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bsi.
Certificate of Registration

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

)

By Royal Charter

This is to certify that: Helena Laboratories (UK) Ltd
trading as Helena Biosciences Europe
Queensway South
Team Valley Trading Estate
Gateshead
Tyne and Wear
NE11 0SD
United Kingdom

Holds Certificate Number: MD 69326

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

The design, manufacture, supply, servicing and repair of in-vitro diagnostic devices, molecular
biology products, immunochemistry products and medical laboratory equipment and
consumables.

S M Sra

Stewart Brain, Head of Compliance & Risk - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2002-10-25 Effective Date: 2018-04-14
Latest Revision Date: 2018-11-28 Expiry Date: 2021-04-13
@ Page: 1 of 2
UKAS . o
..making excellence a habit:

003

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.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+69326&ReIssueDate=28%2f11%2f2018&Template=uk

Certificate No: MD 69326

Location

Registered Activities

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Sunderland Enterprise Park

Colima Avenue

Sunderland

SR5 3XB

United Kingdom

The design, manufacture, supply, servicing and repair of
in-vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory equipment
and consumables.

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Queensway South

Team Valley Trading Estate
Gateshead

Tyne and Wear

NE11 0SD

United Kingdom

Original Registration Date: 2002-10-25

Latest Revision Date: 2018-11-28

The design, manufacture, supply, servicing and repair of
in-vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory equipment
and consumables.

Effective Date: 2018-04-14
Expiry Date: 2021-04-13

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.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+69326&ReIssueDate=28%2f11%2f2018&Template=uk

Declaration of Conformity helena

Biosciences Europe

HL-7-0136DC DOI 2015/07 (6)

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

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

Product Description GMDN
Code Classification Code
5185 Calibration Plasma 55995

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

Full Name:  M.J. Stephenson Title: Managing Director
Signed: Z{/, CM /% Date: 28 Jul 2015

{
Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

HL-7- 0137 DC DOI 2013/10 (6)

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

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

Product Description GMDN
Code Classification Code
5186 Routine Control N 30590

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

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

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

Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

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

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

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

Product Description GMDN
Code Classification Code
5187 Routine Control A 30590

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

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

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

Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

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

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

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

Product Description GMDN
Code Classification Code
5265 Thromboplastin LI 55983
5265H Thromboplastin LI 55983
5267 Thromboplastin LI 55983
5269 Thromboplastin LI 55983

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

Full Name:  M.J. Stephenson Title: Managing Director
Signed: Z{/, CM /% Date: 07 May 2014

{
Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

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

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

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

Product Description GMDN
Code Classification Code
5376 Clauss Fibrinogen 100 55997
5376H Clauss Fibrinogen 100 55997

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

Full Name:  M.J. Stephenson Title: Managing Director
Signed: % CM /% Date: 05 Aug 2013

{
Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

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

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

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

Product Description GMDN
Code Classification Code
5559SLQ APTT Si L Minus 55981

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

Full Name:  M.J. Stephenson Title: Managing Director
Signed: % M /% Date: 28 Sep 2015

{
Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom
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Cuctema no6poBosbHoOI cepTudukaumm "HOMCC". POCC RU.31827.04)XCH1
OpraH no ceptudmkaumm 000 "Hesckuid AnbsiHC". OFPH 1147847286960 UHH 7842525530
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Mpu ocywecTenexun paboT cornacHo npunoxenuto N21 k HacTosLieMy cepTUuduKaTy
CepTudomkar BbijaH Ha OCHOBaHUM PeLLIEeHNUA IKCMEPTHON KOMUCCHUM
0T 24.09.2018
Cpok geiAcTBuA 00 24 ceHTA0pA 2021
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HacToswui cepTudukar 06A3biBaET OPraHWsaLWIo NOJAEPXMBATL COCTORHWE BbINONHAEMBbIX pabor B
COOTBETCTBUM C BbilieyKa3aHHbIM CTaHAApPTOM, 4TO GyAeT HaXOfMTbCA NOJ KOHTPONeM OopraHa no
cepTudmuxayun CAC “HOMCC" n noaATBEPXAATLCS NPH NPOXOKACHUM €IKETORHOTO WHCIEKIIHOHHOTO KOHTPONIA.
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PepepanbHoe areHTCTBO N0 TEXHUYECKOMY PErynMpoBaHMIO U METPOJIOrMU

T

Cuctema nobpososibHoOI cepTudukaumm "HOMCC". POCC RU.31827.04)KCH1
Opran no ceptudmkaumm 000 "HeBckuid AnbsiHc”. OFPH 1147847286960 MHH 7842525530

WWW.NOpPSS.ru

NMPUJ10XXEHUE N21

K ceptudukary coorsercteus N C1256

anMEHMTe.ﬂbHO K BUaamMm neAaTesibHOCTU .

Mpon3BoACTBO nabopaTOpPHO NOCYAbl, MEAMUMHCKUX M3Aennit, npubopoe u
NPUHAANEXHOCTEN, KpacuTenei, peareHTOB U HabopoB peareHToB ANs in-vitro
AVarHOCTUKM.

PykoBoguTens opraka \« , | “ MnatoHoB B.A.

no cepTucmnkaLmm:

N




DEJIEPAIIEHOE ATEHTCTBO
~TI0 TEXHWYECKOMY PEI'VJIMPOBAHHIO U METPOJIOTHH
~ CUCTEMA JOBPOBOJ/IbHOM CEPTHOHKAIMM I'OCT P
«EAC AUDIT» =
PETHCTPAITMOHHBIN HOMEP POCC RU.32028.04EACI
OPIAH I10 CEPTHOHKAIIAN 000 «TOPTECT»
PECMCTPALIMOHHBI HOMEP POCC RU.32028
HH 7717616798 OTPH 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, Bpsinckas o61acts, Bpsanckui paiion, c. Cynonero, yi. llocceiinasn, 1.17A
(fopuiueckuit anpec Txua)

241520, Poccusi, Bpauckas obiaacTh, bpsaHckHA#A paiion, ¢. Cynoneso, ya. Iﬂoécéﬁﬁan, 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

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




QepepanbHoe areHTCTBO NO TEXHHYECKOMY PeryiupoBaHnio n METPONIOIMHK

no s

CUCTEMA N0BPOBONbHOWN CEPTUOMKALIMM "HOMCC". POCC RU.31988.04XCH2

OpraH no ceprudukauum 000 "Hescknit AnbRHC
OrPH 1147847286960 WHH 7842525530

WWW.NOPSS.TU

AKT

0 NPOXOXXAEHMUWN EXXEMOAHOM0 MHCNEKLLMOHHOTO KOHTPONIA

K CEPTUOUKATY N2 C1256

BblJAH

000 «MuHuMep»

WHH 3234007127

HacToswmui aKT YA0CTOBEPALT, 4TO CUCTEMa MEHEAXKMEHTa KayecTea
cooTBeTcTeyeT Tpe6boBaHuamM MOCT ISO 9001-2015

CepTuduxar Bbigax: 24 centadpa 2019

[lencTutener go: 24 centabpsa 2020

MNnatowos 6. A

A06POBOMLHON




POMK-TECT

Kog Nl-12

HA

MHCTPYKLIUA

Nno NPUMEHEHUI0 MEeAULMUHCKOro Usaenva ANA Au-
arHocTukum in vitro «Habop peareHTOB ANA onpege-
NeHua pacTtBoOpuMbIX (PUOPUH-MOHOMEPHbBIX KOM-
nnekcoB (P®MK) B nnasme KpoBu uenoBeKa O-
deHaHTponMHOBbIM meTogom (PPMK-tect) no TY
9398-279-05595541-2007 »

HA3HAYEHUE

IpennasHavyeHHOe MpUMeHeHHe. MeINIMHCKOE M3/ieIUe I JHAaTHOCTHKHU in
Vitro «HaGop peareHToB st ONpeeNneHus] paCTBOPUMBIX (HDHOPHH-MOHOMEPHBIX
xomiuiekcoB (POMK) B ma3me KpoBH 4enoBeka 0-(heHaHTPOIHHOBBIM METOIOM
(POMK-tect) mo TY 9398-279-05595541-2007» (cokpalieHHOEe HAaHMEHOBaHHE
— POMK-tecT) mpeHazHaueH A1 KaYeCTBEHHOH U KOJIMYECTBCHHOH OLEHKH CO-
nepxkanusg POMK B miasme KpoBH METOJIOM MX OCAaXKIEHUS HOJ JEHCTBUEM O-
(heHaHTpOIHHA.

Obnacts npumeHenus.. OOmacTb IpUMEHEHHs HabOopa — KJIMHHYECKas
MeIUIMHA, KIMHAYecKast 17a00paTopHast AUArHOCTHUKA.

IpennasHavyeHHbI mMosb30BaTedb. OnpeneneHHe pPacTBOPUMBIX (GHOPUH-
MOHOMEpHBIX ~ KoMmmiekcoB (POMK) B mmasmMe KpoBH deloBeka O-
(heHAHTPOIMHOBBIM METOZOM MOJKET IIPOBOAUTH Bpad-IabOpaHT M (elrbamep-
nabopanT. Habop npeana3HadeH TOIBKO IS MPOGEeCCHOHATBHOIO IPUMEHEHUS B
KIIMHHYECKOH JTab0paTOpHON THarHOCTHKE.

Jnarnoctuyeckas pojb. MeTton mMMeeT OONBIIOE JHATHOCTHYECKOE 3HAYEHHE,
TaK KaK sIBJIIETCA MapKepoM TPOMOHHEMHHU KaK OJHOTO M3 OCHOBHBIX IIPU3HAKOB
JIICCEMHHHPOBAHHOTO BHYTpHCOCYIHCTOro cBepThBanus (BC-cunzmpoma), a
Taoke TPoMO030B U dMOoimil. OH MO3BOJISIET NPOBOAUTH JHMHAMHYECKHI KOH-
Tposib conepxkanust POMK B ruiazme, B TOM 4ucie IpU NPOBEACHUN aHTHKOArY-
JISTHTHOH TEepaInu.

XAPAKTEPUCTUKA HABOPA

Cocras HaGopa

O-¢enantponut - 100mr/dnakos - 4 drakona

[MonoxurenbHbIit KOHTPOJb — | Mi/duako - 1dmakon

OtpunaTensHbIi KOHTPOIb — 1 MiT/(iiakoH - 1 daakon.

Yuc10 aHAMM3HPYEMBIX TPOG OHOJIOTHYECKOT0 MaTepHaJia

Opnun Habop npeaHazHaven quust npoBenenus 400 onpenenennit POMK npu pac-
xone 100 Mk pacTBopa o-(peHaHTpoNMMHA Ha 1 aHamm3.

Ipunuun meroga

TecT OCHOBaH Ha OLICHKE BPEMEHH IOSBIICHHS B MCCIECIYeMOil IJIa3Me XJIOIbEB
(ubpuHa nocne no6asieHus B Hee o-peHanTpoiarHa. CKOpOCTh UX 00pa3oBaHUs
3aBUCHT OT KOHLeHTpauuun POMK.

AHAJIMTHYECKHUE XAPAKTEPUCTHKHA

CrneuupuyHOCTb

Criemyrolye BeIIecTBa HE BIMSIOT HAa MPaBHIBHOCTH onpenenenns POMK: 6u-
nMpyOMH B KOHIEHTpanuu He 6omee 0,2 r/1, cBOOOAHKII reMorinoonH — He bonee
2 r/n, TpurauLepusl — He O6onee 10 /11, HU3KOMOJIEKYISPHBIA U HepaKIIMOHH-
poBaHHEII renapuH — He 6oee 2 ME/mi. ITpu npeBbIieRnn yka3aHHBIX KOHIEH-
Tpamuii BO3MOXKHO TIOJTy4eHHE JIOKHO 3aBBIIICHHBIX PE3y/IbTaTOB.
YyBCTBHTEILHOCTH

MunnmansHas koHreHTparms POMK, onpenensemas mabopom POMK-rect, co-
crasister 3,5x107 /.

Ilpy wmccnenoBaHMM TOJOXKHUTEILHOTO KOHTPOJA OTMeYaeTcs oOpa3oBaHKE
xyonbeB GubprHa Ha 5 - 10 cexyHpe.

Ilpn mccnenoBaHUH OTPHUIATENBHOTO KOHTPOJISI OTMEYAeTCs OTCYTCTBHE 00pa3o-
BaHMS XJIONbEB (pUOpUHA B TeUEHUE HE MEHEe 2 MUH.

Jluanason onpesessieMbIX 3Ha4YeHHi

C nomomrpro Hadbopa POMK-TecT MOXXHO ONpenenuTh KOHIIEHTPAIMIO PacTBO-
PUMBIX GHOPUH-MOHOMEPHBIX KOMILIEKCOB B AHana3oHe ot 3,5 10 28x107 r/m.
JlunelHOCTH onpe/e/eHus B AHANa30He ONpe/e/sieMbIX AKTHBHOCTEH

Meton onpenenenuss POMK He nuHeeH.

3HaYeHNs KOHIIEHTPAIMii, COOTBETCTBYOIINE HOPMATLHBIM

B HOpMe KOHIIEHTpaIMsl PacTBOPUMBIX (DHOPHH-MOHOMEPHBIX KOMIUIEKCOB B
nmasme cocTapiseT 3-4x107 r/m.

MEPBI IPEJJOCTOPOKHOCTHU

Habop pearentoB POMK-TecT npe/Ha3HaueH TOJIBKO ISl AMaTHOCTHKH iN Vitro.
Krnacc moreHImansHoro prcka npuMeHenus Habopa —26.

Habop pearentoB POMK-TecT He SBISETCS MCTOYHHKOM OMACHBIX M3IYYCHUH U
BBIZICJICHUH B OKPYXAIOLIYI0 CPeAy W HE INpEICTaBIsIeT PUCKOB, CBSI3AHHBIX C
BO3MOXKHOCTBIO B3pbIBA H BO3TOPAHUSL.

Ipu pabote ¢ HaOOpoM M 0Opa3LaMu KPOBH CIIENyeT COOMIOATh MpaBuia, OIH-
CaHHbBIE B CJICAYIOIUX HOKyMeHTax: «CaHHTapHO-3MUAEMHOIOTHIECKHE Tpedo-
BaHMSI K OpraHW3alMsIM, OCYIIECTBIIIONMM MEAUIUHCKYIO JEeSITEIEHOCTBY
(CanlluH 2.1.3. 2630-10 ot 30.09.2010); CaHUTapHO-3TTNIEMUOTIOTHYECKHE TIPa-
Buna «[Ipopunakruka BUU-undexum» (CIT 3.1.5. 2826 ot 11.01.2011).

& IIpu pabore crnemyeT Ha/ieBaTh 3aLIMTHYIO OJCXKIY (XajaT), a TAKKE MEIU-
IIHCKHE AUATHOCTHYECKHE OJHOPA30BBIC IEPUATKH, TaK KaK 0OpasIlbl IIa3MbI
KPOBH YeJIOBEKa CIECAYeT PacCMaTpPHBATh KakK MOTEHIMAIEHO HHOHIUPOBAHHBIE,
CIOCOOHBIC AIUTEIBHOE BPEMsl COXPAHATh U IepeaBaTh BUPYCHI HMMyHOAC(H-
muta 4yenoBeka BUY1 u BUY2, Bupycs! renartura B u rematura C umn mo6oit
JIpyroii Bo30yIUTeNb BUPYCHOM HH(DEKIHH.

HIT

OTpHLATENbHbI U TOJOXKUTENbHBIH KOHTPOJM IOJYy4YEeHbl U3 IUIa3Mbl KPOBU
YeJIOBEKa, KapaHTHHM3HPOBAHHON M HPOBEPEHHOH HA OTCYTCTBHE AHTHUTEN K
BUY 1, 2, Bupycy renartura C u HBSAQ. Tem He MeHee HX clelyeT paccMaTpu-
BaTh KaK MOTEHINAIBLHO BUPYC-OIACHBIC.

OBOPYJIOBAHUE U MATEPUAJIbI

- Uenrpudyra naboparopHas;

CEeKyHZIOMeEp;

OCBETUTENb JUIsI MUKPOCKOIIA;

- nyma;

nuneTky BMecTuMocThio 0,1; 1,0 u 10,0 mur;
IPOOHPKH ITACTHKOBBIC HJIN CTEKJISTHHBIC,
BaKyyMHBIE CHCTEMBI JUIS B3STHA KpoBU C 3,2% 3-X 3aMelIeHHBIM LIUTPAaTOM
Hatpust 2-BogabM (0,109 Moins/n);

BOJIa IMCTHIUIMPOBAHHAS,

HepPYaTKH PE3UHOBBIE XUPYPIHUECKHE.

AHAJIN3UPYEMBIE OBPA3IbI

Buja ananu3upyemMoro 6H0JI0rH4ecKoro MaTepuasa

Habop pearentoB POMK-TecT npeqHasHaueH JUisl ONPEISICHUS] KOHIICHTPALNH
pacTBOPUMBIX (PUOPUH-MOHOMEPHBIX KOMILJIEKCOB B IIIa3Me KPOBH YEIOBEKA.
OO0pasupl 1U1a3Mbl KPOBH JUISl aHAJIM3a HE JIOJDKHBI OBITH T€MOJIM3HPOBAHBI, CO-
JIepHKATh CIYCTKH, IIPUMECh SPUTPOLMTOB, HE JODKHBI KOHTaKTUPOBATh CO CTEK-
JITHHOU TOBEPXHOCTBIO.

IIpoueaypa nmoayvenusi 6M0J0rM4eCKOro MaTepuania

BeHO3HYI0 KpOBb OTOOpaTh B ILIACTHKOBYIO MpoOupKy ¢ 3,8% (0,109 moib/m)
LUTPATOM HATpUs B COOTHOIIEHUM 9:1 MM B BaKyyMHbIE CHCTEMBI AJIs B3ATHS
kpoBu ¢ 3,2% (0,109 mons/n) nurpaToM HaTpHsi, HEHTPU(YrHPOBATH IPU KOM-
HaTHOW Temmeparype oT mwioc 18 no mwioc 25°C B teuenue 15 munyt npu 3000
06/muH (1200g).

YcnoBus xpaHeHHst 0H0JI0THYeCKOr0 MaTepHaia

Bpewmst xpaHeHusi uccienyeMoil mia3Mbl 0 aHaiau3a - He Goiee 2 4acoB MpH
KOMHATHOM Temmnepatype ot mwioc 18 no mmoc 25°C u He Gonee 4 4acoB mpu
Temneparype ot mioc 2 1o mitoc 8°C. He nomyckaercst 3aMOpakUBaHUsI IU1a3Mbl
OrpaHn4eHHs N0 HCIO0JIb30BAHNHIO OHOTOTHYECKOr0 MaTepHaia

Tlpu pabore ¢ KpoBBIO OOIIMM IPaBHIOM SIBIAETCS HEMEIICHHOE OTIENCHHE
IUIa3MBI OT (POPMEHHBIX JIEMEHTOB, TaK KaK HEKOTOPHIE BEIIECTBA MOTYT HOTJIO-
IATHCS. ¥ HHAKTHBUPOBATHCS DPUTPOLIUTAMHU U JICHKOIIUTAMU.

NOArOTOBKA PEATEHTOB JJIs1 UCCJIEJOBAHUS

Pa6ounii 0,78%-bl1ii pacTBOp 0-peHAHTPOIHHA.

B3BecuTh Ha aHATUTHYECKHX WM TOPCUOHHBIX Becax 78 MI o-(eHaHTPOIMHA U
pacTBOpUTh B 10 MJI AUCTHIIIMPOBAHHOH BOJBI IIPH OCTOPO’KHOM IOKaYHBAHUH.
Wi pacTBOpHUTE comepkiMoe (iakoHa B 12,5 MIT IUCTHIUTHPOBAHHON BOMBL.
Tlepen ucmonb3oBaHUEM PAacTBOP € O-()CHAHTPOIMHOM HYXKHO BBLICPXKATh IPU
KOMHATHOH TeMmIiepartype B TedeHHe 20 MHHYT.

HonoxuTensHbIi KOHTPOAb. BHectn Bo (makon 1,0 Mi amcTHiLTMpOBaHHOM
BOJIbI, CJIETKA MTOKAYMBas B TeYEHHE 5 MHHYT JO IIOJHOTO pacTBopeHHs. ['0ToB Kk
TIPOBEJICHHIO aHANM3a 4epe3 15 MUHYT mocie mpurotosneHns. Mcmoms3oBats B
TedeHne 4 dacoB. Bo3MOXXHO OJHOKpaTHOE 3aMOpakKHMBaHHWE TPH TEMIIEpaType
munyc 20°C u Xpanenue B TedeHue 2 MECAIEB.

OTpunareabHbIii KOHTPOJb. Brectn Bo dumaxon 1,0 Mi amcTmiumpoBaHHOI
BOJIBI, CJIETKA [TOKaYMBas B TeYEHHE 5 MUHYT [0 IIOJIHOTO pacTBOPEHHs. I'0TOB K
IPOBEJCHHIO aHANIM3a Yepe3 15 MHHYT mocie MpUTroTOBICHHS. lcronb3oBath B
TeyeHne 4 dacoB. Bo3MOXXHO OJHOKpaTHOE 3aMOpaXKHBaHHE IPH TEMIIEpaType
munyc 20°C 1 XpaHeHHe B TeYeHHe 2 MECSIIEB.

MPOBEJEHHUE UCCJEIOBAHUAN
J171s IpoBeIeHNsI aHAIM3a HEOOXOIMMO HCIIOIb30BaTh CTEKIIHHBIC IPOOHPKH.

BuecTu B mpo0upKy Oobem
PacTBOp 0J1HOrO U3 KOHTpOJIEH (McceayeMast ia3Ma), MKI 100
Pa6ounii pacTBOp 0-(peHAHTPOIHUHA, MKJT 100

PETUCTPALIMSI PE3YJIBTATOB

B mpoxopsiiieM cBeTe (MOXHO HCIOJB30BAaTh OCBETUTENb JIT MHKPOCKOMA) Ha
TeMHOM ()OHE TP HETIPEPHIBHOM ITOKAUMBAHUH MPOOUPKH PETHCTPUPYIOT BpEMs
OT MOMEHTa [J00aBIIeHHs O-()eHAHTPOJIMHA [0 HaYasa MOSBICHHUS TIEPBIX XJIOMb-
eB (1u1st ynoocTBa HaOIOACHHST MOKHO BOCIIONB30BATHCS JIYHOH ).

YYET PE3YJIbTATOB PEAKIIUU

KauecTBenHasi onenka. IIpu 1monoXuTen-HOM KOHTPOJIE PETHCTPUPYIOT MOSIB-
JIeHue “CHEeXHOW Oypu’’ B TedeHme mepBbiXx 10 cekyHA mocie JoOaBieHHS O-
(henaHnTponMHa.



IIpu oTpHLATENIFHOM KOHTPOJIE HE JOJDKHO HAOMIONAThCS MOSBICHUE XJIOMBbEB B
TeyeHue nepsbix 120 cekyHn mociie 106aBneHus o-(GeHaHTPONTNHA.

[osiBiieHHe B UCCiIeAyeMOH IU1a3Me B TeueHHE MepBbIX 120 CEeKyHI XOpOLIO BH-
JIUMBIX XJIONIBEB CBHUICTEIBCTBYET O HAJMYMUM B HEH PacTBOPUMBIX (HHOpUH-
MOHOMEPHBIX KOMILIEKCOB.

KoaunuecrBenHnasi ouenka. [Ipu aHammse ucciaeayeMoi mia3Mbl pETHCTPUPYIOT
BpeMsi OT MOMEHTa J00aBJIeHUs] O-(DCHAHTPOJIMHA JI0 Havyajia MOSIBJICHHS HEePBbIX
XJIOTIBEB.

KonnuecTBo pacTBOpHMBIX (PUOPUH MOHOMEPHBIX KOMILIEKCOB MOXET OBITh OIle-
HEHO 110 Tabnuie 3aBucuMocTy KoHeHTpauuun POMK (/1) oT Bpemenu o6pazo-
BaHUsI IEPBBIX XJIOMbEB.

YCJIOBUS XPAHEHHUS U TPAHCIIOPTUPOBAHUSI

Cpok rogHocti Habopa — 24 mecsna. He ucnonb3oBaTh HaGOp MOCie HCTEUCHHUS
cpoka rogHoctu!

HaGop cTabuiieH B TeYeHHE BCETO CPOKa TOJHOCTH HPH YCIOBHU XPAHEHHS B
YKYIIOPEHHOM BHJI€ B XOJIOAWIBHUKE IIPH TEMIIepaType oT Iumoc 2 1o mioc §°C.
JlomyckaeTcst XpaHeHHe IpH TeMmepaType 1o mmoc 25°C He Gonee 10 cyrtok.
Wsnenusi, XpaHUBIIMECS C HApYyIICHHEM PErIaMCHTHPOBAHHOTO PEXHMa,
MIPUMEHEHUIO He rojyiexar!

PacTBOpeHHBIE KOMIIOHEHTHI HA0Opa ClefyeT XPaHUTh B IUIOTHO YKYIIOPEHHOM
COCTOSTHHH.

CTa0HJIBHOCTD NPUIOTOBJIEHHBIX PEAreHTOB

PearenTsl +2-8°C +18-25°C | -18-20°C
PactBop o-(heHaHTpOIHHA 30 cyrok 2 CyTOK -

Ilon0xUTENBHBII KOHTPOJIb 4 gaca 2 Jaca 2 Mecsimna
OtpunaTenbHblil KOHTPOIb 4 gaca 2 Jaca 2 Mecsna

TpancnoptupoBaHue HaOOPOB JODKHO OCYLIECTBIIATHCS IPH TeMIepaType OT
wnoc 2 1o mmoc 8°C B TEPMOKOHTEHHEpaX, COJAEPIKALIMX XJIaJOdIEMEHTbI, WIN B
aBTOpe(pIIKEpaTOpax ¢ HCIOIbE30BaHUEM TEPMOHHINKATOPOB B COOTBETCTBHU C
NpaBWIaMH IIEPEeBO30K, JEHCTBYIONIMMHM Ha JaHHOM BHJAE TPAHCIOPTA.
JlomyckaeTcst TpaHCTIOPTHPOBaHUE HAOOPOB IPH TeMIepaType 1o Iioc 25°C He
6onee 10 cyTok. 3amopa)KMBaHUE JJOIYCKAETCS.

T'APAHTHUU U3I'OTOBUTEJISA

IpenupusaTHe-U3rOTOBUTENb TapaHTUPYeT cooTBercTBHe Habopa POMK-tect
TpeboBanusaM Texuuueckux ycnosuit (TY) npu coOntoieHnn yclioBUil TpaHcop-
TUPOBAHUSA, XPaHEHUS U IPHMEHEHHs, yCTaHOBIECHHBIX TY.

MEPBI 110 BE3OITACHOM YTHJIM3AIIUHA OTXO/I0B

B cootBercTBHM ¢ «CaHUTAPHO-3MUIEMUOIOTHYECKUME TPEOOBaHUSIMHU K 00pa-
LICHUIO ¢ MeAUIMHCKHMHU oTxoxamm» (CanlluH 2.1.7.2790-10 ot 12.12.2010)
0TX0J1bl OT paboThl ¢ HabopoM POMK-tecT ¢ ucrnonb3oBaHueM 00pasioB MIa3Mbl
KPOBH MAIMEHTOB OTHOCATCA K Kilaccy b.

OTx0BI COOMPAIOT B OJHOPA30BbIC MAKETHI JKEITOrO IBETA, MAKETHI 3alONHIIOT
Ha TPM YETBEPTH, 3aBA3BIBAIOT, MapKUPYIOT Hagmuchio: «OTxonsl. Knace by, Ha-
HOCAT Ha OHpKy Ha3BaHHe opranmsanud, naty 1 ®HO ucnonHuTeNs U MOMeIIa-
10T Ha YJacTOK BPEMEHHOTO XPaHEHUs IO BBIBO3a TPAHCIOPTOM CICIHAIBHOTO
HOJpa3eiCHUs K MECTY 00e33apakKuBaHUs H YTHIN3ALUH.

B coorserctun ¢ CanlluH 2.1.7.2790-10 ot 12.12.2010 nHaGops! peareHTOB
POMK-tect, He moAIeXKAIME HCIOIG30BAHUIO, H HAOOPHI ¢ MCTEKIINM CPOKOM
TOJJHOCTH OTHOCATCS K 0TX0JaM Kiacca I'. COop 1 BpeMEeHHOE XpaHeHHE OTX0JI0B
kiacca I' ocymecTBisiercss B MapKupoBaHHbEIE eMKocTH («Otxomsl. Kmace I'»).
JluarHocTHYeckue CpeiacTBa COOMPAIOTCS B OJHOPA30OBYI MapKHPOBAHHYIO
YIaKOBKY JIFOOOro IBeTa (KpOME >XEITOr0 M KPacHOI0) B COOTBETCTBHH C
TpeOOBaHUSAMH HOPMATHBHBIX JIOKyMEHTOB B 3aBHCHMOCTH OT KJacca OIMAaCHOCTU
oTX0oB. BBIBO3 oTx0moB Kimacca I' mmst 00e3BpexuBaHUS WM YTHIH3AIUU
OCYLIECTBJIACTCS  CICHMAIN3UPOBAHHBIME  OPraHM3aLMSAMH,  HMCIOIUMH
JMIEH3UI0  HAa  JaHHBIA  BUJ  JAEATENBHOCTH.  TpaHCIOpTHpOBaHUE,
00e3BpeXXMBAaHUE U 3aXOPOHEHHE OTXOAOB Kimacca [ ocymecTBisercss B
COOTBETCTBUM C THIMEHHYECKMMHU TPEOOBAHUAMH, NPEAbSIBIAEMBIMUA K HOPSAKY
HAKOIICHUs, TPAHCIIOPTUPOBAHKS, 00E3BPEKUBAHUS U 3aXOPOHEHHST TOKCHYHBIX
MPOMBIIIIEHHBIX OTXO/0B.

CHUMBO.JIbl, IPUMEHAEMBIE IPU MAPKUPOBKE HABOPA
CumBon HaumenoBanue cumsona

Howmep mo xaranory
MenunuHCKOe U3JeIue AT JHaTHOCTHKY in Vitro
Buonoruueckuii puck

TeMneparypHblii 11ana3oH

OO6paTuTech K HHCTPYKIUH 110 IPUMEHEHUIO

E:E~=[f

NsroroBurens

JIMTEPATYPA

1. Anan, T'.B. Knmnanueckoe pykoBonctBo Tuma 1o jgabopatopHbim Tectam / I'.B.
Aunan. — M.: JIa6opa, 2013. — 1280 c.

2. Bapkaran, 3.C. JluarHOCTHKa ¥ KOHTPOJMpYyeMas Tepamusi HapyLICHHUs
remocrasa / 3.C. bapkaran, A.Il. Momor. — M.: Heloguamen, 2008. — 292 c.

Ilo 80npocam, Kacarnwumcs kavecmea Ha6opa, c,vedyem oﬁpamambm 6
HIIO « PEHAM» MBEOOH « Obwecmso 601bHbIx 2emopuiuetiy no aopecy:
125212, 2. Mockea, ya. Aomupana Maxapoasa, o. 4, cmp. 2
men/paxc (499)707-76-30, (495) 225-12-61, e-mail: info@renam.ru

Tabnuua. 3aBucumocts KoHIeHTpauuu POMK (r/im) oT BpemeHu 00pa3oBaHust IEPBbIX XJIOMBEB.

Bpewmsi, cex 5-6 7 9 10 11 12
Kounentpauns, r/ax10? 28 26 24 22 21 19 17
Bpemsi, cex 13 14 15 16 17-18 19-20 21-23
Kounentpaunsi, r/ax10? 16 15 14 13 12 11 10
Bpemsi, cex 24-25 26 27-28 29-31 32-33 34-36 37-40
Kounenrpaunsi, r/ax10? 9 8.5 8.0 7.5 7.0 6.5 6.0
Bpewms, cex 41-45 46-54 55-69 70-87 88-120

Konuentpanus, r/ax107 55 5.0 45 4.0 3.5
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OEAEPAABHAS CAVKBA T1O HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

PETUCTPALUOHHOE YAOCTOBEPEHHE

HA MEAULIUHCROE U3EJIME
oT 24 oxts6ps 2016 rona Ne ®CP 2007/00204

Ha meaunmnCcKOe U3genue

HaGop peareHToB /Jisi ONpeIesIeHHs PACTBOPHMBIX (puOpHH-MOHOMEPHBIX
xomiiekcos (P@MK) B miia3me KpoOBH 4eJIoBeKa 0-(peHAHTPOJHHOBBLIM METOA0OM
("PD®MK-tect'") o TY 9398-279-05595541-2007

Hacrosiiiee perucTpaniioHHOE YJ0CTOBEPEHUE BBIIAHO

MexpernoHajbHas 6;1aroTBOpUTEIbLHAs 001eCTBEHHAS OPraHU3alus HHBAJIH/IO0B
"O6mecTBOo 601LHBIX reModuInei'

(MBOOM "O6mectBo GobHBIX reModuaneii'), Poccus,

125167, MockBa, HapsimkuHCKas ajijies, 1. 5, cTp. 2

[Ipon3Boautens

MeskperuonajbHas 6J1aroTBOPHTeIbHasi 00MEeCTBEHHAN OPraHU3alHs HHBAJIH/I0B
"O6mecTBO 60ILHBIX reMopuIHen"

(MBOOM '""O6mectBo GoabHbIX reModuaueii'), Poccus,

125167, MockBa, HapsimkuHcKas ajuies, 1. 5, cTp. 2

MecTo npoU3BOACTBA MEAULIMHCKOTO M3/IETIHs
MBOOHM "O6mecTBo 60abHBIX reModuaneii', Poccus,
125212, Mocksa, yia. Axmupana Makaposa, 1. 4, cTp. 2

Howmep peructpanronaoro gocse Ne P/I-13762/61850 ot 14.10.2016
Buj meaunmackoro u3znenus 189730

Kitacc NOTEHIMATBLHOTO PUCKA IPUMEHEHHUS METUITHHCKOTO H3zienus 26

PyxoBoautens PexepajibHoH
1o HaaA30py B cdepe 31paBOOXPaHEH]
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EC DECLARATION OF CONFORMITY.

|

|
ZAD "Vector-Best” herehy ensures under own responsibility and declares that the products
listed on pages 2-4 are in cihinformity with applicablg provisions and fulfill the essential
requirements of Annex | Directive 98/79/EC of 27 October 1998 regarding in vitre diagnostic
medical devices.

Classification of products: Other device:as {al! devices excent Annex |l and
self-testing clllewces)

Canformity assessment procadurs Annex il (nc;h‘( inciuding section 8).
!
|
Manufacturer: ZAC "Veciol-Best”
Address: AFC, Koltsovo,
Novosibirsk Region, 630559, Russia,
Tel. +7 (383} 363 20 60,
Fax: +7 (383) 363 35 55

Eurapean authorized repregantalive Biororn GmbH, _
Rhenhorstsl. 18, B-B7071
Ludwigshatan, Germany

tel - +49 (0) 621 5720 915,
fas: -+49 (0) 521 5720 916

Date: 2013/04/12 _ Murat Khusainov
| General Director ZAO «Vector-Best»
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MNa. Product name ldentification data REF ‘
) le ki stormination of IgM ko hepatitis A| |
| |Vectohep A-lgh ;HEA kit for deﬂtc!‘rmlna lo] g patitis 007352 :
; : ) |ELISA kil -——Fc—:r—.maaéﬁtatatlve anil qualitative J _-!
|2 |Vectahep A-IgG determination of igG to hepatitis A virus | D-0362
E I\/ectohep TTV- UQ ELISA Lut for determination of 19G to TT virus B-C80z2
| 8 gy
4. |Vectohep E-lgG \EIFLIEA kit for ciatmmmahon of 1gG to hepatitls £ D 056
5. |Vectohep S-lg alFLIzEA kit for detérmination of gy 1o hepat\tis E D-1058
5. |Vectohep G-lgG \f;/:lhll:t\ k|t ol dt,ténmmcahon of 1gG ic hepautls G D-1252
. :__ [ELISA kit for determination of gG io infe&ibus o
75 ||LymeBestlgG | borreliosis agents ! Balee
T B = ‘ e e T A
ELISA kit for delerminalion of IgM lo infectious ,
. IL - e i
_8 ymeBest-Igt Iborreliosis dc;cnts ' J Rl o5
9 |RecombiRast antipaf!idum-lqc |ELISA kit for deteummatlon of 1gG to T|eponema D-1852
| pra!lldum
;RecombBost antlpdllsdum- EF.-I. i kIt for n.l_ntr:':rrr!ine:liu:nn -::-F total Euﬁmdies to
. 10 total antibodies Treponama galllcdum b |
iﬂ RecombiBest antipatliidum- ElLISA kit for det@rrnlnatron of UM to Treponema D-1853
C g pd”ldllm
12 'Recomb Best antipallicun |l"l A kit for detdmination of total antibodies to D-1857
" total antibodies Tn,ponoma paflichuin | =
~ | _ _ - El [&=ay kit For doatarm III.-_'I[lrII of |I|L1 Ley |'| |'|_|...Ll L‘||rnr_]|r1y i )
13, E\/ectoHS\/ 1,2 - 1gG R Typeb and 2, -2 IEI.{_i
| 14 VECtOHSV R IQM f ;.II".I|” |I‘l"|”|I I(| r.\J: I::.' 'J‘I:llll'h_ll.lf.l'l af |-! M s |'|"||?F'5 ..=|I1"IP|E‘{ 0-2154 !
| . I | i
15, VectoHH\/-B e B :||| o l\ l-lul | 3 datarmgation of (oo w; human herpes D180
iy = r
s 5 kLt B |
o el =] !
16. | VectoHHV-6 - G SA kit for detenrination of [gG o human herpos D-2156
| VIFLLG lyp(. 6
iﬂ? | Ureaplasma urealylicum IL_I..I'..-'-. kil For deta ]|||]lJl|U|] of IL'IJ lo Lireaplasma D.995:
| 7 gG-EIA-BEST | trealyticum : nligens e
18 Ureaplasrna urealyticum + ELISA kit for dete iminatian of 1ga o Ilreapl%rna Ooo%8
|7 |IgA-EIA-REST LII|:I<J|u' FNTa} 'nll{;u:n ~423
19, | VectoParotitis-1gG ELISA kit for n----lmmrn&hon of qu o pczmtstls Viruis D-2602 |
20. | VecteParctitis-lgM ELISA kit for deterniination of IgM to parulms virus D-2604
21. | Toxocara-lgG-EIA-BES T |_'I_||:_-'._f-._.|-.|| for determination of 1gG Lo toxocara 0.0750
IRe LSTRE
- Opisthorehiasis — IgG-Ela. ELISA kit for detesdination of a6 to op|sthorchiasm
2% lpEsT | antigans D-2952
23. ,'L:.t:t1ll1DCE'CL1L.r5-|i_;JE3-Flr‘-'*---_lillg'-ilz'.'i l—lI S kh r<:| e I:“mnmlmn of Iq("u to: | 1:I|.;.Dr:UCLL|...

D-3356
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Tantigens

TELSA kit for

VETTOR
| VBE]S/T
‘24. Ascarid-lgG-EIA-BEST
| 25. | Lamblia-antibodies-EIA-BEST
|26 | Lamb ia-lgM-EIA-BEST
|27, |Lamblia-antigen-EIA-BEST
28 Helicobacter roviorl- C«u
|77 | antigen-EIA-BEST
28. | TSH-EIA-BEST
[ 30, | T3 totak EIA-BEST
31. | T4 total-ElA-BEST
32, AnG-TPO-EIA-BEST
33. | PAPP-A-EIA-BEST

34 ,Mycoplasma homiiis- In:(,-

EIA-BEST
35 Myco JlaSIﬂd hominis- lluf\ 1A
BEST
26 Mycoplasma pneumon|ae-
lgG-EIA-BEST
37 Mycoplasma pneumonldc,-
" IgM-EIA-BEST
38, |Vectocrimean - CHE - gG
39, | Vectocrimear -- CHI g

CEA-EIA-BEST

AFB-EIA-BEST

CA-125-EIA-BEST

CA 19-G-E|A-BEST
CA 15-3-E|A-BEST

NGE-EIA-BEST

determination of

s to Ascaris

D-3452
lumbncmdo j -
k2. I‘-}f\ l<|1 for dt, prmmahon of 1gG, | M and IgA to 0-3550
lLamblia antibodids
Wﬁ@\ kit for dﬁeterminat‘:on of lght tc Lamblia -
antihodies i D-3554
IﬂLISA iut fon C|EtE‘HTIII“IaT]Oﬂ of Lambm an‘tlgen D- 3556
1 LI“‘ klt for dqtormrnaton of totai antlbomes to
(Jag.i\ Heficobacter py{on D-3752
ELISA mt for dctermmatlon of concentratlon of %3059
thyroid-stimulating hormone e
ELISA kit for determination of c:once niration of total ) |
trnodwthyrou 1ine X-3854

ELISA kil for d@tummatwon of conceanlratlon of total
thyroxine ! A-3956
ELISA kit fof determination of antibody
concentration te l}myroperomda X-3968
ELISA kit for determmatlon of concentration of D-4150
pregnancy- asdoc|d ted plasma | protem A J
EL IE-:A kit ior flofmmnmnon of lgG o Mycoplasma' "
hominis | D-4852
ELISA klt for dc,icrmmdt]on of lgA to Mycoplasmﬂ
hominis ; _ it
ELISf\ k|t 1or deymm nation of IgG o Mycoplasma
pnaumomae ! (adiebe
TELISA kit for clefumma tion of lgl‘u’i to Mycoplasmd o
pneumomm | i adSte
LISA kit for determination of EgGmto Crimean- )
(“onr'o Immon hﬁqm fever virus (Basfioe
ELISA kit for dotermmat;on of lgM to Crimearn- |
| Congo hemarrhadic fever virus | (Baoog
ELISA kit for cie,termlnrltlon of concentratlon Of| T.8454
r*arcmoemhi vonm antlgen | )
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Ceptudgukar

mdc medical device certification GmbH
YOOCTOBEPSAET, YTO Ha NpeAnpUAaTUiA

BEKTOP

vB/E/IC/TA

AO «BekTtop-bBect»
630559, HoBocubupckasa obnactb, p.n. KonsuoBo,
Hay4yHo-npousBoacTBeHHas 30Ha, kopnyc 36, k. 211,
Poccuinckasa Pepepauus

C NPOU3BOACTBEHHbIMU NIOLWAAKaMM1 COrNacHo npunoxexuto k Ceptudukary

npuMeHuTenbHO K obnactam

NpoeKkTUpPoOBaHKe U pa3paboTka, NPOM3BOACTBO U peanu3auusa
MeOuLMHCKUX U3nenui in-vitro ouarHocTuku
(NUP, UDA, Guoxumms)

Obina BBegeHa W MpUMeHsieTcs

CUNCTEMA YTTPABJIEHUA KAHECTBOM

I'Ipose.u.eHHaﬂ npoBepKa CUCTEMbI yrnpaeneHna Ka4eCcTBOM nokasana,
YTO JaHHasA cucTtema COOTBETCTBYET Tp66OBaHMRM CTaHgapTa:

EN ISO 13485

Wapennsa meguumHckne — CUCTEMbI MEHEOXMEHTA KavecTea —
Perynupytowme cuctemHele TpeboBaHuns

EN ISO 13485:2016 + AC:2016 - ISO 13485:2016

[aTta ebigaun 2020-07-04
Cpok peicteus go 2023-07-03
PernctpaunoHHbIi Ne D1213100019
OTyeT Ne P20-00568-173687
Lrytrapt, Nepmanus 2020-06-02

{ C

medical device certification PyKOBO,DM enb CepTM(bVIKELlMOHHOFO opraHa

[T

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-16002-06-00



Mpunoxenune k Ceptudukary

Ne D1213100019 o1 2020-06-02 Ctp. 1131
MecTopacnonoxeHue O6nacTb gencTBUsA
AQ «BekTop-bec», npoeKTUpoBaHue 1 paspaboTka, NPOoM3BOLCTBO
yn. ApBysoea, 1/1, 630117, r. HoBocubupck, W peanusauns MeauuUHCKUX U3aenuii in vitro

Poccuiickas ®enepauus ANarHoCTuku

AO «BekTop-BecTy,
630559, Hoeocubupckas obnacTek, p.n. Konbuoso, | MPOEKTUPOBAHWE W pa§pa69n<a, Npou3BOLCTBO
Hay4Ho-npoussocTBEHHAs 30Ha, KOpnyc 36, MEAULIMHCKUX U3AEeNWiA in vitro AnarHoCTUKN

Poccuiickan ®epepauus

AO «Bekrop-becT»,
yn. Mace4vnas, 3, 630117, r. HoBocuBUpck,
Poccuiickas Pegepaums

npoekTupoBaHue 1 paspaboTka, NPOU3BOACTBO
MEAVNLIMHCKIX N3Aenuii in vitro JuarHoCTUKKM

A

dical devi ficati
mediesl devics pRNGALEN PYKOBOAUTE D& CepTUMbNKALIMOHHOTO OpraHa

Mac

mdc medical device certification GmbH
Kriegerstralle 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10
Internet: http://www.mdc-ce.de

N
BN




Certificate

mdc medical device certification GmbH
certifies that

VECTOR

vB/E/S/TA

AO Vector-Best
Research and Production Area
Building 36,0ffice 211, Koltsovo
630559 Novosibirsk region
Russian Federation

with the locations listed in the attachment

for the scope

Design and development, production and distribution of
medical devices for in vitro diagnostics (PCR, ELISA, Biochemistry)

has introduced and applies a
Quality Management System

The mdc audit has proven that this quality management system
meets all requirements of the following standard

EN ISO 13485

Medical devices — Quality management systems —
Requirements for regulatory purposes

EN ISO 13485:2016 + AC:2016 - ISO 13485:2016

Valid from 2020-07-04
Valid until 2023-07-03
Registration no. D1213100019
Report no. P20-00568-173687
Stuttgart 2020-06-02

. medical device certification I Head 4ﬁon Body

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-16002-06-00



No. D1213100019

Attachment of the certificate

date 2020-06-02 Page 1 of 1

Location

Scope

AO Vector-Best
Arbuzova str. 1/1, 630117 Novosibirsk
Russian Federation

design and development, production and
distribution of medical devices for in vitro
diagnostics

AO Vector-Best

Research and Production area, building 386,
Koltsovo, 630559 Novosibirsk region
Russian Federation

design and development, production of medical

devices for in vitro diagnostics

AQ Vector-Best
Pasechnaya str, 3, 630117 Novosibirsk
Russian Federation

design and development, production of medical

devices for in vitro diagnostics

medical device certification

MAaAC

mdc medical device certification GmbH

Kriegerstralle 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10

Internet: http://www.mdc-ce.de

Peifd

Heaw Certification Body




O0uecTBO ¢ OrpaHHYEHHOIT OTBETCTREHHOCTLIO
«Hayuyno-npouspoacreeHHas pupma « BUHAP»
IOp.anpec: 105094, r, Mockea, ['ocnutansHeiii Basn, n.3,ctp.7A, nom. VIII
Jins mucem: 105094, r.Mocksa, a/s 26
Ten/paxc: (495) 963-73-10, 988-76-67
http:\\www.vinar.ru e-mail: koltrade@vinar.ru

HAYHHO-MPOW3BOOCTBEHHARA
DUPMA

upma «BUHAP»

O011€eCcTBO € OTpaHH4YeHHOI OTBeTCTBeHHOCTHIO «HayuHo-nipon3BoacTBReHnasn ¢

ITACITIOPT
COOTBETCTBHSA TOCT ISO 11140-1-2011

HMHauKaTopbl KOHTPOIS apaMeTpoB NapoBOH CTEPUIH3ALNN XUMHUECKHE OJJHOPA30BbIE

Perncrpannontoe yiocToBepeHie Ne P3H 2013/39 o1 08.02.2013r, cpok neiicTBus He
' OrpaHHUYEH
CepTu(]HKAT COOTBETCTBHS Ne POCC RU. UM28.H01347, neiicte. no 13.06.2016r.
«AHTECT-I1-121/20-02»
naprus Ne 4159
JlaTta u3roToBlIeHUs Hious  2014r.
[Tokazarenu PesynpTar ucneiranuii
grcreue I'OCT CootsetcTByIOT Kaacey 4 mo 'OCT ISO 11140-1-2011
TR Ie YCIIoBUS CootserctByior TV 9398-041-11764404-2003
SR CPOK XPAHCHHSI 3 rona
38 poBeeHBl Ha 00OPYIOBaHHH, coorBeTcTBRyioleM ['OCT P HCO 18472-20009.
g niapoBoii, AtrrectaTt No 09/13. OKK /
«Hl®«BHHAP»

3¢ Otnena Kontpons Kauvectra O. . JIamkuna
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