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Certificate of CE-Notification

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

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

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

IVD devices were registered under number:

Group : Kits and reagents for in vitro diagnostics of haemostasis system

Notification No.: NL-CA002-2015-34420
see appendix
with Dutch Competent Authorities as a consequently these IVD devices were

entered in EUDAMED by Dutch Competent Authorities

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

Issue date: 2016-08-19

Olga Teirlinck
Consultant CEpartner4U BV

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



Declaration of Conformity
DECLARATION OF CONFORMITY Document ref.: DOC2015

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

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

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

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

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

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

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

Title Document No.

In vitro Diagnostic Medical Devices Directive 98/79/EC

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

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

Registration nr. : NL-CA002-2015-34420

¥
A 4

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

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

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

vs. 2011-x
Appendix

Date: 2015-02-09


http://www.cepartner4u.eu/

Page: 2 of 6
Document ref - DOC2015 vs Q2

Declaration of Conformity

List of devices.

First date of

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

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


http://www.edma-ivd.be/
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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
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MHCTPYKLUMA
no NnpMMeHeHunio Habopa peareHToB Ans
onpeaeneHns pactBopuMbix pnubpuH-
MOHOMEPHbIX KOMMJIEKCOB B NJjlasMe
KpoBU (@p/1aKOHHbBIA BapHaHT)

HA3HAYEHMUE

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

XAPAKTEPUCTUKA HABOPA

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

CocraB Habopa:

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

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

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

AHAJINTNYECKME
XAPAKTEPUCTUKN HABOPA

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

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

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

MEPbI
MPEAOCTOPOXXHOCTH

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

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

Bce KOMMOHeHTbI Habopa B UCMOMb3yeMbIX KOHLEHTPaLUSX He
TOKCUYHBbI.

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

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

OBOPY[OBAHME,
MATEPWAJIbI, PEATEHTDI

- LleHTpudyra nabopaTopHasi;

- CeKyHaoMep;

- OCBETUTENb A5 MUKPOCKONa;

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

- BOfa AUCTUNNNPOBaHHas;

- NepYaTKu Pe3nHOBbIE XUPYpPruYeckue.

NMPUIOTOBJIEHUE
AHAJIN3BNPYEMbIX OBPA3LIOB

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

KaTanoxHblii HOMep Habopa: m

000 chupma "TexHonorua-Cranpgaprt"”

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




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

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

MPUrOTOBJIEHUE PEAFEHTOB U
MPOBEAEHUE AHAJIN3A

1. NOAIrOTOBKA PEATEHTOB K PABOTE

1.1. PasBeaeHue o-cpeHaHTpONMHA

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

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

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

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

2. NPOBEAEHUE AHAJIN3A

OnpeneneHvst NMpoBOAST NMpWM KOMHATHOW TemnepaType CMe-
LUMBAEMbIX peareHToB.

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

3. YTEHME PE3YJIbTATOB

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

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

B HopMasnbHoOV NnasmMe KpoBW pe3ynbTaT OTPULATENbHBIN.

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

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

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

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

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

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

- XpaHeHuUn nnasmbl Ao aHanunsa 6onee 1 u.

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

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

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

N NPUMEHEHUA

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

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

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

PasBefeHHYI0 KOHTPO/IbHYIO MNNa3My MOXHO XpaHuTb Npu
KOMHaTHOW TeMnepaType He 6onee 1 4Yaca, He 3aMOpaXXMBaTh.
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