- N s S

b [-N-m - r n" \Y% MexIA LS g > n n -rtSA”
iy
' n
r |
Y. b*
1
St LU
LI ®EAEP.\\bHAA C/MOKBA MO HM30PY B COEPE 3PABOOXPAHEHIA
1 (POC3OPABHAL3OP) .
>
wy- PETMCTPALUMOHHOE YAOCTOBEPEHUNE )
L HA MEJULIMHCKOE U3AENWNE R
oT 21 HosA6ps 2023 roga P3H 20"0/10709
Ha megnunHckoe nsgenue
Kn KacceTa ¢ peareHTamu g1 KOJIMYECTBEHHOIO OrnpefesieHNs cBO60AHOTO
L . npoctatcneyHgpunucckoro aHTureHa (free prostate specific antigen (FPSA)) AL
H\1IMYHOXeMH/IIOMUHECLLEHTHbIM METOLOM B K/IMHWYECKOM 0bpasLie Ha aHasim3aTopax
cepumn CL gna guarHocTukuy in vitro )
1
HacToswee perncTpayMoHHOe yA0CTOBEPEHME BbILaHO S
ky- "LLaHbWK3Hb MaiiHgpaii buo-Megmkan SnektpoHuke Ko., /1Ta.”, KHP, *1 g
Shenzhen Mindray Bio-Medical Electronics Co., Ltd., Mindray Building, Keji 12th - g
Road South, High-Tech Industrial Park, Nanshan, 518057 Shenzhen, P.R. of China ' M
-4
%5 : Mpon3BoanTENb
R - ”LLIsHbYWK3IHb MaliHgpaii Buo-Meagnkan 3nekTpoHuke Ko., J114.”, KHP, -
Shenzhen Mindray Bio-Medical Electronics Co., Ltd., Mindray Building, Keji 12th ;
NQ} Road South, High-Tech Industrial Park, Nanshan, 518057 Shenzhen, P.R. of China J
5

MecTo Npov3BOACTBA MeAMLIMHCKOrO U3Aenms
CM.MPUIOXKEHNE

Homep peructpaymoHHoro gocse JI®P/A-58910/81979 ot 10.11.2023

@(l‘? Knacc noTeHUMansHOro pucka npuMeHeHns MeguLMHCKOro n3gennsa 2a
-y Kop O6Luepoccniickoro Knaccugukaropa npoayKuuy no Buaam 3KOHOMUYECKOA nJ "
fesiTenbHoCTY 21.20.23.110 I:<i
'S
HacTosiee perncTpayoHHOe YA0CTOBEPEHME UMEET MPUNIOXKEHNE Ha 1ncTe f
N r/x
(<L
S& # Mpukasom Poe3apaBHaasopa ot 21 Hosbps 2023 rogaNe 8356
' AONYLIEHO K 06paLLeHni0 Ha Tepputopumn Pocguitickoin deaepauuii.
3aMecTuUTeNlb PYKOBOAUTENIH deaepasibHON CryXobl 711 an,
HO HaA30py B chepe 34paBOOXpPaHEHNSA [.1O. MaB.310K0B

IAV |
T

0073901

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI 1 PETUCTPALIMH MELMLIMHCKUX U3AEMM
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(POC3OPABHAL3O0P)

NMPUNOXEHWE

KPEIMr’MCTPAUMOHHOMY YAOCTOBEPEHUIO

HA MEAVLIMHCKOE V3AENUE
oT 21 Hos6psa 2023 roga Ne P3H 2020/10709

Ha meAMUMHCKoe naenue

Jnet 1

KacceTa ¢ peareHTaMu /11 KOJIMYECTBEHHOIO OMpesesieHUss CBO60AHOI0
npocraTtcHeynpuyeckoro aHtureHa (free prostate specific antigen (FPSA))

VMMITHOXeMUTIOMUNECLLEHTHBIM METOAOM B K/IMHMYECKOM 06pasue Ha
[V cepun CL gna gUarHoCTUKM in vitro, B BapuMaHTax UCMOSIHEHNA:

1 Kaccerta ¢ peareHTamu /i KONMYECTBEHHOMO OMnpezesieHns cBo604HOro

npoctarcneungmyeckoro aHtureHa (free prostate specific antigen (FPSA))

aHamsatopax

NMMYHOXEMUITHOMUHECLEHTHLIM METOA0M B KTMHNYECKOM o6pa3u,e Ha aHa/in3atopax cepun

- KacceTa c peareHTamu FPSA 111-2 wr.:

- IHCTPYKUMA NO MPUMEHEHNIO - 1 LWT.

2. Kacceta c peareHTamu 4ns KOIMYECTBEHHOrO ONpeseneHns CBO60AHOIo
npocTatcneunguyeckoro aHtureHa (free prostate specific antigen (FPSA))

\ CL gna onarHocTuKu in vitro, B BapuaHTe ucnonHeHns FPSA 111 (2x50 TecToB), B COCTaBe:

MMMYHOXEMUNFOMUHECLEHTHBIM METOOM B K/IMHMYECKOM 06pasLe Ha aHanmn3aTopax cepum

CL gns guarHocTuku in vitro, B BapmaHTe ncnosnHeHms FPSA 112 (2 x 100
B COCTaBe:

o - KacceTa ¢ peareHTamm FPSA 112-2 wr,;

e - UHCTPYKUMSA NO NMPUMEHEHWNIO - 11T,

W 3. Kacceta ¢ peareHTamu 18 KOJIMYeCTBEHHOIO onpeseneHns CBO6OAHOrOo

npocTatcneundguueckoro aHtureHa (free prostate specific antigen (FPSA))

TeCTOB).

MMMYHOXEeMWUTIOMUHECLLEHTHbIM METOZOM B K/IMHUYECKOM 06pasLie Ha aHaim3aTopax cepum
CL p.ia gnarHocTukuy in \ itro. B BapmaHTe ucnosnHeHus FPSA 113 (2 x 30 TecToB), B COCTaBe:

- KacceTa ¢ peareHTamn FPSA 113-2 wr,;
- IHCTP>TCUMA MO NPUMEHEHUIO - 1 wiT.
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