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15 December 2021

AUTORIZATION LETTER

This letter is to sertify that the company Sanmedico SRL, is authorized to
import, sell and register all products manufactured by “Technology-Standard

LTD?”, Russia in the Republic of Moldova.

This authorization letter can only be used for Product Registration purposes,

public tenders or bid prices.

“Technology-Standard” reserved the right to cancel this authorization at any
time with a one month notice. In case of cancellation of authorization,
Technology Standard undertakes to provide Sanmedico SRL with sufficient
goods to fulfill contracts and contracts acquired in current and past public

tenders, at previously agreed prices.

The power of authorization letter is valid until December 31, 2022, without

the right of substitution.

Director
“Technology-Standard LTD”

Digitally signed by Monastirschii Viorica g
Date: 2022.03.21 14:08:55 EET ™
Reason: MoldSign Signature
Location: Moldova

Andrey Momot



Cepartnerqdql

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 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/

Document ref.: DoC2015 vs.
02 Page: 3 0of 6

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




Page: 4 of 6

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




Document ref.: DoC2015 vs. 02

Declaration of Conformity
Page: 6 of 6

. 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

@ OF MULTIL:
W,

\*‘ <
A AF .
o

VITioN - ARRINS

[
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



TEXHONOMASA
CTAHAAPT

N
MHCTPYKLUA

no npMMeHeHuto Habopa peareHToB Ans
onpegeneHns KOHUEeHTpauun ¢pmbprHoreHa
(4nsa nosyaBromMarnyeckmnx KOarysi0MeTpoB)

MynbTuUTex-

dubpuHoreH

HA3HAYEHMUE

Habop npeaHasHayeH AnA KOSMYECTBEHHOro orpeaesieHus
coaepxaHusi (pubpuHOreHa B M/asMe KpoBW Ha NoslyaBTOMaTy-
yeckMx Koarynometpax, 6e3 npeaBapuUTENbHOrO pasBefeHUs
nccneayemoit nnasmel.

XAPAKTEPUCTUKA HABOPA
MpuvHUMn MeToaa

3aKntoyaeTcs B onpeneneHnn BpeMeHn CBepTbIBaHUS LMTpaT-
HOM nnasMbl U36LITKOM TPOMBMHa (MOAM(MUMPOBAHHLIN METoA
Clauss). Bpems cBepTbiBaHWS NpU 3TOM MPOMNOPLMOHASNIBHO KOH-
LeHTpauum ubpuHoreHa, KOTOpylo onpefensioT no Kanmbpo-
BOYHOMY rpacuKy.

CocTtas Habopa:

1. Tpom6uH (nModunbHO BbICYLIEHHBIN peareHT, 500 ea. NIH)
-2 n.

2. Pacreopuress fnig pombura, 10,5 mn - 2 dn.

AHAJINTNYECKUE
XAPAKTEPUCTUKN HABOPA

JInHelHocTb onpeaenexus ot 0,9 ao 10,0 r/n.

KoadpduumeHT Bapuaumm pesynbTaToB OMpeaeneHnst KOH-
ueHTpauun dmbpuHoreHa He npe.blwaeT 10 %.

CopepxaHuve renapuvHa B nnasme o 1,0 Ea/mn He BnvseT Ha
pe3ynbTaTbl onpeaeneHus.

[JonycTvMbil pa3bpoc pe3ynbTaToB onpeaeneHust KOHLEHT-
paummn hubpuHoreHa B oAHOM nNpobe nnasMbl pasHbiMU Habopamu
OfHOW cepuy He npeBbiwaeT 10 %.

MEPbI
MPEAOCTOPOXXHOCTHU

MoTeHUManbHLIN pUCK NpUMeHeHus Habopa — knacc 2a (FOCT
P 51609-2000).

Bce peareHTbl, BXxoaswme B Habop, NCNOMb3yTCA TONbKO AN
NpUMeHeHns in vitro.

Bce kOMMOHeHTbI Habopa B UCMOMb3yeMbIX KOHLEHTpaLmMsaX He
TOKCUYHBI.

Mpn paboTe c HabopoMm cneayeT HajeBaTb OAHOPA30Bble
PE3MHOBbIE WM NIACTUKOBbIE MepyYaTKu, Tak Kak obpasubl nnas-
Mbl KPOBM YenoBeKa cneayeT paccMaTpuBaTb Kak MOTEHUManbHO
MHMULMPOBaHHbIE, CMOCOBHbBIE ANUTENbHOE BpEMS COXPaHsTb U
nepegasaTb BUY, Bupyc renatuta B unu noboli apyroii Bosdyau-
TeJb BUPYCHOMN MHEKLNM.

Bce wcnonb3oBaHHble MaTepuanbl Ae3nHdUUMpoOBaTb B CO-
OTBETCTBUM C TpeboBaHusMn MY-287-113.

OBOPYOBAHME,
MATEPWUAJIbl, PEATEHTDI

- LleHTpudyra nabopatopHasi;

- NONyaBTOMAaTUYECKUIA KOaryioMeTp;

- Ao3aTopbl nuMneTo4Hble Ha 0,1-0,2, 10,0 mn;

- BOAa AUCTUNNPOBaHHas;

- NepyaTKu Pe3nHOBbIE XMPYPrUYECKUE;

- Habop kanubpaTtopoB «PubpUHOreH-kanmbpatop» (kar.
N2 714, npoussoanTens OO0 dupma «TexHonorns-CraHaapT»,
3aKa3blBaeTCs AOMONHUTENBHO).

NMPUITOTOBNEHME
AHAJINSUPYEMbBIX OBPA3LIOB

KpoBb Ans wccnenoBaHust 3abupaloT M3 JIOKTEBOW BeHbl B
NNacTUKOBYIO MM CUAIMKOHMPOBAHHYIO MPOBMpPKY, coaepiKallyto
3,8 % pacTBOp HaTpUs NMMMOHHOKMUCIIONO TPéX3aMeLLeHHOro (LUnT-
paTa HaTpusi), COOTHOLIEHNE 06bEMOB KPOBM U LMTpaTa Hat-
pus - 9:1. Kpoeb ueHTpudyrmpytoT npu 3000-4000 o6/MuH
(1200 g) B TeyeHune 15 MuH. B pesynbTaTe nonyyatot 6eaHyto

KaTtano)xHblit Homep Habopa:

000 ¢upma "TexHonorua-Crangapt”

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

TpoMbouuTamMu NnasMy, KOTOpYIO NepEHOCST B APYryto Npobupky,
e XpaHsT 40 NPOBEAEHUs! UCCNIef0BaHMS.

LleHTpudyrvpoBaHme AOMKHO NPOBOAUTLCS HEMOCPEACTBEHHO
nocsnie B3sTUSI KPOBM, @ OTOOP MasMbl Ha UCCeAoBaHMe - cpasy
e nocre LeHTpudyrupoBaHns. He 4onycKaeTcs aHanus nnasmbl,
MMeEIoLLEN CryCTKW, FeMonu3, M3BbITOK LMTpaTa HaTpus U nony-
yeHHoli 6onee 2 Y Hasaj, a Takxke 3aMOPOXKEHHOI MIa3Mbl KPOBU.

NMPUITOTOBJIEHUE PEAFEHTOB

U NPOBEAEHUE AHAJIN3A
1. NIOArOTOBKA PEATEHTOB K PABOTE
1.1. PazBeaeHune TpoM6MHa

B oauH ¢nakoH ¢ TpomMbrHOM BHecTM 10,0 MAa pacTBopuTens
ans TpoMbuHa W pacTBOPUTL COAEPXXMMOE MPU  KOMHaTHOM
TemnepaType (+18... +25 °C) M nepemMelmnBaHUn B TeyeHue
5 MWH. B pesynbTaTte nonyyatoT pactBop TpoMbuHa. TPOM6GMH BO
BTOPOM (b/laKOHe pa3BoaaT Mo HeobxoaAMMOoCTH.

1.2, PasBepeHue kanubpartopa pmbpmuHoreHa

B kaxabll M3 NATU hfakoHOB KanmbpaTopoB hubpuHOreHa
(3aka3blBaeTcs AononHuTenbHo) BHectv no 1,0 mn auctun-
JIMPOBAHHOW BOAbl M PacTBOPUTbL COAEPXKMMOE MPU KOMHATHOM
TemnepaType ¥ cnaboM nokauvBaHuu B Teyenne 15 MuH. B
pe3ynbTaTe Nony4valoT KanubpaTopbl C ykasaHHoW B /lacropte k
Habopy Ka/mbpaTopos KOHUEHTpaumein GpubprHoreHa.

2. MOCTPOEHUE KAJINBPOBOYHOW KPUBOWM

[na NocTpoeHMst KanMbpoBOYHONM KpWBOM Heobxoaum Habop
kanubpaTtopos dubpuHoreHa «®dubpuHoreH-kanubpaTop» (Kart.
N2 714; 3aka3blBaeTcsl AOMONHUTENBHO).

2.1. B kioBeTy koarynometpa BHecTv 0,1 M nnasmbl-kanmb-
paTtopa N°1.

2.2. VHkybupoBaTb npu TeMnepatype +37 °C B TeueHue 1 MuH.

2.3. B 1y xe kioBery aobasutb 0,2 Mmn paboyero pacteopa
TPOMOMHa, MMeIoLLEero KOMHATHYIO TeMnepaTypy M HayaTb OTCYeT
BPEMEHW CBEPTbIBAHMS.

2.4. AHanornyHo onpefenuTb BpeMs CBEpTbIBaHUS C Mnas-
Mon-kanmbpaTopom N2 2, N2 3, N2 4 1 N2 5.

2.5. Mo nonyyYeHHbIM AaHHBIM HEO6X0AMMO MOCTPOUTL Kanub-
POBOYHYIO KPUBYIO.

3. NPOBEAEHUE AHAJIN3A

3.1. B kioBety koarynomeTtpa BHectv 0,1 Mn (cm. pazgen
"MpuroTosieHmue aHamupyemsix 06pasLos”) uccnenyemon nnas-
Mbl U NporpeTb eé B TedeHne 1 MMH npu Temnepatype +37 °C.

3.2. B 1y xe ktoBeTy gobasutb 0,2 mMn pabouyero pactsopa
TpOM6MHa, MMetoLero KOMHaTHYI0 TeMnepaTypy U HavyaTb OTCYET
BpPEMEHN CBEPTLIBAHMS.

3.3. Ucnonb3ys pesynbTaThl onpeaeneHns BpeMeHu CBEpTbl-
BaHUsl, MO KanMB6pPOBOYHOW KPUBOWM ONpeaensitoT KOHLEHTpauuio
dunbpuHoreHa B uccnegyemMom obpasue nnasmbl.

4. YTEHUE PE3YJIbTATOB

Bpemsi cBepTbiBaHUA uccnegyemoro obpasua niasmbl COCTaB-
nset 4-100 ¢, B 3aBUCUMOCTU OT KOHLEHTpaunn dhubpuHoreHa n
TUNA KoarynomeTpa. [Mana3oH onpeaeneHvs KOHLEHTpauun
¢pubpuHoreHa 6e3 [OOMONHUTENBHOrO pasBeAeHUs COCTaBnsieT
0,9-10,0 r/n. Ecnn pesynbtaThl onpeaenenus 6nmskm k 0,9 r/n
WM MeHblue (OTCYTCTBME perncTpaumm Cryctka), KOHLEHTpaumio
¢ubpuHoreHa cnegyet onpefenuTb  KNACCUYECKMM  METOLAOM
Clauss Habopom peareHTOoB «Tex-OubpuHoreH-tect»  (kaT.
N2 094 wnm kat. N2 324) unM aHanorMyHbiM C pa3BedeHueM
nnasmsl 1:5.

KoHueHTpauusi hnbpuHoreHa y 300poBbIX II0AEN HaxoauTCs B
avanasoHe ot 2,0 go 4,0 r/n.

ycnosna XPAHEHUA 1 NPUMEHEHUA

Habop paccuuTaH Ha BbinonHeHne 100 aHanu30B npu pac-
xofe pacTBopa TpomMbuHa no 0,2 MA Ha OAHO MUCCNefoBaHME, UK
200 aHanM30B Npu pacxoge pactsopa TpombuHa no 0,1 M.
[lonyckaeTcs TpaHCNOpTUpPOBKa Mpu Temnepatype Ao +25 °C B
TeueHue 30 cyT.

XpaHeHne Habopa AO/MKHO MPOBOAWUTLCA MpY TemnepaType
+2... +8 °C B TeYeHue BCero cpoka rogHocTu Habopa (15 mec).

3aKpbITbI NPOBKON pacTBOpP TPOMOBMHA MOXHO XpaHWUTb A0
2-X Heaenb Npu KOMHATHOM TeMnepaType U He 6onee Mecaua npu
+2...+8 °C. PacTtBop TpoMbuHa npy HEO6XOAMMOCTM MOXHO 3aMO-
paxxnBaTb Ha cpok Ao 30 cyTok npu TemnepaType (-16... -20 °C).

JINTEPATYPA
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