A 000 "MunuMepnNpom” K

242800, Bpanckan obn,, Ten./dake (48333) 3-44-08
r.fA®Texono, yn. leHuHa, a. 182, kopn. 8 Ten, 3-27-02

NMuneTtka cTeKNAHHaA
Kk CO3-meTpy NC/COI3-01

KZ) ™ Weine Tamw blg.f‘lap (BY) MineTka WKNANanA
CO3-metpnik (NC/ICO3-01) aa CoOJ - metpy (MC/ICOI-01)

PY Na ®CP 2011/11702 oT 17.08.2011 r. TY 9443-005-52876351-2002

100 wr/nana apr. 10002001

e IMND

Varorocewtane / Snalpyw! / Beitaopuys:
000 «Mwut#:ivies I pom»

Digitally signed by Ceaicovschi Tudor
Date: 2022.03.10 16:19:36 EET
Reason: MoldSign Signature
Location: Moldova
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Digitally signed by Ceaicovschi Tudor
Date: 2022.03.10 16:39:27 EET

eason: MoldSign Signature
Irocation: Moldova




FOCYAAPCTBEHHbIA KOMUTET - B STATE COMMITTEE FOR
MO CTAHAAPTU3ALUMMH N STANDARDIZATION OF THE
PECITYBAUKH BEAAPYCb G REPUBLIC OF BELARUS

CEPTUDOUKAT

Ob YTBEPXXAEHWU TUMA CPEACTB U3MEPEHUI

PATTERN APPROVAL CERTIFICATE
OF MEASURING INSTRUMENTS

HOMEP CEPTUDUKATA:
CERTIFICATE NUMBER:

AEACTBUTEAEH AO:
VALID TILL: 26 anpens 2022 .

HacToswmin ceptudukaT yAOCTOBEPSET, YTO HA OCHOBaHUU peLIeHus
HayuHo-TexHuueckorn komuccum no metpoaoruun (Ne 09-17 ot 03.10.2017)
YTBEP>KAEH TUIM CPEACTB U3MEPEHUN

"MuneTkn crekAsHHbie K COI-meTpy NMC/CO3-01 "MunnMeallpom",

usrotoButeAb - OO0 "MununMeallpom", r. AaTbkoBO bpsiHCKO# OOA.,
Poccuiickaa ®eaepauus (RU),

KOTOPbIA 3aperncTpupoBaH B [ 0CyAapCTBEHHOM peecTpe CPEACTB M3MEPEHWI
noa Homepom Pb 03 07 3340 17 u AonyuieH K npumeHeHuio B Pecnybanke
beaapych ¢ 3 okTabpa 2017 r.

OnucaHune TMNa Cp€eACTB M3MepeHMﬁ NMPUBEAEHO B NPUAOCXKEHUU U
ABASETCH HEOTbEMAEMOM YaCTbIO HACTOALWLEero CepTHq)I/IKaTa.

3 okTabpsa 2017 r.

MpeAceraTeAb KOMUTETa - — 720 ~ .B.HasapeHKo




OEAEPAABHAS CAVKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

PETUCTPALIMOHHOE YAOCTOBEPEHHE

HA MEAWLIHHCKROE U34EJIUE
or 19 aBrycra 2015 rona Ne @®CP 2008/03361

Ha mMeauiuHCKOe H3/lenme
CO3-merp I1P-3 no TY 9443-009-52876351-2008

Hacrosimee perncTpallMOHHOE YIOCTOBEPEHAE BBLIAHO

OO6miecTBO ¢ OrpaHAYeHHof oTBeTCTBeHHOCTHI0 "MunnMen"

(000 "MuuuMen"), Poccus,

241520, Bpsanckas obaacts, BpaHcknii paiion, c. Cynoneso, yii. occeiinan, a. 17A

TIpomspoauTens

O6mecTBo ¢ OrpaHHYeHHoii 0TBeTcTBeHHOCTRI0 "MunnMen"

(000 "MunuMen"), Poccus,

241520, Bpanckasn o6aacTh, Bpanckuii paiion, ¢. Cynoneso, yi. [locceiinas, a. 17A

MecTo npoH3BOACTBA MEIHLHHCKOTO H3/IE/IHA
242600, Bpsinckas o61acTh, r. {aTbKO0BO, yi1. Jlenuna, 1. 182, xopm. 1

Homep perucrpanuorHoro gocse Ne P/I-8057/35356 or 30.07.2015
Bun MemunmHcKoro uanenas 176420

Knace NOTeHIMATEHOTO PACKA TPUMEHEHUs MeJIMIHHCKOT0 H3jenus 1

npukazoM Poc3apasnansopa ot 19 aBr ﬂ : F r
JONyIIeHo K obpamienuio Ha Tepputopuy Poccriickol

JI.B. IIapxomenko ‘




Certificate TUVRheinland

Quality Management System
EN ISO 13485:2016

Registration No.: SX 1034230-1
it~ ; Digitally signed by Ceaicovschi Tudor
Organization: nal von _mmden GmbH Date: 20220310 16:22:52 EET
Carl-Zeiss-Str. 12 Reason: MoldSign Signature
47445 Moers Location: Moldova
Germany
Scope: Design and development, manufacture and distribution of in vitro diagnostic

test kits and reagents for the detection or determination of cardiac
markers, tumor 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, sperm testing, coagulation management
systems, for use in clinical laboratories, as near-patient tests and for self-
testing as well as associated in vitro diagnostic devices for sampling and
analysis systems for rapid tests.

Distribution of control materials and tests for blood group determination,
medical masks, medical gloves, blood pressure monitoring devices,
medical thermometers, swabs and lancets.

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a
quality management system for medical devices.

Proof has been furnished that the requirements specified in the abovementioned standard ap/(qm‘ e quality
management system is subject tc yearly surveillance. %\Ix

Report No.: 1089325-40
Effective date: 2021-12-02
Expiry date: 2024-12-01
Issue date: 2021-11-29 S— ——
| Dipl.-Ing=SveR Hoffmann
{ Bheinland LGA Products GmbH
(\ DAk%)(S h Tillystrale 2 - 30431 Nlrnberg - Germany
eutsche

Akkreditierungsstelle
D-ZM-14169-01-02 1/2

100200 0408 ® TLY TUEM ent! TU are recistered tredemarks Utilisation and gpplicati-n resuires privr ¢ pproval,




Certificate

Quality Management System
EN ISO 13485:2016

Registration No.: SX 1034230-1

Organization: nal von minden GmbH

The scope of certification alsc covers the following:

Carl-Zeiss-Str. 12
47445 Moers
Germany

No. Facility
101 ¢/e nal von minden GmbH
Carl-Zeiss-Str. 12
47445 Moers
Germany
/02 c/o nal von minden GmbH
Friedenstr. 32
93053 Regensburg
Germany
/03 ¢/o nal ven minden GmbH
Robert-Bosch-Breite 34
37079 Gottingen
Germany
/04 ¢/o nal von minden GmbH
Raseweg 4
37124 Rosdorf
Germany
Report No.: 1089325-40
Effective date: 2021-12-02
Expiry date: 2024-12-01
Issue date: 2021-11-2¢9
(( DAKKS

10920h 0408 ® TUY, TUEY a7 TLP

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

are reqisterad trademarkz. Ltilisation snd spplication 25 prior appio- 3l

B ®
TUVRheinland

Scope

Manufacture and distributicn

Design and development and distribution

Design and development and manufacture

Administration and distribution

Dipl.-Ing. SVén Hoffmann
TU¥ Rheinland LGA Products GmbH
Tillystralie 2 - 90431 Nurnberg - Germany

212




EC Certificate TOVRheinland
Directive 98/79/EC Annex IV, excluding Sections 4 and 6
Full Quality Assurance System
In Vitro Diagnostic Medical Devices

Registration No.: HL 60131398 0001

Report No.: 21200072 015

Manufacturer: nal von minden GmbH
Carl-Zeiss-Str. 12
47445 Moers
Deutschland

Products: - IVDs for the detecticn of infectious disease markers
- IVDs for the detection of the tumor marker PSA
- Urine tests for self-testing

(see attachment for products and sites included)

Replaces Certificate, Registration No.: HL 60114562 0001

Expiry Date: 2023-11-27

The Notified Body hereby declares that the requirements of Annex IV, excluding section 4 and 6 of the
directive 98/79/EC have been met for the listed products. The above named manufacturer has established
and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex

IV, section 5 of the aforementioned directive. For placing on the market of List A devices_covered by

Effective Date: 2018-11-28

Date: 2018-11-27 S </

DipI Sven Hoffmann

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC
concerning in vitro diagnostic medical devices with the identification number 0197.

10/020h 0468 ®  TU. TUEV and TU. are reqster~d wadsmarks. Ltlisation and application requires pries approval




. ®
TUVRheinland

TUV Rheinland e
LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

Attachment to

Certificate

Registration No.: HL 60131398 0001
Report No.: 21200072 015
Manufacturer: nal von minden GmbH

Carl-Zeiss-Str. 12
47445 Moers
Deutschland

Products included:

In vitro diagnostica for self-testing:

- HCG pregnancy tests

- LH ovulation tests

- S8ingle- and multi-constituent test strips for urinalysis

In vitro diagnostica rapid tests:
- Chlamydia trachomatis Rapid Tests
- PSA Rapid Tests

Site included:

nal von minden GmbH
Friedenstr. 32
93053 Regensburg

Germany

Activities: Design and development

Date: 2018-11-27

Dipl.-lnf;gj\?en Hoffmann

100020 h 0403 ®  TLY, TUFY and LY are registered trademarks. Ltk satinn and application ranLires prics appro.




® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

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 /&(/Qé/b

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kdéln

<R OF MULTy
WO e U
+ e
ANg
% 2 fee 3
“aclv(‘gb
ITION ARRAN

A TUVRheinland®

Akkrediti tell . .
0-ZM-16031.01.00 Precisely Right.

(( DAKKS

Deutsche

www.tuv.com




® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Annex to certificate

Standard ISO 9001:2015

Certificate Registr. No. 01 100 1810016

No. Location Scope

/01 c/o nal von minden GmbH Design and development, manufacture and
Carl-Zeiss-Str. 12 distribution of in-vitro diagnostic test kits and
47445 Moers reagents for the detection of cardiac markers,
Germany 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 1 of 3

Precisely Right.



® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Annex to certificate

Standard ISO 9001:2015

Certificate Registr. No. 01 100 1810016

/02 c/o nal von minden GmbH Design and development, distribution of in-vitro
Friedenstr. 32 diagnostic test kits and reagents for the
93053 Regensburg detection of cardiac markers, tumour markers,
Germany 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 2 of 3

Precisely Right.



® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Annex to certificate

Standard

Certificate Registr. No.

ISO 9001:2015

01 100 1810016

/03 c/o nal von minden GmbH
Robert-Bosch-Breite 34
37079 Gottingen

Germany

www.tuv.com

2021-09-10

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.

TUOV Rheinland Cert GmbH
Am Grauen Stein - 51105 Koln

Page 3 of 3

A TUVRheinland®

Precisely Right.



000 «MunuMen», THH 3234007127
241520, Poccuiickas ®Pemepanus, BpsaHckasa o6aacTh

Bpsaunckuii paiion, c.Cynoneso, yua.lIllocceiinas, 172

® Tenedon (4832)92-97-97,92-54-52, daxc (4832) 92-24-54
MuororkanaapHbli Tesnedon 8-800-100-48-32

nocmaswuk nabopamopui www.minimed.ru e-mail: info@minimed.ru

ncx. Ne303 or 23.11.2017r.

WNudopmannoHHOE MHUCHMO.

B cootBerctBum ¢ neiicrByromuM Iloctanosnenuem Ilpasurensctea PO or 01.12.2009r.
No982 «OO0 yTBEp)KIEHUW €IMHOTO TIEPEYHs MPOMYKIMH, TOJJISKaIleH 00s13aTeabHON
cepruUKaM, W €IUHOTO TEpPEYHs] MPOIYKIUU, TOATBEPKIACHUE COOTBETCTBUS KOTOPOU
ocymiecTBisieTcss B ¢dopMe MNpUHATHS AeKiIapanuud o cooTBeTcTBUM», Kapanmam (Vitrograf-
Mapkep) IO CTEKIy HMeeT o0ImenadopaTtopHoe Ha3HAauYeHHE W 10  OOIIEPOCCHICKOMY
KJaccupUKaToOpy MPOIYKIUU OTHOCATCS K rpymnmne ToBapoB ¢ kogoM OKII 025546 — «CoctaBsl
BOCKOBBIE pazinuyHoro HasHaueHus», OKIIJA2 19.20.41.190 «Bocku He]TsHBIE MpOYHE»,
00s13aTeNbHOM cepTU(UKAIIIHN U JEKIAPUPOBAHUIO HE TTOIJICHKHUT.

Hauanbauk OTK I'py3unues C.A.

Digitally signed by Ceaicovschi Tudor
Date: 2022.03.10 16:24:30 EET
Reason: MoldSign Signature
Location: Moldova




Certification System

Works and Services, Management Systems

InterSertTest

CERTIFICATION BODY
LIMITED LIABILITY COMPANY
"ISO CONSULTING"

PREMISES 126, 127, 128, AND 129, BLOCK 2, FLOOR 2, 3, DAVYDEOVSEAYA STR., Mascow, 121352

CERTIFICATE OF CONFORMITY

Issue 1. QMS is certified since January 2021
Ne POCC RU.C.041HIA.CK.1558
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

QIJ.'A.HTI’ MANAGEMENT SYSTEM AS APPLIED TO DEVELOPMENT, PRODUCTION AND SALES OF THE FOLLOWING PRODUCTS: CHEMICAL
AND BIOLOGICAL STERILIZATION, DISINFECTION AND DECONTAMINATION INDICATORS; PROCESS CHALLENGE BEVICES; CHEMICAL
INDICATORS FOR DISINFECTING AND STERILIZING SOLUTIONS CONCENTRATION CONTROL; WASH MONITORING AND PRE-CLEANING

TESTS! PACKAGING MATERIALS FOR STERILIZATION AND WASHING; “COLD CHAIN™ CONTROL INDICATORS; DISPOSABLES FOR
STERILIZATION AREAS, OPERATING ROOMS AND CLEAN AREAS; ANTISEPTICS AND IMNSINFECTANTS

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

By virtue of: Decision of the Certification Body No 1555 dated 22 January 2021

TiHE CEETIFICATE SHALL BIND THE GRGANIEATION TO MAINTAS THE STATE OF THE QGUALITY MANAGEMENT SVETEM IN THE WORKABLE
CONMTIGN 1% COMPLIANCE WITH THE REGUIREMENTE OF THE ARBDVE STANDARD, TO DONFIRM THIS DOMPLIANCE BY RESULTS OF THE
ANNUAL INSFECTION CHECK-UP 1% 150 CONSULTING" LLO CERTIFICATION BODY WITHIN THE ENTIRE FERIDD OF THE CERTIFICATE BURATION,

Issued: 25 January 2021 Expiry date: 25 January 2024
{If the inspection cantrol is passed)

- Terms for the first inspection: Not later than 25 January ZFJE;IQ'""F-T:'_“—“ :
& o Terms for the second inspection: Not later than 25 Jgnuane@033 5 =
WA 2

:';; 18 T.V. GRICHANAYA ..’ﬁ"m Yy
A e o |

Reason: MoldSign Signature
Location: Moldova

i

FEDERAL AGENCY OF TECHNICAL REGULATION AND METROLOGY
Goodwill Certification System “InterSertTest", Registration NePOCC F 0.04LUA0D
Certification parent body “EuroStandard - certifica” OGRN ? 1498
Address: 121170, Moscow, Kutuzovskiy prospect 36, build. 3, tel: (495) 744-2923
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TEAEPAARHAR CAVAEA 10 HAADPY B COEPE SAPABOOXPAHEHMA
(POCIAPABHAAZOR)

PETHCTPALUHOHHOE Y/IOCTOBEPEHHE
HA MEJHLIHHCROE U3/EJIHE

Ne @CP 2009/05017

.
=

P U A WS
s T

sl

ar 06 mapra 2003 rons

Hacromnes pericTpatmanisee ¥ 0CTORSPEIE LRI
CHipmecTme ¢ orpapimenioil oTReTETROICTR I
gupna "BHHAP (000 "HIlb "BHHAF"), Pocens,
105094, Mockea, Iocnmrunanil nue, 1. 5, :rp T,J. mm Vin

S TR gl

N
“"t_:'_'_\‘.ij 4
XL

[pmtlmu“ll,\lﬁm: ﬁm‘p b -.-_

ﬂﬁmm c nrpllwnnl nm:mmrm "Hl.yﬁm—upumno.u.nuuun
darpaan "BHHAP" (OO0 “HITE "BHHAP"), Pocenn,

105084, Mocicra, Docmrramasdi s, . 5, orp. TA, mose, VIIT

MECTO MPOITEROIC TR

14100%, Mocwonckan ofia., r. Mumian, v Kevonwona, 1. 17/2

EN0CE NOTEHITIATRHOTG paci Ta

AT METHUNMCKD WRISAMS -

COOTRETCTHYROMICS perHeTpamsotmony Jocke Ne P 1927166 or 26,02.2013

B cooTReTeTnim ¢ npaExay Pocipariamepa o1 06 mapra 2013 rosa Ne S88-Tip/13
RORVIIETD K olbpamenno i reppuromi Poccnfickoll Penepanai,




CUCTEMA CEPTUONRAINU TOCT P
®EJIEPATTBHOE ATEHTCTBO 110 TEXHUYECKOMY PEI'YIMPOBAHUIO 1 METPOJIOTUH

.. CEPTUGUKAT COOTBETCTBUS

T Ne POCC RU.UMO02.H17797

c
PTupn Ka\!."‘q‘

Cpok AefiCcTBUS C 5] 06 2016r. 0 21.06.2019r.
Ne 1758743
OPTAH I10 CEPTUGUKAIIMU  y, RA RU.11MMO2

MEJULIMHCKUX W3JIEJIN AHO «BHUMUMT»
129301, r. Mocksa, ya. Kacatkusa, 1. 3 tel. (495) 683-97-92, dakc (499)187-89-54
e-mail: im02@bk.ru

IMPOAYKIINA Nuaukarop OymMaXKHBIA BO3AYIIHON CTEPUITH3ALAN

XUMUYECKHH MHOTOmapamMeTpuueckuii oqaopasossii «MenlIC-B-Bunap» S o
(Momu¢pukaru MenIC-B-160/150-1, MenAC-B-180/60-1) 93 9854
no TY 9398-032-11764404-2004
CepuitHblil BBITYCK.

COOTBETCTBYET TPEBOBAHUSAM HOPMATHUBHBIX AOKYMEHTOB

koa TH BOA Poccuu:

I'OCT ISO 11140-1-2011 (xnacc 4), 3822 00 000 0
I'OCT P 50444-92 (p.p. 3, 5, 8)

A3TOTOBUTEAD OO61ecTBO C Ol"paHH‘ieHHOfI OTBCTCTBCHHOCTBIO <<Haquo-np0H330,ncheHHax

¢dupma «BUHAP» (OO0 «HIT® «BUHAP»), Poccus, 105094, r. Mocksa, I'ocniuTanbHbii Bai, 1. S,
ctp. 7A, nom. VIII WHH 5023001024
Mecto npoussoactsa - 141009, Mockosckas 06:1., r. Mertumm, yi1. Kononnosa, 1. 17/2

CEPTUO®UKAT BbIAAH =
OO61IECTBO C OrPaHUYECHHOM OTBETCTBEHHOCTHIO « HaydHO-IIpOM3BOICTBEHHAS
¢upma «BUHAP» (OO0 «HII® «BUHAPY)
Poccus, 105094, r. Mocksa, ['ocniuransHsif Bam, 1. 5, ctp. 7A, nom. VIII
ten./pakc (495) 988-76-67
HA OCHOBAHUU
npoTokoja ucnbitanuii  Ne 16-854 ot 20.06.2016r. Il MU AHO

«BHUMUMT» (Ne RA.RU.211MO04).

Perucrparmonnsie yaocrosepenus: Ne ®CP 2009/04944 ot 06.03.2013r., Ne ®CP 2009/05017
or 06.03.2013r. denepanbHOd  CAyXObI 1O Ham3opy B cdepe  3ApaBOOXpaHEHHS
(POC3IPABHAZI30P)

MapkupoBaH#e IPOLYKIIHHE IPOU3BOIUTCS 3HAKOM
coorsetctBus Cucremsl cepruduxanuu 'OCT P npu

N JIOOPOBOJIBHON CepTUPUKALUY TPOTYKIIUH
2

W [AeKnapaumis

“uHnumansl, baMunus

~ B.B.Pycosa

MHULMAnbl, hamunus

Bnank uarotoanex 3A0 "ONULMOH?, www.opcion.ru, {nruenauns Ne 05-05-09/003 ®HC PP yposers B) Ten. (495) 726 4742, r. Mocksa, 2014 r.
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(DEAEPAABHAH CAY3KBA IO HAA3OPY B COEPE S,A,PABOOXPAHEHMﬂ
Vi COUVAABHOTO PA3BUTUS |

PEFHCTPAHHOHHOE Y,GOCTOBEPEHHE
~ Ne @CP 2010/06938

or 03 mapta20i0roga L Cpox ,LICHCTBHH HE orpanﬂqen.,.

: Hacro;nuee YIOCTOBEpEHHE BEUIAHO

000 HI1I® "BHHAP" ¢ R -
Poccus, 111020 r. Mocxna, Tocnu'raubnmi‘l na.ﬂ, 11.4 NS

H nomepmaer, aT0 na;:enne Me,ununﬂcxor’o H_aaﬂaqeﬂnz o

I/Imxmca'ropm Oymazubre naponoﬁ crepm]mauuu_ Mnoronapamerpuqecxue
XHMHJECKHE 0O{HOPa30BbI¢: "Me,uI/IC-"BI/IHAP" e

o o TY 9398-027-11764404-2003

npomnoncma
000 HII(I) "BHHAP" Poccml, 111020, L. Mocxna, Focnu'ra.rlbnuﬁ na.rl, I 4

KJ1acc IIOTCHI.IHZUIBHOI‘O})HCK&Z:! Yo OKH 939854

COOTBETETBYIOLIEE xomnnémy’pernmpaunonnoﬁ noxymeﬂrannn

KP,II No 7046 ot 09.02. 2010
TpHKa3oM PocsnpaBHamopa or 03 MapTa 2010 roaa Ne 1645-Hp/10

083 CERTHD

G ‘G \”fﬁl'OgO
S .,DJ(-" Y 5 pq R
pa3pcmeH0 K IMPpOHU3BOACTBY, l’IpOL[ 6 ﬂ‘ﬁp 'ﬂm {a TCPPUTOPUH POCCHHCKOH
E2A S L0 )‘-

(Denepaunu ';,;to

Bpno pykoBoaures (Denepa.rl )
1o HA/30py B cdepe 34paBoOXPH)
H COLHAJIBLHOT0 PA3BHTHSI




—
A‘r UTE ST Digitally signed by Ceaicovschi Tudor
Date: 2022.02.11 14:20:05 EET

D m @Q Reason: MoldSign Signature

Location: Moldova

data 05/10/2021

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 VACUTEST KIMA S.r.1 -
manufacturer articoli per laboratori analisi - disposable labware
indirizzo Via dell'Industria, 12
dd .
aomess 35020 Arzerarande (PD) - Italia
telefono fax posta
phone +39-049-9720624 fax +39-049-9720182 elettronica info@vacutestkima.it
e-mail

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

TAPPO VIOLA
proauct identification VACUUM TUBE 13X75 MM W. K3 EDTA FOR 2 ML LAVENDER
CAP
numero di numero di scadenza
catalogo 13005 lotto XZ2351 expiry 28/02/2023
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 Arzergrande, 05/10/2021

firma VACUTEST KIMA S.R.L.
signature Assicurazione Oualita




&QTJ?'I'EST“
dlaak=

data 05/10/2021

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 VACUTEST KIMA S.r.1 -
manufacturer articoli per laboratori analisi - disposable labware
indirizzo Via dell'Industria, 12
dd .
aomess 35020 Arzerarande (PD) - Italia
telefono fax posta
phone +39-049-9720624 fax +39-049-9720182 elettronica info@vacutestkima.it
e-mail

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 numero di scadenza
catalogo 12005 lotto 22031 expiry 31/01/2023
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 Arzergrande, 05/10/2021

firma VACUTEST KIMA S.R.L.
signature Assicurazione Oualita




&QTJ?'I'EST“
dlaak=

data 05/10/2021

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 VACUTEST KIMA S.r.1 -
manufacturer articoli per laboratori analisi - disposable labware
indirizzo Via dell'Industria, 12
dd .
aomess 35020 Arzerarande (PD) - Italia
telefono fax posta
phone +39-049-9720624 fax +39-049-9720182 elettronica info@vacutestkima.it
e-mail

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 numero di scadenza
catalogo 12020 lotto KZ2071 expiry 31/01/2023
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 Arzergrande, 05/10/2021

firma VACUTEST KIMA S.R.L.
signature Assicurazione Oualita




@g’fﬁEST“
dlapakt=

data 05/10/2021

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 VACUTEST KIMA S.r.1 -
manufacturer articoli per laboratori analisi - disposable labware
indirizzo Via dell'Industria, 12

dd .
aomess 35020 Arzerarande (PD) - Italia

telefono fax posta

phone +39-049-9720624 ox +39-049-9720182 elettronica info@vacutestkima.it

e-mail

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 numero di scadenza
catalogo 11010 lotto G2351 expiry 28/02/2023
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 Arzergrande, 05/10/2021

firma VACUTEST KIMA S.R.L.
signature Assicurazione Oualita




@g’fﬁEST“
dlapakt=

data 05/10/2021

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 VACUTEST KIMA S.r.1 -
manufacturer articoli per laboratori analisi - disposable labware
indirizzo Via dell'Industria, 12
dd .
aomess 35020 Arzerarande (PD) - Italia
telefono fax posta
phone +39-049-9720624 fax +39-049-9720182 elettronica info@vacutestkima.it
e-mail

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

product identification v, a clyyM TUBES 4 ML NO ADDITIVE WHITE CAP

numero di numero di scadenza
catalogo 149415 lotto KG2501 expiry 31/03/2023
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 Arzergrande, 05/10/2021

firma VACUTEST KIMA S.R.L.
signature Assicurazione Oualita




@g’fﬁEST“
dlapakt=

data 05/10/2021

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 VACUTEST KIMA S.r.1 -
manufacturer articoli per laboratori analisi - disposable labware
indirizzo Via dell'Industria, 12
dd .
aomess 35020 Arzerarande (PD) - Italia
telefono fax posta
phone +39-049-9720624 fax +39-049-9720182 elettronica info@vacutestkima.it
e-mail

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

product identification v, a clyyM TUBES 4 ML NO ADDITIVE WHITE CAP

numero di numero di scadenza
catalogo 149415 lotto KZ2561 expiry 31/03/2023
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 Arzergrande, 05/10/2021

firma VACUTEST KIMA S.R.L.
signature Assicurazione Oualita




@g’fﬁEST“
dlapakt=

data 05/10/2021

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 VACUTEST KIMA S.r.1 -
manufacturer articoli per laboratori analisi - disposable labware
indirizzo Via dell'Industria, 12
dd .
aomess 35020 Arzerarande (PD) - Italia
telefono fax posta
phone +39-049-9720624 fax +39-049-9720182 elettronica info@vacutestkima.it
e-mail

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 numero di scadenza
catalogo 10010 lotto G2641 expiry 31/03/2023
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 Arzergrande, 05/10/2021

firma VACUTEST KIMA S.R.L.
signature Assicurazione Oualita




®EJEPAJIEHOE ATEHTCTBO
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«EAC AUDIT» =
PETHCTPAITMOHHBIHA HOMEP POCC RU.32028.04EACI
OPTAH I10 CEPTHOHKALIM 000 «TOPTECT
PETMCTPALTMOHHBIA HOMEP POCC RU.32028
HHH 7717616798 OT'PH 1087746489060
HOpumnueckuii anpec: 109028, Poccus, . Mockea, Cepe6paunqccxaa HabepexHasd, 1. 27,

AUDIT atax 4, noM. 1, kom. 17
Tenedon: 8 (800) 1000-730, e-mail: info@eacaudit.ru

wis  CEPTUDUKAT COOTBETCTBUSA

Perucrpanuonnsiii Homep Ne 04EAC1.CM.00813

O611ecTBO ¢ OrpaHHYEHHOM 0TBETCTBEHHOCThI0 «MuuuMen»

(HAHMEHOBAHNE MHLA)

241520, Poccusi, Bpsinckast o61acts, Bpaincknii paiion, ¢. Cynoneso, yi. Ilocceiinas, 1.17A

(ropunuueckuit anpec nuua)

241520, Poccusi, Bpauckas obiaacTh, bpsaHckHA#A paiion, ¢. Cynoneso, ya. Il]oécéﬁnan, a.17A

(dbaxruyeckuii agpec nuua)

HWHH: 3234007127 OI'PH: 1023202138332

HACTOSIIAN CEPTU®UKAT YIOCTOBEPSIET COOTBETCTBHE

CHCTEMBI MeEHEe[:KMeHTa KadecTBa HM3JeJHii MegHmHHCKHX OfliecTBa ¢ OrPpaHHYEHHOH OTBETCTBEHHOCTBHIO
«MunaMen» TpeGopammsm TOCT ISO 13485-2017 (ISO 13485:2016) «Hsnenns memumunckHe. CHCTeMbI
MeHeKMeHTa KadecTsa, CHeTeMHbIe TpeGoBanus IR UeJieil peryIHpoBanus» npuMenuTeabao K Ilipon3soactso
JabopaTopHoil TOCYAbl, METHUHHCKHX W3XeJuil, MPHGOPOR M NPHHALIEKHOCTEH, KpacHTe/eil, pearcHToB H
Ha60pOB peareHToB AIs in-Vitro AHATHOCTHKH

Digitally signed by Ceaicovschi Tudor
Date: 2022.02.04 15:01:57 EET
Reason: MoldSign Signature
Location: Moldova

Jara perucrpamnn: 19-03-2019

Cpox nefictus no: 18-03-2022

PyKOBOIHTENE OPrana e

10 cepTHHUKANHH:

B_. H. loronnu

(noanHes)

%“Zzé// E. JI. Kyp6atosa

(moanucs)

HACTORLLMA CEPTUOUKAT 0BA3bIBAET OPTAHU3ALLMIO NOJJEPWUBATH COCTOSHME BLIMOTHAEMBIX PAGOT B.COOTBETCTBUM C
BbIWEYKA3AHHBIMW CTAHLAPTAMM, 4TO BYET HAXOIMTBCA MOJ KOHTPONIEM OPTAHATIO CEPTUOUKALIUA CUCTEMBI
[0BPOBOJIbHON CEPTUOKKALLMM "EAC AUDIT" U NOJATBEPXJATLCA NPU NPOX0X AEHWM EXXEr0AHOT0 UHCMEKLLMOHHOTO KOHTPOJIA
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