














        
 
 

 

 

 

 
 

  

 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1810016 

 

 Certificate Holder: 
 

 nal von minden GmbH  
 

 Carl-Zeiss-Str. 12 
47445 Moers 
Germany  
 
 including the locations according to annex 
  

 

 Scope:  Design and development, manufacture and distribution  

of in-vitro diagnostic test kits and reagents for the detection  

of cardiac markers, tumour markers, infections, inflammation, 

allergies, endocrine disorders, diabetes, hormones, vitamins, 

special proteins, metabolic disorders, drug misuse, immune 

status, vaginal pH levels, pregnancy, kidney function, for urine 

analysis, performance diagnostics, sperm testing, coagulation 

management systems, for use in clinical laboratories,  

as near-patient tests and for self-testing and associated  

in-vitro diagnostic devices for sampling and analysis systems,  

as well as veterinary diagnostic devices and testing for narcotics 

and substances. 

Distribution of control materials and tests for blood group 

determination, medical masks, medical gloves, blood pressure 

monitoring devices, medical thermometers, swabs, lancets and 

laboratory analyses. 

 
   Proof has been furnished by means of an audit that the 

requirements of ISO 9001:2015 are met. 

 

 
 

 Validity:  The certificate is valid from 2021-09-10 until 2024-09-09. 

 First certification 2018 

  

  

 2021-09-10   

 

  

  TÜV Rheinland Cert GmbH  
 Am Grauen Stein · 51105 Köln  

 

 

 

 

   
 

 

 www.tuv.com 
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 Annex to certificate  
 

  
 

 

 

 

 Standard 
 ISO 9001:2015  

 

 Certificate Registr. No.  01 100 1810016  
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    No.  Location  Scope 
  H 
/01 c/o nal von minden GmbH 

Carl-Zeiss-Str. 12                                                              
47445 Moers                                                                     
Germany 

Design and development, manufacture and 
distribution of in-vitro diagnostic test kits and 
reagents for the detection of cardiac markers, 
tumour markers, infections, inflammation, 
allergies, endocrine disorders, diabetes, 
hormones, vitamins, special proteins, metabolic 
disorders, drug misuse, immune status, vaginal 
pH levels, pregnancy, kidney function, for urine 
analysis, performance diagnostics, sperm 
testing, coagulation management systems, for 
use in clinical laboratories, as near-patient tests 
and for self-testing and associated in-vitro 
diagnostic devices for sampling and analysis 
systems, as well as veterinary diagnostic 
devices and testing for narcotics and 
substances.Distribution of control materials and 
tests for blood group determination, medical 
masks, medical gloves, blood pressure 
monitoring devices, medical thermometers, 
swabs, lancets and laboratory analyses. 
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 Annex to certificate  
 

  
 

 

 

 

 Standard 
 ISO 9001:2015  

 

 Certificate Registr. No.  01 100 1810016  
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/02 c/o nal von minden GmbH 
Friedenstr. 32                                                                  
93053 Regensburg                                                                
Germany 

Design and development, distribution of in-vitro 
diagnostic test kits and reagents for the 
detection of cardiac markers, tumour markers, 
infections, inflammation, allergies, endocrine 
disorders, diabetes, hormones, vitamins, special 
proteins, metabolic disorders, drug misuse, 
immune status, vaginal pH levels, pregnancy, 
kidney function, for urine analysis, performance 
diagnostics, sperm testing, coagulation 
management systems, for use in clinical 
laboratories, as near-patient tests and for self-
testing and associated in-vitro diagnostic 
devices for sampling and analysis systems, as 
well as veterinary diagnostic devices and testing 
for narcotics and substances.Distribution of 
control materials and tests for blood group 
determination, medical masks, medical gloves, 
blood pressure monitoring devices, medical 
thermometers, swabs, lancets and laboratory 
analyses. 

 

 

 

 

 

 

 

 



 
 

 Page 3 of 3 

 

    

 Annex to certificate  
 

  
 

 

 

 

 Standard 
 ISO 9001:2015  

 

 Certificate Registr. No.  01 100 1810016  
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/03 c/o nal von minden GmbH 
Robert-Bosch-Breite 34                                                          
37079 Göttingen                                                                 
Germany 

Design and development, manufacture and 
distribution of in-vitro diagnostic test kits and 
reagents for the detection of cardiac markers, 
tumour markers, infections, inflammation, 
allergies, endocrine disorders, diabetes, 
hormones, vitamins, special proteins, metabolic 
disorders, drug misuse, immune status, vaginal 
pH levels, pregnancy, kidney function, for urine 
analysis, performance diagnostics, sperm 
testing, coagulation management systems, for 
use in clinical laboratories, as near-patient tests 
and for self-testing and associated in-vitro 
diagnostic devices for sampling and analysis 
systems, as well as veterinary diagnostic 
devices and testing for narcotics and 
substances.Distribution of control materials and 
tests for blood group determination, medical 
masks, medical gloves, blood pressure 
monitoring devices, medical thermometers, 
swabs, lancets and laboratory analyses. 

 

 2021-09-10    

 

            TÜV Rheinland Cert GmbH 

Am Grauen Stein · 51105 Köln 

 
 

 

 

 



исх. №303 от 23.11.2017г.

Информационное письмо. 

В соответствии с действующим Постановлением Правительства РФ от 01.12.2009г. 
№982 «Об утверждении единого перечня продукции, подлежащей обязательной 
сертификации, и единого перечня продукции, подтверждение соответствия которой 
осуществляется в форме принятия декларации о соответствии», Карандаш (Vitrograf-
маркер) по стеклу имеет общелабораторное назначение и по общероссийскому 
классификатору продукции относятся к группе товаров с кодом ОКП 025546 – «Составы 
восковые различного назначения», ОКПД2 19.20.41.190 «Воски нефтяные прочие», 
обязательной сертификации и декларированию не подлежит. 

Начальник ОТК Грузинцев С.А.



Certification System 
Works and Services, Management Systems 

InterSertTest 
CERTIFICA TION BODY 

LIMITED LIABILITY COMPANY 
"IS O CONSULTING" 

Plt£\f/. .. F.:.\' /26, /27, /28,A.'rD 129,BLOCK ], FtOQit l,J, D--tVYnKfiVSKAYASTR., ;l-/OSCOW, 111151 

CERTIFICATE OF CONFORMITY 
Issue I. QMS is certified since January 2021 

.fl'g POCC RU.C.04WA.CK.J558 

Is given to: Research and Production Company "VINAR" 
Limited Liability Company 

("RPC "VINAR", LLC) 
TIN 5023001024 

Office VIII, Building 7A, 5, Gospitalniy Val. Moscow, 105094 

THIS CERTIFICATE CERTIFIES THAT 
QUALITY MA.\'AG£ .• 1£.\'T Sl'STI;-.~1 AS APPLIED TO DEI '"ELOP!tfENT. PR/)Ol'C1"10N AND SAI.f:.'i OF ill£ FOLLIJifiiNC /'RODVCTS: CHE.liiC.AI. 

A \'11 HIOI.OG/CAL STI-.Ril.IZAT/0\, DISJSI'EC110\ A\/) IJECQ.\ TA!tff.'(..f.T/0.\" IXDIC4TORS; PROCESS CHA.LLE.W;e Dt:I'/CES,· ('JII;.liiCAI. 

INDICt TORS 1-"(JR IJI.\'1\'FECfi-"C A ,\0 l'T£RII.IZISG SOLf..'T/0\'S CONCEJ\TflAT/0.\' ('Q.\'TROI; WASH M(),'\'11'0RI,\G Ai'H> PHF.-cl.F.A ,\'ING 

TESTS; P~CK.AC/Sli'MAT£RJ,U.S FOR $1'1"RII.I2.~Tt0.\A,\I> WASH/,\C; "COJ.D CHA/,\ "C0.\1NOL/i'Vf)fCAT0RS; DISPOS. liii..ES FOR 

STERIUUTJQ\ INRAS, OPEitATf\'G ROOMSA.\D CU:A.\ AIUiAS; A \TIS/o~P1'1CS A \I> D/$1\'I•GCTA,"f' Y.~ 

COMPLIES WITH THE REQUIREMENTS OF 
GOST ISO I 3485-2017 (ISO 13485:2016) 

By virtue of: Decision of the Certification Body N91558 dated 22 January 2021 
lllb CtllfiTICAT£ ~H"I.J. IIJ'IjD nt .. OICIC.\'il1-"110S T(l t.IAI'ITAf~ TEll: STATE Ot' nu: (il:'-Ul'r MA.' .\oCt \ltl'(t ! tJftM l.'i ntt "''C)llr.411.l 

C'O'IllliO!I. I' (()\11'11,\S('t:V.Tm ntt 1t.tQLtaL\ol.t/'oDOI111( A.O\·(n-A~D.\aD, TO CO!'o.J'IIIM TlU$ CO~LI.\1\(T "~ tu:nl 'f'SOV THl 
A''l"-L t!'-'-1'ff110" nr:Eo.;..n ~ "M C0'"l'1 n"'c;" t.L( <'~:ltnHC'AfiO~ OODV •1nm•111E £li'T1tt. rvuottor nu: Ct~tnrllo\rt 0'-'• ·HI()ll 

f.uuet!: 25 January 2021 Expiry date: 2.5 January 2024 
(1/thi! ut.tpectton control's passed) 

Terms for the first mspection l~r'or laJer than 25 JtmutJry 202~ r'l!' 
1trms for Ow Sf!C()nd in."ipeclion: Not /ottr than 25 Jfinuty;~i](12J 

T.V. GRJCH ANA YA 

Deputy Head of the Certification BodyC j 

N!! 005153 

FEDERAL AGENCY OF TECHNICAL REGULATIONAND-MEfkOLOOY 
GoodwiU Certilic:ation System 'lnterSer1T .. r . Registration NoPOCC R1J.3570.04WAOO 

-----

Certification parent body "EuroSiandard- oertifica' OGAI>l'f097T46081498 
Address: 121110. Mosoow. Kutuzovskiy prospect 36, build. 3, tel: (495) 744-2923 

~:t~:-:z=.__,_.....J..._.-..,.._-..,.._OJ._ -~~.- ..,......:., - ... E -J 
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ФЦ/ХЕРАЛЬНАЯ СЛУЖБА n o  НДДЗОРУ В СФЕРЕ ЗДРАВООХРАНЕНИЯ
И СОЦИААЬНОГО РАЗВИТИЯ

от 03 марта 2010 года
№ ФСР 2010/06938

Срок действия: не ограничен.

Настоящее удостоверение выдано 

ОООНПФ'‘ВИНАР",
Россия, 111020, г. Москва, Госпитальный вая, д.4

и подтверждает, что изделие медицинского назначения

Индикаторы бумажные паровой стерилизации многопараметрические 
химические одноразовые "МедИС-”ВИНАР'1 
по ТУ 9398-027-11764404-2003

производства

ООО НПФ "ВИНАР", Россия, 11Ю20* г. Москва, Госпитальный вал, д.4

класс потенциального риска 2а ОКП 93 9854

соответствующее комплекту регистрационной документации

КРД № 7046 от 09.02.2010 
приказом Росздравнадзора от 03 марта 2010 года № 1645-Пр/10

разрешено к производству, п р о д ^ ^ к д Щ щ ^ н ^ Ш щ а  территории Российской 
Федерации ^ '

Врио руководителя Федерал^ 
по надзору в сфере здравоохр 
и социального развития

Е.А. Тельнова
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data 05/10/2021

DICHIARAZIONE DI CONFORMITÁ 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 Diagnostic Medical Devices as amended.

fabbricante

manufacturer
VACUTEST KIMA S.r.l. –
articoli per laboratori analisi - disposable labware

indirizzo
address

Via dell’Industria, 12

35020 Arzergrande (PD) - Italia

telefono
phone

+39-049-9720624
fax
fax

+39-049-9720182
posta

elettronica
e-mail

info@vacutestkima.it

Identificazione dei prodotti PROVETTE SOTTOVUOTO 13X75 MM PET K3EDTA ASP. 2 ML
TAPPO VIOLA

product identification VACUUM TUBE 13X75 MM W. K3 EDTA FOR 2 ML LAVENDER
CAP

numero di
catalogo

part number
13005

numero di
lotto

batch number
XZ2351

scadenza
expiry
date

28/02/2023

classificazione dei prodotti
product identification

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

Si dichiara
sotto la propria responsabilità 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 I, are retained under the premises of the Manufacturer

luogo e data
place and date

Arzergrande, 05/10/2021

firma
signature

VACUTEST KIMA S.R.L.
Assicurazione Qualità



data 05/10/2021

DICHIARAZIONE DI CONFORMITÁ 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 Diagnostic Medical Devices as amended.

fabbricante

manufacturer
VACUTEST KIMA S.r.l. –
articoli per laboratori analisi - disposable labware

indirizzo
address

Via dell’Industria, 12

35020 Arzergrande (PD) - Italia

telefono
phone

+39-049-9720624
fax
fax

+39-049-9720182
posta

elettronica
e-mail

info@vacutestkima.it

Identificazione dei prodotti PROVETTA SOTTOVUOTO 13X75 MM PET EPARINA LITIO
ASP. 2 ML TAPPO VERDE

product identification VACUUM TUBE 13X75MM W.LITHIUM HEPARIN FOR 2 ML
GREEN CAP

numero di
catalogo

part number
12005

numero di
lotto

batch number
Z2031

scadenza
expiry
date

31/01/2023

classificazione dei prodotti
product identification

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

Si dichiara
sotto la propria responsabilità 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 I, are retained under the premises of the Manufacturer

luogo e data
place and date

Arzergrande, 05/10/2021

firma
signature

VACUTEST KIMA S.R.L.
Assicurazione Qualità



data 05/10/2021

DICHIARAZIONE DI CONFORMITÁ 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 Diagnostic Medical Devices as amended.

fabbricante

manufacturer
VACUTEST KIMA S.r.l. –
articoli per laboratori analisi - disposable labware

indirizzo
address

Via dell’Industria, 12

35020 Arzergrande (PD) - Italia

telefono
phone

+39-049-9720624
fax
fax

+39-049-9720182
posta

elettronica
e-mail

info@vacutestkima.it

Identificazione dei prodotti PROVETTA SOTTOVUOTO 13X75 MM PET EPARINA LITIO
ASP. 2 ML TAPPO VERDE

product identification VACUUM TUBE 13X75MM W.LITHIUM HEPARIN FOR 2 ML
GREEN CAP

numero di
catalogo

part number
12020

numero di
lotto

batch number
KZ2071

scadenza
expiry
date

31/01/2023

classificazione dei prodotti
product identification

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

Si dichiara
sotto la propria responsabilità 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 I, are retained under the premises of the Manufacturer

luogo e data
place and date

Arzergrande, 05/10/2021

firma
signature

VACUTEST KIMA S.R.L.
Assicurazione Qualità



data 05/10/2021

DICHIARAZIONE DI CONFORMITÁ 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 Diagnostic Medical Devices as amended.

fabbricante

manufacturer
VACUTEST KIMA S.r.l. –
articoli per laboratori analisi - disposable labware

indirizzo
address

Via dell’Industria, 12

35020 Arzergrande (PD) - Italia

telefono
phone

+39-049-9720624
fax
fax

+39-049-9720182
posta

elettronica
e-mail

info@vacutestkima.it

Identificazione dei prodotti SIEROSEP IN SEKURPLAST 12X86 MM 5 ML ETICHETTATE
CON ACCELERATORE

product identification STERILE VACUUM TUBE W. CLOT ACTIVATOR VOL. 4 ML
13X75 MM RED CAP

numero di
catalogo

part number
11010

numero di
lotto

batch number
G2351

scadenza
expiry
date

28/02/2023

classificazione dei prodotti
product identification

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

Si dichiara
sotto la propria responsabilità 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 I, are retained under the premises of the Manufacturer

luogo e data
place and date

Arzergrande, 05/10/2021

firma
signature

VACUTEST KIMA S.R.L.
Assicurazione Qualità



data 05/10/2021

DICHIARAZIONE DI CONFORMITÁ 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 Diagnostic Medical Devices as amended.

fabbricante

manufacturer
VACUTEST KIMA S.r.l. –
articoli per laboratori analisi - disposable labware

indirizzo
address

Via dell’Industria, 12

35020 Arzergrande (PD) - Italia

telefono
phone

+39-049-9720624
fax
fax

+39-049-9720182
posta

elettronica
e-mail

info@vacutestkima.it

Identificazione dei prodotti MICROPROVETTE TIPO EPPENDORF IN POLIPROPILENE 1,5
ML CONICHE CON TAPPO

product identification
VACUUM TUBES 4 ML NO ADDITIVE WHITE CAP

numero di
catalogo

part number
149415

numero di
lotto

batch number
KG2501

scadenza
expiry
date

31/03/2023

classificazione dei prodotti
product identification

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

Si dichiara
sotto la propria responsabilità 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 I, are retained under the premises of the Manufacturer

luogo e data
place and date

Arzergrande, 05/10/2021

firma
signature

VACUTEST KIMA S.R.L.
Assicurazione Qualità



data 05/10/2021

DICHIARAZIONE DI CONFORMITÁ 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 Diagnostic Medical Devices as amended.

fabbricante

manufacturer
VACUTEST KIMA S.r.l. –
articoli per laboratori analisi - disposable labware

indirizzo
address

Via dell’Industria, 12

35020 Arzergrande (PD) - Italia

telefono
phone

+39-049-9720624
fax
fax

+39-049-9720182
posta

elettronica
e-mail

info@vacutestkima.it

Identificazione dei prodotti MICROPROVETTE TIPO EPPENDORF IN POLIPROPILENE 1,5
ML CONICHE CON TAPPO

product identification
VACUUM TUBES 4 ML NO ADDITIVE WHITE CAP

numero di
catalogo

part number
149415

numero di
lotto

batch number
KZ2561

scadenza
expiry
date

31/03/2023

classificazione dei prodotti
product identification

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

Si dichiara
sotto la propria responsabilità 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 I, are retained under the premises of the Manufacturer

luogo e data
place and date

Arzergrande, 05/10/2021

firma
signature

VACUTEST KIMA S.R.L.
Assicurazione Qualità



data 05/10/2021

DICHIARAZIONE DI CONFORMITÁ 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 Diagnostic Medical Devices as amended.

fabbricante

manufacturer
VACUTEST KIMA S.r.l. –
articoli per laboratori analisi - disposable labware

indirizzo
address

Via dell’Industria, 12

35020 Arzergrande (PD) - Italia

telefono
phone

+39-049-9720624
fax
fax

+39-049-9720182
posta

elettronica
e-mail

info@vacutestkima.it

Identificazione dei prodotti MICROPROVETTE TIPO EPPENDORF IN POLIPROPILENE 1,5
ML CONICHE CON TAPPO

product identification VACUUM TUBE 13X75MM 3,5ML WITH GEL + CLOT
ACTIVATOR

numero di
catalogo

part number
10010

numero di
lotto

batch number
G2641

scadenza
expiry
date

31/03/2023

classificazione dei prodotti
product identification

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

Si dichiara
sotto la propria responsabilità 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 I, are retained under the premises of the Manufacturer

luogo e data
place and date

Arzergrande, 05/10/2021

firma
signature

VACUTEST KIMA S.R.L.
Assicurazione Qualità
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