OEAEPAABHAS CAYKBA T1O HAA3OPY B COEPE 3APABOOXPAHEHNA
(POC3APABHAA3OP)

PETUCTPALIMOHHOE YAOCTOBEPEHHE

HA MEAWLHWHCKOE USAEJIUE '
ot 12 sinBaps 2015 roga Ne ®C3 2012/11536

Ha memununckoe n3nenue
TecT-cucTeMbl M KOHTPOJILHBIE MATEPHAJBI /IS aHAJIHU3ATOPA
uMMyHoxemuiIoMuHecueHTHOr0o PATHFAST

Hacrosimee perucTpalilioHHOE yIOCTOBEPEHUE BBIIAHO
3akpeiToe aknuoHepHoe odmectBo ""JUAKOH" (3AO "IUAKOH"),
Pocens, 142290, MockoBckasi 0671acTh, 1. Ilymuno, ya. I'pysosas, a. 1a
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[Ipounzpourens

"JICH Mennenc Kopnopeitmu'', Sinonus, -

LSI Medience Corporation, 13-4 Uchikanda 1-chome, Chiyoda-ku, Tokyo 101-8517,
Japan

MecTo npou3BOACTBa METUITMHCKOTO H3/IE/IHS
13-4 Uchikanda 1-chome, Chiyoda-ku, Tokyo 101-8517, Japan

Homep perucrpannonnoro nocse Ne P/{-5866/45196 ot 24.12.2014

Bua mequnuHCKOrO M3CTHA -

Krnacc noreHnuanbHOro prcka NpuMeHEHHs. METUIIMHCKOTO u3aenus 1
Kox O6mepoccuiickoro kinaccubukaTtopa MpoayKIUy Jjid MEAUIMHCKOro u3aenus 93 9817

HaCTOS{H_ICC PETHCTPATIOHHOE YAOCTOBEPEHUE UMECT IIPHUIIOKCHHE Ha 3 mucrax

npukasoM Pocspasransopa ot 12 stapst 2015 roga Ne 31
JONYIIEHO K oOpalenuio Ha Tepputopun Poccutickoit ey

Bpuo pyxosoautens @enepaibHoil CIyKObI
110 HaA30pY B cepe 3ApaBoOXpaAHEHHS 5
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OEAEPAABHAS CAYJKBA 10 HAA3OPY B COEPE 3APABOOXPAHEHIMNAI
(POC3APABHAA3OP)

MPUJIOYKEHUE
R PETUCTPALIMOHHOMY Y/ZIOCTOBEPEHHMIO

HA MEAWLIHHCROE U3 AEJIUE
or 12 sinBapsi 2015 rogza  Ne ®C3 2012/11536

Ha meauuunckoe uznenue

TecT-cncTeMbl M KOHTPOJILHBIC MaTepHAIBI JJISl AHAJIHM3ATOPA
uMMyHoxemuiTromMuHecneHTHOro PATHFAST:

1. TecT-cucTema 11 onpeeIeHns BRICOKOUYBCTBUTEIBHOTO Tponmonnna [ PATHFAST
(PATHFAST cTnl).

1.1. xapTpumxu ¢ peareatamu (60 1mT.)

1.2. xanmubparop 1 (1 da. x 2 M)

1.3. xa;m6parop 2 (2 . x 1 M)

1.4. pactBopuTens A Kanubparopos (2 ¢a. x 1 mi)

1.5. xapra 3Tan0HHOM KamuOpoBKH (1 mmiT.)

1.6. unctpykuus (1 mT.)

1.7. macnopT KOHTPOIBHBIX 3HAYEHMH (1 1mIT.)

2. Tect-cucreMa uis onpenenenus NTproBNP PATHFAST (PATHFAST NTproBNP)
2.1. xapTpumxu ¢ peareatamu (60 mT.)

2.2. xaymbparop 1 (1 ¢ x 2 M)

2.3. xaymubparop 2 (2 ¢t x 1 mi)

2.4. pacteopuTens 41 KamubpaTopa (2 ¢t x 1 M)

2.5. xapTa STaTOHHOU KamOpoBKH (1 mrT.)

2.6. yacTpyKuws (1 miT.)

2.7. macnopT KOHTPOJIBHBIX 3HaYeHHi (1 mT.)

3. Tect-cucrema s onpenenenns Kpeatunkunasst MB PATHFAST (PATHFAST CK-
MB).

3.1. kapTpumxu ¢ peareHTaMu (60 mit.)

3.2. xaimbparop 1 (1 . x 2 M)

3.3. xanubparop 2 (2 . x 1 M)

3.4. pacTBOpUTEIb I KalbpaTopos (2 ¢ir. x 1 M)

3.5. KapTa 3TalOHHOU KamuOpoBkH (1 1mT.)

3.6. uacrpykuus (1 mT.)

3.7. nacnopT KOHTPOJIBHBIX 3HauYeHuiA (1 mT.)

4. Tect-cucrema g onpeseneaus Muorno6una PATHFAST (PATHFAST Myo).
4.1. xapTpumKu ¢ peareatamu (60 1mT.)

4.2. xaymbparop 1 (1 ¢ x 2 M) e

4.3. xaimbparop 2 (1 ¢ x 2 M)

4.4. xapra 5TaJOHHOM KanuOpoBKH (1 miT.)

4.5. uactpyxuus (1 mr.)

4.7. macnopT KOHTPOJIBHBIX 3HaYeHH (1 mT.)

Bpuo pykoBogutens eaepanbHoil CJIyKObI

110 HA/130py B cepe 31paBooOXpaHeHHSs




OEAEPAABHAS CAVSKBA 10 HAA30OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

KPETUCTPALUUOHHOMY YAOCTOBEPEHHIO
HA MEAULIMHCKOE U3AEJIUE
or 12 suBaps 201Sromga  Ne PC3 2012/11536

5. Tect-cucteMa s onpeaeneHus BeicokouyBcTBuTeNbHOr0 CPB PATHFAST
(PATHFAST hsCRP).
5.1. xapTpuku ¢ peareHtamu (60 mit.)
5.2. xamubparop 1 (1 pm.x 2 M)
5.3. kaymbparop 2 (1 ¢u. x 2 M)
5.4. xapTa 3TajOHHON KanuOpoBKH (1 miT.)
5.5. uHCcTpykuus (1 mrt.)
5.7. macnopT KOHTPOJIbHBIX 3HauYeHuH (1 miT.)
6. Tect-cucrema jug onpenenenus JI-lumepa PATHFAST (PATHFAST D-Dimer).
6.1. xapTpumxu ¢ pearentamu (60 mit.)
6.2. xaymmabparop 1 (1 ¢u. x 2 mi)
6.3. xambparop 2 (2 da. x 1 M)
6.4. pacTBopHTEIb IS KanuopaTopa (2 ¢u. x 1 mi)
6.5. xapTa 3TalOHHOH KaTHOpoBKH (1 mT.)
6.6. mHCTpYKIHU (1 11T.)
6.7. macopT KOHTPOJIbHBIX 3HaueHuH (1 mT.)
7. Tect-cuctema s onpenenerus XI'Y PATHFAST (PATHFAST HCG).
7.1. xapTpumxu ¢ pearenTamu (60 mir.)
7.2. xamubpatop 1 (1. x 2 mm)
7.3. kanmubparop 2 (2 da. x 1 M)
7.4. pacTBOpHTENb A1 Kanubparopa (2 ¢u. x 1 mi)
7.5. KapTa 3TaJJOHHOH KanuGpoBkw (1 miT.)
7.6. nHCTpYKIHUS (1 1MIT.)
7.7. nacopT KOHTPOJIBHBIX 3HaYeHu# (1 mT.)
8. XI'Y xontpoas PATHFAST (PATHFAST HCG Control).
8.1. xorTpOIH 1 (2 1. X 1 M)
8.2. xoHTpOIH 2 (2 . X 1 M)
8.3. pacTBOpHTEINH I KOHTpOJIEH (4 . x 1 M)
8.4. yrcTpykius (1 mrt.)
- 8.5. macnopT KOHTPOIBHBIX 3HAYeHuH (1 mT.)
9. Tecr-cucrema ans onpenenenus [pecencuna PATHFAST (PATHFAST Presepsm)
9.1. xapTpumxu ¢ pearentamu (60 mit.)
9.2. xamu6parop 1 (1 ¢ x 2 mm)
9.3. xa;ubparop 2 (2 . x 1 M)
9.4. pactBopuTens A Kamubparopa (2 ¢ur. x 1 M)
9.5. xapTa TaTOHHOM KaTUOPOBKH (1 1mIT.)
Bpuo pykoBogutess ®eaepanabHoii caykObI
110 HA/130pYy B cepe 31paBOOXpaAHEHHS




CDEA,EPAABHAH CAYJKBA 1O HAA3OPY B COEPE 3APABOOXPAHEHWMS
' (POC3APABHAA3OP)

RPETUCTPALHHOHHOMY YAOCTOBEPEHHIO
HA MEAULIMHCROE U3AEJIUE
or 12 auBaps 2015 roma  Ne DC3 2012/11536

9.6. uactpykuus (1 mr.)
- 9.7. nacmopT KOHTPOJIbHBIX 3Ha4eHHi (1 miT.)
10. IMpecenicun kontpoms PATHFAST (PATHFAST Presepsin Control).
10.1. xouTpons 1 (2 b x 1 M)
10.2. xonTpoms 2 (2 . x 1 M)
10.3. pacTBOpUTEns AT KOHTpOIEH (4 . x 1 M)
10.4. uacrpyknus (1 mr.)
10.5. macoopT KOHTPOJIBHBIX 3HAYEHHMH (1 mT.)

Bpuo pykosoautens @egepanabHoii ciryk0bI
o HaJ30py B cdepe 3ApaBoOOXpaHEHHS

Mypamxko

0009043




