

13 02 06 07/
30587

09.02.2015

«Express-Lupus-test»

The kit of reagents for
the determination of
lupus anticoagulant

193

Low

13 02 06 07/
30587

09.02.2015

«Fibrinolysis-test»

The kit of reagents for
the study of Xlla-
kininogenase-
dependent,
spontaneous and
induced euglobulin
fibrinolysis

009

Low

13 02 05 90/
0

09.02.2015




Type/ model/ref

: First date of
Risk class Code:EMDS/GMDN

number 1 CE-
compliance

Device name

Low
«MultiTech-

Fibrinogen»

The kit of reagents for
the determination of 711, 1302 02 01/
fibrinogen 712 30541
concentration by
automated and semi-
automated
coagulometers
«Fibrinogen- Low
Calibrator»

The kit of calibrators for
the determination of
fibrinogen
concentration

«ADP» Low

The kit of reagents for 1302 04 01/

the determination of 030 09.02.2015
: 30569

ADP-aggregation of

platelets

Ristomycin

The kit of reagents for 1302 04 01/

the determination of 197 09.02.2015
. . , 30569
ristomycin-aggregation

of platelets

«Collagen»

The kit of reagents for 1302 04 01/

the determination of 095 09.02.2015
) 30569

collagen-aggregation of

platelets

«Adrenaline» Low
The kit of reagents for

09.02.2015

714 13 02 50 02/ 39413 |09.02.2015

Low

Low

the determination of
adrenaline- aggregation
of platelets

031

1302 04 01/
30569

09.02.2015




Document ref.: DoC2015 vs. 02

Declaration of Conformity
Page: 6 of 6

. First date of
Device name Type/ model/ref Risk class Code:EMDS/GMDN -
number 1 -
compliance
«Aggrescreen-test» Low
The kit of reagents for 13 02 04 01/ 09.02.2015
the express
assessment of platelet 010 30569
haemostasis
Low
«Human platelets» 132 130204 01/ 09.02.2015
32409
«Sodium citrate» Low
stabilization of blood in 028 0

the study of
haemostasis
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MHCTPYKLUMA
no NnpMMeHeHunio Habopa peareHToB Ans
onpeaeneHns pactBopuMbix pnubpuH-
MOHOMEPHbIX KOMMJIEKCOB B NJjlasMe
KpoBU (@p/1aKOHHbBIA BapHaHT)

HA3HAYEHMUE

Habop POMK-TecT npegHa3HayeH Ans onpeaesieHvsl B nnasme
KPOBM pacTBOPUMBbIX (DMOPUH-MOHOMEPHBLIX KoMmnnekcoB (POMK),
ABNAIOLMXCA MapKepaMu BHYTPUCOCYAUCTOrO CBEPThIBAHUS KPOBU
npu TpoMbo3ax, Tpomboambonusix, [ABC-cMHApOMax pasfinyHoro
reHesa.

XAPAKTEPUCTUKA HABOPA

MpuHUKMN MeToAa. MNpuHuMN MeToada onpeaeneHus POMK
B Njia3Me KpOBWU 3aK/IIOYaETCA B NOSABNEHUW B MNia3Me, coaep-
Xaulen POMK, 3épeH (napakoarynsta) ¢bubpuHa nocne aobaene-
HUWS K Heil pacTBopa (heHaHTPoNMHa.

CocraB Habopa:

1. Opro-@eHarnTposmHa ruapoxsiopus, 70 mr - 2 dn.

2. KoHTpo/ib-MuHyc (MMObUIN3MpoBaHHas nnasMa KpoBu Ye-
noBeka, He coaepxallas POMK), Ha 1 mn - 1 dn.

3. KoHtposb-rvioc (nnodunnsnpoBaHHas niasMa KpoBu Ye-
noBeka, coaepxawias POMK), Ha 1 mn - 1 dn.

AHAJINTNYECKME
XAPAKTEPUCTUKN HABOPA

Mpu nccnefoBaHUM KOHTPOSIbHOM MiasMbl (KOHTPONb-MUHYC),
BXoAsilei B cocTaB Habopa POMK-TecT, oTMeYaeTcsl OTCYTCTBME
napakoarynsuuun B TeyeHue 60 c.

Mpu WccnefoBaHUM KOHTPOJbHOW Mia3Mbl (KOHTpOMb-Muioc),
Takke BXOAsLEl B COCTaB Habopa, OTMeYaeTcs Hanuuue napa-
Koarynaumu B npegenax ot 5 o 40 c.

TecT He YyBCTBUTENEH K MPUCYTCTBUIO B KPOBM @HTMKOAryssH-
TOB.

MEPbI
MPEAOCTOPOXXHOCTH

MoTeHUManbHbI pUCK NpUMeHeHUs Habopa — knacc 2a (FTOCT
P 51609-2000).

Bce peareHTbl, BxoAsLMe B HAbOp, NCNOMb3YIOTCA TOMLKO ANS
NpVUMeHeHus in vitro.

Bce KOMMOHeHTbI Habopa B UCMOMb3yeMbIX KOHLEHTPaLUSX He
TOKCUYHBbI.

Mpu pabote c Habopom cneayeT HageBaTb OAHOPA3OBble pe-
3MHOBbIE WM NNIACTUKOBbIE MepyaTky, Tak Kak obpasubl Mnnasmbl
KPOBM 4YerioBeka CriefyeT paccMaTpuBaTh Kak MOTEHUMANbHO WH-
(pvumpoBaHHble, CMOCOBHbIE ANMTENIbHOE BpeMsi COXPaHATb W
nepegasaTb BUY, Bupyc renatuta B unv niobolt apyroi Bo3byam-
TeNb BUPYCHOMN MHEKLUN.

Bce wvcnonb3oBaHHble MaTepuansl Ae3nHGUUMPOBaTb B CO-
OTBETCTBUM C TpeboBaHusaMn MY-287-113.

OBOPY[OBAHME,
MATEPWAJIbI, PEATEHTDI

- LleHTpudyra nabopaTopHasi;

- CeKyHaoMep;

- OCBETUTENb A5 MUKPOCKONa;

- nuneTkn BMectuMocTbto 0,1; 1,0 n 10,0 mn;
- NPOBUPKMN CTEKNSAHHBIE;

- BOfa AUCTUNNNPOBaHHas;

- NepYaTKu Pe3nHOBbIE XUPYpPruYeckue.

NMPUIOTOBJIEHUE
AHAJIN3BNPYEMbIX OBPA3LIOB

KpoBb ANt uccnenoBaHus 3abupaloT M3 NIOKTEBOW BeHbl B
NAaCTUKOBYID WM CUIIMKOHWMPOBaHHYI0 MPOBUpKY, coaepxKallyto
3,8 % pacTBOp HaTpUst IMMOHHOKUCIIONO Tpéx3aMelleHHoro (UmT-
paTa HaTpus), COOTHOLIEHNE 06BLEMOB KPOBM M LUMTPaTa HaTpus —

KaTanoxHblii HOMep Habopa: m

000 chupma "TexHonorua-Cranpgaprt"”

656037, bapHaya, a/a 1351, TeA./dakc (3852) 22-99-37, 22-99-38, 22-99-39, 27-13-00




9:1. KpoBb UeHTpudyrmpytoT npu 3000-4000 o6/muH (1200 g) B
TeuyeHue 15 MuH. B pesynbTaTte nonyyatot 6eaHyto TpomboumMTamm
nnasMmy, KOTOpYylo NEepeHoCsT B APYrylo NpobupKy, rae XpaHsT Ao
npoBeseHWst UCCrIeaoBaHus.

Buumanne! Tect ocobo 4yBCTBUTE/IEH K [IOMPELUHOCTIM pu
rosyyern Kposy. LieHTpudyrupoBaHue [O/MKHO NPOBOAUTLCS
HerocpesCTBEHHO Nocne B3siTUS KPOBM, @ OT6Op nnasmbl Ha UC-
cnepoBaHue - cpasy Xe nocne ueHTpudyrnpoBaHus. He gonycka-
€TCsl aHanu3 NnasMmbl, UMEIOLLEN CryCTKM, remMonmns, U36bITOK LUT-
paTa HaTpus U NONy4YeHHOW 6onee 2 4 Hasaj, a Takke 3aMopo-
XKEHHOW MnasMbl KPOBW. YKasaHHble MOrpeluHoCTV MpUBOAAT K
"BHYTpMNpobupoyHoMy" obpasoBaHuto POMK u 3aBblleHuto pe-
3yNbTaToOB ONpeAeneHui.

MPUrOTOBJIEHUE PEAFEHTOB U
MPOBEAEHUE AHAJIN3A

1. NOAIrOTOBKA PEATEHTOB K PABOTE

1.1. PasBeaeHue o-cpeHaHTpONMHA

B oavH 13 ABYX (pnakoHOB C OpTO-(heHAHTPOMHA MMAPOXIO-
puaoM (fanee no TekcTy - deHaHTponuHoM) BHecTn 10,0 Mn
AVCTWUNINIMPOBaHHOW BOAbl M PacTBOPUTb COAEPXUMOE MPU KOM-
HaTHol TemnepaType (+18... +25 °C) u nerkom rnokaynBaHuv B
TeyeHue 2 MUH. B pesynbTaTte nonyyaloT pactBop deHaHTponmHa.
AHanorMyHo, no Mepe HeobXOAMMOCTW, pasBeCTU COAEPXUMOe
BTOPOro nakoHa ¢ PeHaHTPONNHOM.

1.2. PasBepeHne KOHTPOJibHbIX M1asM (KoHTposib-
nnoc u KoHTponb-MuHyc)

Bo dnakoH ¢ nnasmoit, coaepxatuert POMK (KoHTponb-nnioc),
BHecTv 1,0 MA AUCTUNNMPOBaHHOW BOAbI M PacTBOPUTL COAEPXH-
Moe MpW KOMHaTHOM TeMnepaType 1 IerkoM MoKauMBaHuM B Teue-
HMe 3 MWH. AHaNOMMYHO pasBecTu coaepXxumoe (riakoHa C nnas-
MOW, He coaepxalleli POMK (KOHTPOsb-MUHYC).

KoHTponbHas nnasma pa3BoauTca B fAeHb Hayana Mcnonb3o-
BaHMsA Habopa POMK-TeCT n cnyxuT Ans NpoBepky NpaBUIbHOCTU
BbIMOSIHEHMST aHanu3a. Mcnonb3yeTcs B TeyeHue OAHOro vaca
nocrne pasBefieHNsl B YC/IOBUSIX XPaHEHWS! NMPU KOMHATHOM TeMne-
patype.

2. NPOBEAEHUE AHAJIN3A

OnpeneneHvst NMpoBOAST NMpWM KOMHATHOW TemnepaType CMe-
LUMBAEMbIX peareHToB.

K 0,1 mMn uccnegyeMmoli nnasMbl KPOBW, B3SITOM B MPOGUMPKY,
pobasutb 0,1 Mn pactBopa (eHaHTponvHa. HemeaneHHO BKtO-
YnTb cekyHaomep. lpu HenpepbiBHOM MoKayMBaHWUM NPobupkKU B
npoxoAasLleM ceete (>kenaTenbHO MCMOoNb30BaTb OCBETUTENb ANA
Mukpockona Tuna OW-19) perncTpupytoT Bpems OT MOMeHTa Ao-
6aBneHns peareHTa 4O Hayana nosiBNEHMS NepBbIX 3epeH hnbpu-
Ha.

3. YTEHME PE3YJIbTATOB

3.1. KauecTBeHHbI BapuaHT yyeTa pe3y/ibTaToB
onpepneneHna POMK B nnasme kposu

B TeueHve 60 c oTMETUTL NosiBNEHNE 3EpeH napakoarynsTta (B
cryyae MoMoXKWUTENbHOrO pesysbTata) WK UX OTCyTCTBUE (OTpu-
LaTeNbHbIl pe3ynbTar).

B HopMasnbHoOV NnasmMe KpoBW pe3ynbTaT OTPULATENbHBIN.

3.2. KosimuecTBeHHbIi BapuaHT yuyeTa pe3yJsibTa-
TOoB onpepeneHns POMK B nna3me kposu®

O6bI14HO B nepBble 120 C perncTpypyroTCs XOpOLLO BUAUMbIE B
npoxoasieM ceeTe 3epHa (Mapakoarynsar) ¢ubpuHa. OTMeTUTb
BpEMsl UX MOSIBIEHMSI B CeKyHAax M no Tabnuue onpeaenuTb Ko-
nuuyectBo POMK B nccrnegyemoli nnasme.

B HopMme copepxaHve POMK B nnasme no KoOnM4ecTBEHHOMY
BapuaHTy METOAUKMN cocTaBnseT B cpeaHem 3,38+0,02 mr/100 mn
(nnmn 3,38 Mr%), c BepxHuUM npeaenom HopMbl 4,5 Mr/100 mn.

MNoBblweHne ypoBHs POMK xapakTtepHO Ans akTveauuu ceep-
TbIBaHUS KPOBM, MpuyeM, 4eM 6onblue UX KOHLEHTpauus, Tem
BbllUEe PUCK BHYTpUcocyamcToro TpomboobpasosaHus. dddexT oT
renapvHoTepanMu NPoSIBASETCS CHUXKEHWEM paHee MOBbILLEHHOro
nokasarens.

JIoXHOE 3aBbllLIEHNE PE3Y/IbTATOB TECTa Hab/II04aeTCs Mpu.

- pedektax B 3a6ope KpoBW, MPUBOASILLMX K aKTUBaLMKU CBEp-
TblBaHWUS in Vitro (Yalle BCero npy HefoCTaTOMHOM nepeMellvBa-
HWUW KPOBM W LMTpaTa HaTpus);

- XpaHeHuUn nnasmbl Ao aHanunsa 6onee 1 u.

! Momort A.IM., Enbikomos B.A., BapkaraH 3.C. MeTtoguka n KnuHu-
YyecKkoe 3HayeHne napakoarynsumMoHHOro heHaHTPONMHOBOTO TecTa.
I/l Knuhny. nabopaTtopHasi auarHoctuka. - 1996. - N 4. - C. 17-20.

MepeBop pe3ynbTatoB (C) B KOJINYECTBEHHOE CO-
AepxaHne POMK B nnasme

Bpems, ¢ KoHueHTpaums Bpemsi, ¢ KoHueHTpaums
POMK, mr/100 mMn POMK, mr/100 mn
5-6 28,0 21-23 10,0
7 26,0 24-25 9,0
8 24,0 26 8,5
9 22,0 27-28 8,0
10 21,0 29-31 7,5
11 19,0 32-33 7,0
12 17,0 34-36 6,5
13 16,0 37-40 6,0
14 15,0 41-45 5,5
15 14,0 46-54 5,0
16 13,0 55-69 4,5
17-18 12,0 70-87 4,0
19-20 11,0 88-120 3,5
cBbiwe 120 3,0
YCNOBUA XPAHEHUA

N NPUMEHEHUA

Habop paccuntaH Ha nposegeHve 200 aHanM30B npu pac-
xope pacteopa deHaHTponvHa no 0,1 mn Ha 1 aHanus.

XpaHeHne Habopa AO/MKHO MPOBOAMTLCA MpU TeMmnepaType
+2... +8 °C B TeueHue Bcero cpoka rogHoct Habopa (24 mec).
[onyckaeTca TpaHCNopTUpoBKa Mpu TeMmnepaTtype Ao +25 °C B
TeuyeHune 30 cyT. 3aMOpaXKMBaHNe He AOMYyCKAEeTCs.

PacTBop heHaHTPO/IMHA MOXHO XpaHWTb MpU  KOMHAaTHOM
Temnepatype (+18... +25 °C) He 6onee 3 Heaenb, He 3aMOpaXwu-
BaTb.

PasBefeHHYI0 KOHTPO/IbHYIO MNNa3My MOXHO XpaHuTb Npu
KOMHaTHOW TeMnepaType He 6onee 1 4Yaca, He 3aMOpaXXMBaTh.
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Certificate number: 2016-IVD/CE159

Certificate of CE-Notification

This is to certify that, in accordance with the /In Vitro Diagnostic Medical Device Directive
98/79/EC, CEpartner4U BV agrees to perform all duties and responsibilities as the
Authorized Representative for

Technology-Standard Ltd
116/95, Kalinin Prospekt,
Barnaul, 656037
Russia

as stipulated and demanded by the aforementioned Directive. The Dutch Competent
Authorities have accepted the manufacturer's medical device registrations by CEpartner4U
as listed on the product list attached to the manufacturer’s
Declaration of Conformity:

IVD devices were registered under number:
Group : Kits and reagents for in vitro diagnostics of haemostasis system

Notification No.: NL-CA002-2015-34420
see appendix

with Dutch Competent Authorities as a consequently these IVD devices were
entered in EUDAMED by Dutch Competent Authorities

The manufacturer has provided CEpartner4U with all necessary documentation, together with
an appropriate Declaration of Conformity that the IVD medical devices fulfil the essential
requirements of Directive 98/79/EC.

Issue date: 2016-08-19

Olga Teirlinck
Consultant CEpartner4U BV

AUTHORIZED REPRESENTATIVE AND CONSULTING SERVICE FOR CE MARKING CEPARTNER4U BV,
ESDOORNLAAN 13, 3951DB MAARN. THE NETHERLANDS. & :+31-(0)343.442.524; CELL PHONE: +31-(0)6.516.536.26;
FAX: +31-(0)343.442.162; E-MAIL: OFFICE@CEPARTNER4U.COM; WEBSITE: WWW.CEPARTNER4U.COM
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