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Certificate number: 2016-IVD/CE159

Certificate of CE-Notification

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

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

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

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

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

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

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

Issue date: 2016-08-19

Olga Teirlinck
Consultant CEpartner4U BV

AUTHORIZED REPRESENTATIVE AND CONSULTING SERMGEEAMCE MARKING CEPARTNER4U BV,

EsDOORN;§N+§;%%%%%ﬁ%ﬁ&.ﬁ%&ﬁgﬁi@%%% i B#42.524; CELL PHONE: +31-(0)6.516.536.26;

LVEBSITE: WWW.CEPARTNERA4U.COM
Reason: MoldSign Signature 1N\
Location: Moldova



Declaration of Conformity
DECLARATION OF CONFORMITY Document ref.: DOC2015

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

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

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

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

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

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

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

Title Document No.

In vitro Diagnostic Medical Devices Directive 98/79/EC

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

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

Registration nr. : NL-CA002-2015-34420

¥
A 4

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

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

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

vs. 2011-x
Appendix

Date: 2015-02-09


http://www.cepartner4u.eu/
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Document ref - DOC2015 vs Q2

Declaration of Conformity

List of devices.

First date of

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

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


http://www.edma-ivd.be/
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Declaration of Conformity

(nl

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

number 1 :
compliance

Typel/ model/ref

Device name

«ChromoTech-
Antithrombin»

The kit of reagents for
the determination of

antithrombin
concentration in blood
plasma

192

Low

13 02 06 02/
33156

09.02.2015

«Calibrtaor universal»
The kit of control

blood plasma for the
study of haemostasis

773

Low

13 02 50 02/
30590

09.02.2015

«Thrombo-test»
The kit of reagents for

the determination of
thrombin time

151,
609,

610

Low

13 02 01 03/
30540

09.02.2015

«Tech-Factor VIII- test»

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

274

Low

13 02 02 07/
30547

09.02.2015

«PARUS-test»

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

164

Low

13 02 06 08/
30588

09.02.2015

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

activated partial
thromboplastin time

649,
652

Low

13 02 01 02/
32392

09.02.2015

{Soluble
thromboplastin with
calcium»

A reagent for
determination of
prothrombin time

643,
638

Low

13 02 01 01/

2NKRRAQ

09.02.2015

«Thrombin»
A reagent for the study
of haemostasis

323,
017

Low

13 02 01 03/
30540

09.02.2015
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Device name

Document ref - DOC2015 vs Q2

Typel/ model/ref

number

Risk class

Code:EMDS/GMDN
1

First date of
CE-
compliance

«Tech-Factor IX-test»

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

679

Low

13 02 02 08/
30548

09.02.2015

«RNP-plasma»

Reference normal
pooled plasma

774

Low

13 02 50 02/
30590

09.02.2015

«Pathoplasma»
Pathologic plasma

775

Low

13 02 50 02/
32394

09.02.2015

«Techplastin-test (K)»

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

144

Low

13 02 01 01/ 30539

09.02.2015

<(Tech-Antithrombin-
test»

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

688

Low

13 02 06 02/
33156

09.02.2015

«Lupus-test»

The kit of reagents for
the determination of
anticoagulants of lupus

type

011

Low

13 02 06 07/
30587

09.02.2015

«Express-Lupus-test»

The kit of reagents for
the determination of
lupus anticoagulant

193

Low

13 02 06 07/
30587

09.02.2015

«Fibrinolysis-test»

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

009

Low

13 02 05 90/
0

09.02.2015




Type/ model/ref

: First date of
Risk class Code:EMDS/GMDN

number 1 CE-
compliance

Device name

Low
«MultiTech-

Fibrinogen»

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

The kit of calibrators for
the determination of
fibrinogen
concentration

«ADP» Low

The kit of reagents for 1302 04 01/

the determination of 030 09.02.2015
: 30569

ADP-aggregation of

platelets

Ristomycin

The kit of reagents for 1302 04 01/

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

of platelets

«Collagen»

The kit of reagents for 1302 04 01/

the determination of 095 09.02.2015
) 30569

collagen-aggregation of

platelets

«Adrenaline» Low
The kit of reagents for

09.02.2015

714 13 02 50 02/ 39413 |09.02.2015

Low

Low

the determination of
adrenaline- aggregation
of platelets

031

1302 04 01/
30569

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

the study of
haemostasis




CERTIFICATE

LL-C

No. 71191 : Certification

This is to certify the Quality Management System of Medical Devices of

«Technology-Standard» LTD

116/95, Kalinin Prospekt
656037 City of Barnaul
Russia

&
A4

has been assessed and found to be in compliance with the Standard
EN ISO 13485:2016

applicable to

Development, production and sales of diagnostic
kits and reagents for in vitro diagnostics of

hemostasis system.

The certificate has been issued under No. 71191 for the registration
period from 05 August 2019 to 04 August 2022.
The first certificate date of issue is 05 August 2016.

Approved by ﬁ'%ﬁlby
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S 3137

validity code 658F2782-225

Check the validity of this certificats using this code at www.ll-c.info

BN E e i mLy. Y. 2 ran/a 19 0N Praha R/
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CEPTUOUKAT \4

Ne 7 i1 9 1 Certification

Hacroawui ceptTuduKkaTt yAOCTOBEPAET, YTO CUCTEMA MEHEIXKMEHTa KaJyecTBa
MeanumHckoro obopyaosaHua B

TEanorns 000 ¢pupma

CTARRAPY

«TexHonorna-CrtaHgapT»

c ripocnekT KanuHuHa, 116/95
' 656037 r. bapHayn

Poccusa

6bina npoBepeHa W NpU3HaHa COOTBETCTBYIOWEN TpebosaHuaM cTaHaapTa
EN ISO 13485:2016
Ans cnepytouieit obnactu ceptudukaumm:

Paspab6orka, npou3BoACTBO U peanusayms
AVArHocTuyeckux Habopos u peareHToB Ans in vitro
AWArHOCTUKMU CUCTEMbIl reMocCTasa.

AaHHbi cepTudukaT 6bin Bbl4aH nog HomepoM 71191 n geiicTyeT ¢
5 aBrycra 2019 r. no 4 asrycra 2022 r.
[aTta Bblaayv nepsoro ceptudukarta 5 aerycra 2016 r.

NoaTtsepXxaeH

OF MULT {4
Ry

il

Kop nencreutenbHocty 658F2782-225

C NOMOLLbIO 3TOMO KOAA NPOBEPLTE AEUCTBUTENLHOCTL CEpTU(dMKATa Ha cauTe WWW. ||-c info

L1.C (Cortification) Czech Republic a.s. | Pobfezni 620/3, 186 00 Praha 8



NS pe Texn1acTUH-TeCT

(&
N

MHCTPYKLUUA
no NpuMeHeHuo Habopa peareHToB
ANs onpeaesieHns NPpoTpoM6MHOBOro BpEMEHM
Ha aBTOMaTUYECKUX KoarysoMeTpax
(c »xngrum pearenrom Ha 1000-2000 onp.)

HA3HAYEHME

TexnnacTuH-TeCT npegHasHayeH Ans OUEeHKW NpOTPOMOGUHO-
BOrO BPEMEHW CBEPTbIBAHMS HA aBTOMAaTUYeCKWUX KoarynomeTpax.
Habop Takke BO3MOXHO MCMO/b30BaTh U Ha MONYaBTOMATUYECKNX
KoarynomeTpax. OnpegeneHve npoTPoM6MHOBOrO BpeMeHM UC-
nosnb3yeTcs Ans TECTUPOBaHWS (PaKTOPOB NPOTPOMOMHOBOIO KOM-
nnekca (II - npotpombuHa, V, VII, X) 1 KOHTPONS NevyeHns aHTu-
KoarynsiHTaMy HenpsiMoro AencTBusl.

XAPAKTEPUCTUKA HABOPA

MpuvHUMn MeToaa. TpombonnactuH (daktop III, TpoM6o-
KuHa3za) npeBpalLaeT NpOTPOMOMH Mnasmbl KPOBK B MPUCYTCTBUK
MOHOB KasibLMs B aKTUBHbIN (hepMeHT TPOM6UH, TpaHChOpMUpYLo-
LM HUBPUHOrEH NnasMbl KPOBWU B HEPACTBOPUMLIN UBPUH. W3-
MepsieTcs NpoTpoMOMHOBOE BpeMsi - BpeMmsi 06pa3oBaHus Gub-
pWHa B NnasMe KpPoBM B MPUCYTCTBUM MOHOB KasbLWsi U TPOM6O-
NAacTMHa (3KCTpakTa U3 Mo3ra Kponuka).

CocraB Habopa:
TexriactuH (TPOMBONNIACTUH-KabLMEBAs CMECh M3 KPONWYb-
ero mosra), cycnensusi 10 mn — 10 ¢n.

Me)xayHapoaHblii MHAEKC 4yBcTBUTenbHoctu (MUY)
yka3saH B Macnopre k Ha6opy.

KOHTponbHas nnasmMa B COcTaB Habopa AaHHOW KOMMeKTa-
UMM He BXOAMUT. [nsi MOnyYeHUst KOHTPOSbHbIX 3HAYeHWi mnpo-
TPOMOBMHOBOIO BpeMeHW CBEPTLIBAHWS CleayeT UCMOoNb30BaTb Nyn
6eaHoii TpoMboLMTaMK NnasMbl, NOYYeHHOM OT 3-5 npakTuyecku
300pOBbIX NOAEN.

AHAJINTUYECKME
XAPAKTEPUCTUKN HABOPA

KoadpduumeHT Bapuvaumm pesynbTaToB OMpeaeneHus npo-
TPOM6MHOBOro BpeMeHu He npesbiwaeT 10 %.

[JonycTvMbii pa3bpoc pe3ynbTaToB OMpeAeneHnst MpoTpoM-
6MHOBOrO BpPeMEHU B OfHOM Mpobe nniasMbl KPOBM PasHbIMU Ha-
60pamMmn oHol cepun He npesbiwaeT 10 %.

MEPbI
NMPEAOCTOPOXXHOCTHU

MoTeHUManbHbI pyUcK NpUMeHeHNst Habopa — knacc 2a (FTOCT
P 51609-2000).

Bce peareHTbl, BXOAsALWME B HABOP, MCMOMb3YIOTCS TONbKO ANs
NpUMeHeHus in vitro.

Bce KOMMOHEHTbI Habopa B UCMOMb3YeMbIX KOHLEHTPaLUMsX He
TOKCUYHbI. KOMNOHEHTLI Habopa MpoBepeHbl Ha coaepXaHue Bu-
pycos renatuta u BU4.

Mpu paboTe c HabopoM cneayeT HageBaTb OAHOPA30Bble pe-
3MHOBbIE WM MACTMKOBbLIE NMepuaTky, Tak Kak obpasubl nnasMbl
KPOBMW YenioBeka crieflyeT paccMaTpvBaTb KakK MOTEHUMANbHO WH-
(pvumpoBaHHble, CnocobHble AnUTENbHOE BpeMsi COXpaHsTb U
nepegasaTb BUY, BMpyc renatuta B unu noboii apyroi Bosbyam-
Tesb BUPYCHOM MHGbEKLMM.

Bce ucnonb3oBaHHble MaTepuanbl Ae3nHbULMpoBaTb B CO-
OTBETCTBMM C TpeboBaHusmMm MY-287-113.

OBbOPYAOBAHME,
MATEPWUAJIbl, PEATEHTDI

- ABTOMaTUYECKUIA UNK MONYaBTOMATUYECKMWIA KOarynioMeTp;
- ueHTpudyra nabopaTopHasi;

- cusnonorunyeckmii (0,9 %) pacTBop HaTpusi XJiopuaa;

- NepyaTku pe3nHOBbIE XMPYpruyeckme.

KaTtanoxxHbiii Homep Habopa:

000 chupma "TexHonorusa-Crangapt"

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

NMPUIOTOBJIEHUE
AHAJINBNPYEMbIX OBPA3LIOB

KpoBb Ans uccnenoBaHust 3abupatoT U3 JIOKTEBOM BeHbl B
NAacTUKOBYIO MM CUIIMKOHUPOBaHHYIO NPOBUpKY, Coaepiallyto
3,8 % pacTBOp HaTpUsi JIMMOHHOKMCIIONO TPEX3aMeLleHHOro (LUmMT-
paTa HaTpusi), COOTHOLEHNE 06bEMOB KPOBM M LMTpaTa HaTpus -
9:1. Kpoeb ueHTpudyrupytot npu 3000-4000 o6/MmH (1200 g) B
TeyeHue 15 MuH. B pesynbTaTte nonyvatoT 6eaHyto TpomboumTamm
nnasMy, KOTOpPYIO NMepeHoCaT B APYryto Npobupky, rae XpaHaT Ao
npoBeAeHNs UccneaoBaHus.

LleHTpudyrnpoBaHue fOMKHO NPOBOAUTLCSA HENOCPEACTBEHHO
nocse B3STMS KPOBW, @ OTOOP Nfa3Mbl Ha UCCefoBaHWe - cpasy
Xe nocne LeHTpudyrnposaHus. He gonyckaeTca aHanus nnasmbl,
MMEMOLLE CryCTKW, FeMonmM3, M3BbITOK LMTpaTa HaTpus U nony-
YeHHoli 6onee 2 4 Hasag, a Takke 3aMOPOXKEHHOW M1a3Mbl KPOBY.

NMPUrOTOBJIEHUE PEATEHTOB
N NPOBEAEHUE AHAJIU3A

1. NOArOTOBKA PEAFEHTOB K PABOTE

TexnnactuH BXOAUT B KOMMNNEKT Ha6opa FOTOBbIM K NpUMeEHe-
HUIO 1 He TpebyeT Kaknx-nmbo pasBeaeHui.

Mony4yeHne KOHTPOSILHOM MMa3Mbl:

BapuaHt 1: BegHas TpombouuTamu nnasma, nosyyeHHas no
OnNuUCaHHOMy MeToay (cM. Beiwe pazfesn «lpuroTosaeHne aHasmm-
3UpyemMbIX 06pasLos») OT 3-5 nMpakTU4ecku 340pOBbIX JOHOPOB,
CMeLLMBaETCsl B paBHOM Nponopumu.

BapuaHT 2: MoxeT 6biTb TakXke MCnosib3oBaHa KOMMepYeckas
KOHTpOJIbHasi HOpMasnbHash Mnas3Ma, aTTecToBaHHas Mo AaHHOMY
rokasareso.

KOHTpOJ'IbHYIO nnasMy cneayeTr ucnonb3oBaTb ANd NonyyYeHus
HOPMaTMBHBIX A@HHbIX M KOHTPO/S aKTUBHOCTM TexnnacTuHa.

2. MPOBEAEHUE AHAJIU3A

MHdopmaumio 06 0cobeHHOCTAX NpoBefeHWs aHanusa Aans
onpenenéHHo Moaenu aBTOMATUYECKOro KoarynoMeTpa MOXHO
nonyyYnTb B NPOTOKONE afanTauuid, KOTOpbl Ony6nnkoBaH Ha
calite www.tehnologia-standart.ru (B pasaene «lMpoTokonbl aaan-
Tauum»). YUCNIo onpeaeneHuii MOXET OTNMYaTbCA NS pasHbIX
KOHCTPYKLMIA aBTOMaTMYECKUX KOarysioMeTpoB.

OnpeneneHne KOHTPObHbIX (HOPMasibHbIX) MoKasaTtenen Ha
MoJlyaBTOMaTUYECKUX KOarysioMeTpax

1. B KIOBETY MOJ/lyaBTOMaTUYECKOro KoarysfioMeTpa BHECTU
0,05 MN KOHTPOJIbHOW Ma3Mbl.

2. NHkybupoBaTb npu Temnepatype +37 °C B TeueHue 1 MuH.

3. Oobasutb 0,1 mMn TexnnacTvHa, MMelOWEro TeMnepaTypy
+37 °C, » HayaTb OTCYET BpPEMEHU CBEePThIBaHUSI A0 06pa3oBaHus
punbpuHa.

AHaNOrMyHo onpeaenvTb NPOTPOMOMHOBOE BpeMSi Ha Mosyas-
TOMaTMYECKOM KoarysioMeTpe B obpasuax niasmbl 60/1bHbIX.

YTeHue pe3ysibTaToB. Pe3ynbTaT BbIpaXaloT Mo O4HOMY
13 Cneayowmx BapnaHToB:

1. MpoTtpombuHoBoe Bpems (77B) B cekyHaax y 60nbHOMO C
YKa3aHWEM 3Ha4YeHWI, NONYUYEHHBIX NMPU UCCIEA0BAHUN KOHTPOSIb-
HOW Nnasmbl.

B HopMe NpoTpoMbK1HOBOE BpeMs, U3MEpPEeHHOe Ha KoarysioMeT-
pe, cocTaBnsieT 12-18 ¢, Npu MaHya/bHOW TEXHWKE ONpeaeneHns -
13-19 c.

2. MpoTpombrHoBoe oTHOLWeHWe (770)

B Hopme /70 coctaenset 0,9-1,3.

3. ABTOMaTWUYECKWI KOarynoMeTp crnocobeH BbIUMCIUTL Mpo-
TPOMGMHOBLIN NMoKa3aTesnb No KBuky.

B Hopme nokasatenb no KBuKy npu ucnonb3oBaHun Tex-
nnactmHa 6onee 60 %.

4. MexayHapoaHoe HopManav3oBaHHOe oTHouweHne (MHO)
aBTOMATUYECKMIA KOArysioMeTp BbIUYMC/ISET Ha OCHOBE 3HAYeHWN
10 v MexayHapoAHOro wHAaekca 4yBcTBuTenbHoctn (MHY),
KOTOpGLIV YKa3aH B /7acriopre k Habopy.

HopmanbHoe MHO 6nm3ko k 1,0. Mpu neyeHnn aHTukoary-
NSIHTaMKU HeMNpAMoro AencTeust obbluHO aoBoasT MHO go 2,0-3,5,
B 3aBMCMMOCTM OT KIIMHUYECKUX MOKa3aHui. Yem Bbllwe MHO, Tem
3HauuUTeslbHeE TMNOKOoAarynsauMst U TeM valle M onacHee remop-
parnyeckne OCOXXHEHMSI.

ycnoBusa XPAHEHUA
n NPUMEHEHUA

Habop paccunTaH Ha mccnegosaHne 1000 o6pasLoB niasmebl
npy MCNonb30BaHNM HONbLUMHCTBA aBTOMaTUYECKMX U MONyaBToO-
MaTMYecKMX KoarynomeTpoB. [lpy WMCMONb30BaHWM HEKOTOPbIX
koarynomeTpoB (Npu pacxoge »wuakoro TexnnactuHa no 0,05 mn
Ha 1 aHanms) uncno onpeaenexHuit ysennumeaetcs 4o 2000.

XpaHeHne Habopa AOMKHO MPOBOAMTBLCS MPU TeMmnepaType
+2... +8 °C B TeuyeHue Bcero cpoka rogHoctv (12 mec). Jonycka-
€TCsl TpaHCnopTUpoBKa Npu Temnepatype Ao +25 °C B TeueHue
30 cyT, a TaKke OAHOKpaTHOE 3aMOpaXXUBaHue.

Mocne BCKpbITUS NaKoHa XUAKUMA TexmnnacTuH MOXHO UC-
nonb3oBaTh Npu TemnepaType +37 °C He Gonee CyToK, KOMHaTHOW


http://www.tehnologia-standart.ru/

Temnepatype (+18... +25 °C) - He Gonee ogHON Hemenu UK He
6onee 30 gHen - Npu TemnepaType +2... +8 °C.
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