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DECLARATION ОF CONFORMITY

1 ) Manufacturer flаmе, departmenl),, "Technology-Standard" Ltd

Address: 116i95, Kalinin Prospekt, Ваrпачl, 6560З7, Russia

and

2) Ечrореап authorized representative: CEpartner4U BV,

Address: EsDooRNLAAN 't 3, 395'l DB Мддкtl, Тнв NвтнекLдlilоs;
(оп product labelS printed aS:
cEpartne14U , ESDooRNLAAN 13,3951DB MAARN, ТнЕ NETHERLANDS. WWW,cepartne14u.eu)

3) PrOdUCt(S) Фаmе, type or tюdetkatch пulhеl, etc.)'.

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

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

Title Document No.

/п чlfrо Diagnostic Medical Devices Directive 98/79lЕс

: NL-CAO02-20l5-34420

Ваrпачl, Russia; 2015-03-'17
(Place & dёlе of issue (yyyy-mm-dd))

Апdrеу Momot, Director "Technology-Standard' Lti
(паrпе: fчпсliоп апd signalurc of mапufасturcl)

vs, 2011-Х

Declaration form: Standard lSo/lEc 17050-1:2010



Еlf Declaration of Сопfоrmitу
Document ref.: DoC2015 vs. 02

Page: 2 of 6

Appendix

Date: 2015-02-09

List of devices.

(TechpIaStin{eSt>

The kit of reagents fоr
the determination of
рrоthrоmЬiп time

607,

131 ,

608,

140

,lз 02 01 01/
30539 09,02.2015

<SFMC{esb>

The kit of reagents for
the determination of
soluble fibrin mопоmеr
complexes in blood
plasma

,l з 02 03 03/

4з421
09.02.2015

<APTT{esb>

The kit of reagents for
the determination of
activated раrtiаl
thromboplastin time

13 02 01 02/

з2з92
09.02.2015

<Тесh-FiЬriпоgеп-
teSt)

The kit of rеаgепts for
the determination of
fibrinogen
сопсепtrаtiоп in blood
plasma

1з 02 о2 o1l
30541

09.02.2015

(ChromoTech-
PlaSminogen>

The kit of reagents fог
the determination of
рlаsmiпоgеп
concentration in blood
plaSma

13 02 05 05/

30578
09.02 2015

See EDMS codes: http://WWW.edma-ivd.be/ (рrоdчсts classification)/Preference GMDN code



(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

<Plasma-control>

The kit of сопtrоl
blood plasma for the
study of haemostasiS

400

Low
13 02 50 02l

з0590
09.02.2015

(Thrombo-teSt)

The kit of rеаgепts for
the determination of
thrombin time

151 ,

609,

610

Low
13 02 01 03/

30540
09.02.2015

<Тесh-Fасtоr Vlll-
teSt>

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

274

Low

1з о2 02 07l
30547

09.02.2015

(PARUS-tesh)

The kit of reagents for
the determination of
disorders in рrоtеiп С
SyStem

164

Low

13 02 06 0в/

3058в
09.02.2015

KAPTT-El-test>

The kit of reagents for
the determination of
activated partial
thromboplastin time

649,

652

Low

1302о1 02l
з2392

09.02.2015

<Soluble
thromboplaStin With
calcium>

А reagent for
determination of
prothrombin time

643,

638

Low
1з 02 01 01/

30539 09.02.2015

<<ТhrоmЬiп>

А reagent for the
Study of haemostaSiS

323,
о17

Low 13 02 01 03/

з0540
09.02.2015
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(Тесh-Fасtоr lX-teSt>

The kit of reagents for
the determination of
factor lX activity in
blood plaSma

679

Low

13 02 02 08/

з0548
09.02.2015

(RNP-plasma)

Reference поrmаl
pooled plasma

о12
Low 13 02 50 02/

30590
09.02.2015

<<Pathoplasma>

Pathologic plaSma
01з

Low 13 02 50 02l
з2з94

09.02.2015

(Techplastin{est (К))

The kit of reagents for
the determination of
prothrombin time,
prothrombin ratio апd
lNR in blood

144

Low
13 02 01 01/

30539 09.02.2015

(Tech-Antithrombin-
teSt)

The kit of reagents for
the determination of
antithrombin lll activity

688

Low

13 02 06 02/

33156
09.02.2015

<(LupuS-teSt>

The kit of reagents fоr
the determination of
anticoagulants of
lupus type

011

Low

1з 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/

з0587
09.02.2015

(FibrinolySiS{eSt)

The kit of reagents fоr
the study of Xlla-
kininogenase_
dependent,
spontaneous and
induced euglobulin
fibrinolySiS

009

Low

13 02 05 90/

0
09.02.20,15



(MultiTech-
FiЬriпоgеп>

The kit of reagents for
the determination of
fibrinogen
concentration Ьу
automated and semi-
automated
coagulometerS

711,

712

Low

13 02 02 01l
30541

09.02.2015

(FiЬriпоgеп-
Са|iЬrаtоr>

The kit of calibrators
for the determination
of fibrinogen
сопсёпtrаtiоп

714

Low

13 02 50 02 /
3941з 09.02,2015

(ADP>

The kit of reagents fоr
the determination of
ADP-aggregation of
platelets

030

Low

13 02 04 01l
30569

09.02.2015

Ristomycin

The kit of reagents for
the determination of
ristomycin-agg regation
of platelets

197

Low

13 02 04 01l
30569

09.02.2015

<<Соllаgеп>

The kit of reagents for
the determination of
collagen-aggregation
of platelets

095

Low

13 02 о4 01l
30569

09.02.2015

(Аdrепаliпе)

The kit of reagents for
the determination of
аdrепаliпе-
aggregation of
platelets

0з1

Low

13 02 04 01/

з0569
09.02.2015



(AggreScreen-test)

The kit of reagents for
the ехргеss
assessment of platelet
haemostasis

13 02 04 01l
з0569

09.02.2015

09.02.2015

(Sodium citrate>

А reagent fоr the
stabilization of blood in
the Study of
haemostasis

13 02 80 02/

0
09.02.2015
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