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B RA H M S saBnsieTca 3apernctpmpoBaHHoi Toprooii Mmapkoii B R A H M-S

GmbH.

Lumi4®-Th saBnseTca 3aperncTprpoBaHHOl TOProBoii Mapkoi Lumiphore, Inc.,

NIMUEH3MSA Ha NCNOob30BaHNe KOTOPOW
BblAaHa komnaHum B RA HM S.

[Jpyrvue HavMeHOBaHWs1 NPOAYKTOB B JaHHOM [OKYMEHTE WCMO/b3YHTCA B LieNsX
UAEHTUUKALMY; OHU MOTYT SIBMIITHCS TOPrOBLIMU Mapkamu v (Unn)
3aperncTpUpoOBaHHLIMW TOPTOBbIMY MapKkamy COOTBETCTBYHLLMX KOMMNAHWIA.

Mpon3BOACTBO 1 (WK) UCMOMb30BaHWE JAaHHO NPOAYKUMM PEryIMPYETCS OfHUM

NN HECKOJIbKMMU U3 cnegyrunx naTteHToB:

AU2003265294, AU2009202176, CA2496253, EP1575416, EP2172220,

EP2305301, EP2308507, HK1142535,

HK1085368, HK1156521, HK1156233, 1L166393, IN218/CHENP/2005,

MXPAO05000832

MepBbIil BbIMyCK

O6nactb NpumMeHeHus /| Ha3zHavyeHune

Ha6op peareHToB B R A H M S sFIt-1 KRYPTOR npefHa3HayeH A515 aBTOMaTUyeckoro
NMMYHOMD/TYOPECLLEHTHOIO KOJIMYECTBEHHOIO onpefeneHnsa KoHueHTpauun sklt-1 (Pactsopvmas
fms-nogo6Hasn TMPO3uHKMHA3a-1) B CbIBOPOTKe yenoBeka M SATA-nnasme Ha aHanmsaTopax
cepuimy B RA HM S KRYPTOR,

MpoTnBonokasaHus

HeT

Mo6ouHble adhekTbl

HeT

YcTpoiicTtBa

B RAHMSSsFIit-1 KRYPTOR MOXeT ncnosib3oBaTbCs C.
OBRAHMSKRYPTOR

OBRAHMSKRYPTOR compact

BRA HM S GmbH

B RA H M SsFIl-1 KRYPTOR WHcTpyKkumna no npumeHeHuto (Bepcua ROIrii)
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0 BRAHMSKRYPTOR compact PLUS
0 B-R-A H-M-S KRYPTOR GOLD

JocTynHocTb 060pyfi0BaHUsA A/1s NPUOGPETEHNS] 3aBUCUT OT cTaTyca ero perucrpauum B
KOHKpPETHOIi CTpaHe.

BBegeHune

TecT B RA-H-M S sFlit-1 KRYPTOR npegHa3HayeH /19 UCMNO/b30BaHUA B COYETaHWUM C TECTOM
BR'A'HM'S PIGF plus KRYPTOR, a Takke [OMNOMHUTENbHbIMA  KIUHUYECKUMU U
OMarHoCTMYECKMMW . JaHHbIMM B KayecTBe BCMOMOraresibHOro WHCTpyMeHTa [ANns  AuarHocTuKu
npeaknamncum n (UNKn) KpaTKoCPOUHOro NPOrHO3UPOBaHUSA MPeaknamncum y 6epemMeHHbIX XeHLWWH ¢
NoJ03peHEM Ha NPesaKnamrncuio.

Mpeaknamncusl, BO3HMKAOWEASA B KayeCcTBe OC/IOKHEHUS MpuMepHO B 2-8 % cryyaeB Bcex
6epeMeHHOCTEN, ABMSETCA OCHOBHON MPUYMHOW MepuHaTaibHOM M MaTepPUHCKOW 3a60/1eBaEMOCTU 1
cMepTHOCTU. [lepBble KMHWYECKUME CUMMATOMbI NPe3kIaMncumn, Takme Kak NposiBieHne runepTeH3um
1 NpoTenHypun, HabnogaTca yepes 20 Hegenb 6epeMeHHOCTU. KMHUYeckn npeaknamncms MoxeT
NPOABNATLCA Kak B NIETKOW, Tak v B TSHXENoW chopme, Befylleil K npexaeBpeMeHHbIM pojaM Ha
cpoke 0o 34 Hepenb 6GepeMeHHocTW. Tskénaa dhopma npeaknamncun, win HELLP-cuHgpom
(remonus, yBenuMyeHWe aKTUBHOCTM ()EePMEHTOB MeYeHW, YMEHbLUEHHOE 4YMC0 TPOMOOLMTOB),
BCTpevaeTcs NpubnusnTensHo y 20 % XeHLWMH ¢ npeaknamncuneii.[1] [2]

XOT npuuMHa BO3HWKHOBEHWS MPE3KNaMncuy OCTAéTCA HEBbICHEHHOW, W3BECTHO, YTO CUHAPOM
MOXeT OblTb BbI3BaH [AucOaiaHCOM  MnaueHTapHbiX  (DaKTOpoB,  KOTOPbIA  NPMBOAMT K
3HAOTENVANbHOW  AMCAYHKUMW. AHTUaHTMoreHHblli haktop sFlt-1  (pactBopumasi fms-nogo6Has
TUPO3MHKMHA3a) BbICTYNaeT B KayecTBe CU/IbHOMO aHTaroOHWCTa TakuMX NPOAaHrMoreHHbIX atropos,
kak nnaueHTapHblii thaktop pocta (Mn®P), nocpeAcTBOM NPUCOEAVHEHUS K AOMEHY PeLenTOpHOro
CBA3bIBAHNA W HapylleHWs B3avMOAENCTBUA C 3HAOTENMa/IbHbIMU peLenTopamMun, YTo B pesynbrare
CTaHOBUTCS MPUYMHON 3HAOTENNaIbHOW AncdyHkumn. [3]

YpoBeHb [n®P nocTeneHHO YyBeNWuMBaeTcA BO BpemMs MNEpPBOrO M BTOPOro TpumecTpa
6epeMEeHHOCTN M NOHMXAETCA K KOHLY 6epeMeHHOCTU. Y XEeHLIMH C KIMHUYECKOol npeaknamncueit
ypoBeHb SFIt-1 3HauMTeNnbHO NPEBOCXOAWUT HOPMY, a KOHUeHTpauus cBobogHoro MndP B KpoBu
CYLLECTBEHHO CHWXeHa. 3HauMTeslbHO MOHWXKEHHbI ypoBeHb cBo6ogHoro MNn®P Habnogaetcs y
6epeMeHHbIX XEHLLMH, Y KOTOPbIX BNOCNEACTBUN pa3BuBaeTcs npeaknamncus.[4] [5]

M3amepeHne ypoBHeli sFlt-1 u Mn®P B cbiBOpOTKE MaTepy, HauuHas C cepefuvHbl 6epeMeHHOCTH,
MOXET NOBbICUTb 3 PELIMBHOCTb ANArHOCTMKM, NpeanosaraeMoil NpeakiaMncum, B pamkax KoTopoii
OLIEHMBAIOTCA TaKXe K/IMHWYEeCKMe CUMNTOMbl, MPOTEUHYPUS W MPOBOAUTCA [AOMNnjiepomMeTpus
MaTouyHoli aptepun. CooTHoweHne ypoBHeli sFIt-1/MndP aBnseTcs nokasaTenem npy gnarHoCcTuke
npeaknaMmncuy, NOocpeAcTBOM KOTOPOrO MNPOBOAUTCA pasfmune Mexgy CraydasMu OCNOXHEHHOW
npeaknamncvein 6epemMeHHOCTM U OCTaslbHbIMM  hOpMamMy  FUNEPTOHUYECKMX  PAaCCTPONCTB,
CBSI3aHHbIX C 6epeMeHHOCTbio. Kpome Toro, cooTHoweHne sFIt-1/MN®P MOXEeT CAyXuTb LEHHbIM
WHCTPYMEHTOM MPOrHO3UPOBaHUS Aa/ibHENLEro He6naronpuaTHOrO pasBUTUA MNoja U TeyeHus
6EepeMEHHOCTY Y XEHLLUMH C AnarHoCTUPOBaHHON npeaknamncueli.[6][7][8][9]

CopepxaHue

Komnnekr

B RA HM S sFIt-1 KRYPTOR CONT

n A CPOK rogHOCTY - CM.

REF 845.075 75 2XTr bl 3TUKETKY

HassaHve Konuyectso KauecTtso OnucaHune

KOHBIOIAT ¢ K ) roToBO K KoHblornpoBaHHoe ¢
(viatl 1 CMO/Ib30BAHMIO Lumi4®-Th

MOHOK/OHaNbHoe
B R-A H M-S GmbH Cip. 2317
B RA H M SsFlt-1 KRYPTOR MHCTpyKUmMs no npumeHeHuto (Bepeus ROIru)
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KOHDBIOIAT ¢ XL 1VIAL U

Kapra co 1
LUTPUX-KOA,0M

AKceccyapsbl

He BX0AWT B KOMNIEKT

Ha3BaHve

B RA H M-S sFlt-1 KRYPTOR CAL
B RA HM SsFItl- KRYPTOR QC

Mpoure NpUHaANEXHOCTU

He Bxognt B KOMnneia

roToBO K
NCnosib30BaHUo

roToBO K
MCcnosib30BaHNKO

PacxogHble matepuansbl B R A-H M S KRYPTOR compact PLUS

Ha3BaHve

BRAHMSKRYPTOR BUFFER
BRAHMSKRYPTOR compact SOLUTION 1
BRAHMSKRYPTOR compact SOLUTION 2
BRAHMSKRYPTOR compact SOLUTION 3
BRAHM S KRYPTOR compact SOLUTION 4
B RA-H M S KRYPTOR compact DILCUP

B R-A-H-M S KRYPTOR compact REACT

BRA HMS GmbH

B'R'A'H-M-S sMt- | KRYPTOR WHCTpyKums no npumeHeHuto (Bepcusa ROIru)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

aHTuTeno K 1 aHtn-sFlt-I,
6ydhepHbIii pacTeop,
6blunii anbbyMuH,

OblUb/ UMMYHOT106Y/MHBI,
MMMYHOTN06YMNHBI MbILLN,
[JeKCTpaH, KaToH
KoHblormposaHHoe ¢
CyaninS.S
MOHOK/I0H&/IbHOE
aHTuTesno K 1 aHtn-sFlt-1,
6ydhepHbIin pacTsop,
6blunii aTbOYMUH, GblubN
MMMYHOT 106y NMHBI,
NMMYHOT106YIMHbI MbILLIA,
[JeKcTpaH, KaToH

cMm. B-R'A-H-M'S
KRYPTOR compact
PLUS/KRYPTOR

GOLD uHCTpyKLMK no
ncnonb3oBaHuio. Kaprta co
LUTPUX-KOAOM COOEPKUT
BCI0O HE06X0AMMYHO
NHhopMauuio

AN perucTpauuy HoBOM
napTum peaxTvsa.

REF
84591
84592

REF
89970
89981
89982
89983
89984
89985
89986

Cip, 3un3 17



PacxogHble matepuasibl B R A HM S KRYPTOR GOLD

Ha3ssaHune REF
BRA HMS KRYPTOR BUFFER 89970
BRA HMS KRYPTOR compact SOLUTION 1 89991
BRA HMS KRYPTOR compact SOLUTION 2 89992
BRAHMSKRYPTOR compact SOLUTION 3 89993
BRAHMSKRYPTOR compact SOLUTION 4 89994
BRAHMSKRYPTOR compact DILCUP 89995
B R-A-H M S KRYPTOR compact REACT 89996
Mepbl OCTOPOXHOCTH

CobntofaTb ykasaHus, NpuBeAEHHbIE B UHCTPYKLUMM MO UCMO/b30BaHMIO
BRAHMSKRYPTOR compact PLUS/KRYPTOR GOLD u B gaHHOM
[OKYyMEHTE.

- He ucnonb3oBatb nocne AaTbl UCTEYEHUS CpOKa rogHOCTM (ykasaHa Ha
3TUKETKE).

- He cMelunBaTh peareHTbl U3 pas3/iMyHbIX HAGOPOB.

- He pa3gensiTb KOMMNOHEHTbI OHOTO KOMMJIEKTA.

- He ponyckaTb 3arpsi3HeHUsi peareHToB MUKpoGamu.

VcxoaHble MaTeprasibl YesTI0BEYECKOTO WU XMBOTHOMO MPOUCXOXAEHNS,
cofiepxallmecs: B peakTvBax, GblIM NPOTECTMPOBaHbI U (UK), HACKO/BKO
BO3MOXHO, 06pa6oTaHbl C UCMO/Ib30BaHMEM MPOLEYpP BUPYCHON UHABAMBaLMU.

OpfHako, BBUZY TOTO, YTO HEBO3MOX<HO rapaHTMpOBaTb OTCYTCTBUE B TAKWX
NPOAYKTax BUPYCHbIX MH(DEKLMIA, CO BCEMU UCXOAHBIMU MaTepuanamm

UE/I0BEYECKOTO WU XMBOTHOMO MPOUCXOXAEHNS criefyeT o6pallaTbesl kak ¢
MOTEHUMA/IbHO UHCHEKLMOHHBIMN.

Co6ntogath 06Lenpr3HaHHble Mepbl NPefoCTOPOXHOCTY U NabopaTopHble
npasm/ia nNpu paboTe ¢ peareHTamy 1 o6pasLamu.

- He nunetupoBatb pTom.

- BbIMbITb pykU nocrie paGoTsl.

- Bo Bpewms pa60T|>| HageBartb cneuoaexany, 3alnTHble nepvyaTkn U OUKN.

O 00 P>

B R-A H M'S GmbH Crp. 4un3 17
BRAHMSSsMM KRYPTOR WHnpykyma no npumerexunio (Bepcus ROIru)
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317

- 3anpelyaeTcsi NUTLE, NPUEM MULLM U KyPEHUE B MOMELLEHNUSIX, TAe paboTarT ¢
peareHTamu U npoGamu.

- Ypanutb pasznutblii MaTepuasn NpoMokaTesibHol 6ymaroii.

0 - Bce maTepuarsibl, UCMOMb30BaHHbIE [/1s1 OYMCTKY, NOA/EXaT YyTUIN3aLmm Kak
) MH(EKLMOHHbIE /1TaG0paToOpHbIE OTXOABI.

- He pgonyckaTb nonagaHvsl B KaHan3auuio, BOAOEMbI 1 MOUBY.

- Vcnonb3oBaHHbIE MAALKW C peareHTaMmu 1 Habopbl peareHToB YTUIN3MPOBaTb
kaK NoTeHUabHO UH(DMLMPOBaHHbIe N1abopaTopHbIE OTXOAb! COTIacHO
MEeCTHbIM HOpMaTUBaM.

- TycTble KOHTENHepbl HanpaBuTb B MecTHble nyHicrbi nepepaboTku.

MpuHumnn

MpuHuun namepenus B B R-A HM S KRYPTOR compact PLUS/KRYPTOR GOLD ocHoBaH Ha
UMMYHOp/I0OpecUeHLUMn, a B YacTHOCTU TexHonorum TRACE™ (ycuneHHoe unssiydyeHve kpuntaTa
BPEMEHHbIM paspeLueHVeM), Mpu KOTOPOI C BPeMEHHOW 3a4epXKoli N3MepsieTcs curHan ot
UMMYHHOTO Komnsekca. B ocHoBe TexHonorum TRACE™N nexut 6e3bi3fnyyartesibHas nepegada
3Hepruun ot goHopa (kpuntata) K akuyentopy (XL).

MpocTpaHCcTBEHHAas 6/M30CTb AoHopa (KpunTata) v akuentopa XL, HaxoAsLmxcs B COCTaBe e4yHOro
MMMYHHOTO KOMIJIEKCa, M NepekpbiBaHWe CNeKTpa U3fyyeHus AoHopa v cneiapa NorioLweHns
aKLenTopa, C OAHOI CTOPOHbI, YCUNBAOT (D/TyOPECLIEHTHBI CUTHauT KpunTaTta, a c Apyroi,
YBE/IMUMBAIOT NPOAO/KUTENBLHOCTL CUrHasIa akLenTopa, YTo No3BOJISET U3MEPUTh

thlyopecLeHLMI0 ¢ BpEMEHHOI 3a1epXKOiA.

B peakuuu yyacTBytOT B2 MOHOK/IOHA/IbHLIX aHTUTENA, KOTOpbIE pacrno3HatoT aHTureH sFitl B
o6pasue. OAHO MOHOK/IOHA/IbHOE aHTUTENI0 MEeUYEHO KPUNTATOM, a BTOPOe aHTUTeNo mMedeHo XL.
KoHblorat kpuntata, XL-koHbloraT 1 o6pasel, nauueHTa nuneTupyloTcs B peakuyoHHYy NyHKy. [Ba
aHTUTENa CBA3LIBAOT aHTUreH sFitl, npucyTcTBylOWWiA B 06pasLe naumeHTa, U peakuMoHHas nyHka
BO36Y)XXAAETCH a30THLIM S1a3epoM NpY A/IMHE BOSHbI 337 HM.

TouHoe U3MepeHue KoHUeHTpauun aHanuTa: Mpu Bo36yxaeHn obpasLa a3oTHbIM S1a3epoM npu
[AnvHe BOSHbI 337 HM AoHOP (KpUNTaT) U3fyyaeT NPoLO/KUTENbHBIA CUTHAT B MUMIMCEKYHAHOM
[vanasoHe Npu fvHe BosiHbI 620 HM, Torda Kak akuenTtop (XL) reHepupyeT KOpOTKUii curHan B
HaHOCEKYHZIHOM Auanas3oHe Npu AnvHe BosiHbl 707 HM. Mpy 06beAMHEHNN 060X KOMMOHEHTOB B
OAHOM MMMYHHOM KOMIJIEKCE NPOUCXOAMT YCUSIEHUE U YBENMUYEHUE NPOAOIIKUTENBHOCTU CUrHana
akuenTopa npu A/iHe BosHbl 707 HM, Tak YTO OH MOXET 6bITb U3MEPEH B TEUEHWNE MUKPOCEKYHA.
JTOT NPOAO/HKUTESBHBIV CUTHAUT NPOMNOPLMOHAIEH KOHLEHTPALMM U3MEPSIEMOIO aHa/InTa.

HagexHoe npefoTBpalleHne uHTepdepeHunn: HecneumgmuHble curHasbl, HaNnpUMep CUrHasbl oT
KOPOTKOXMBYLLETO M HECBSI3aHHOTO akuenTopa XL, a Takke yMepeHHO CrneLutmuHbie MellatoLme
CWrHasbl, 3aBUCSLLME OT CTECTBEHHOI (hlyopecLeHLMn Npobbl, UCKIOYAOTCS 3a CUET BPEMEHHOIA
33/IePXKKU Npy U3MepeHUn dosiyopecueHumn. CUrHas, reHepupyemblidi KpUNTaToM Npu A/IMHE BOJTHbI
620 HM, CYXXUT BHYTPEHHVM CTaHAAPTOM W U3MepsieTcst OHOBPEMEHHO C JO/ITOXMBYLLMM CUTHA/IOM
akuenTopa npu AsivHe BosiHbl 707 HM, KOTOPbIA siBAsieTCs cneumdnuHbiM. Melwatowpe ahopsl,
HanpumMep, 06ycrioB/IeHHbIE MyTHOCTbIO ChIBOPOTKM, aBTOMATUUYECKU KOPPEKTUPYHTCS NyTeMm
pacuyeTa COOTHOLUEHUS! MHTEHCUBHOCTEN NMpY AaHHbIX A/IMHAX BOJH, BbIMO/IHSEMOro NprGopoM.

BRAHM S GmbH Crp. 513 17
BRA HM S sFIM KRYPTOR WHcTpyKums no npumeHenuto (Bepcus ROIru)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



VIHCTpyKUnn

O6bEM 06pasua:

Meprog MHKy6aLmuy;
PesynbTaTthl NpuBeAeHs! B
MepeBofHOW KO3WPULIMEHT:
[mnana3oH npsimbIX U3mMepeHuii

[vanasoH M3MepeHVII71 npn aBTOMaTn4eCKOM

8 MKn

9 MUH

nr/mn

He NPUMEHSIETCS
29...90 000 nr/mn

He NpuMeHseTCA

pasBefeHuy;

Tun obpasua

CtabunsHocTb Habopa B aHaIM3aTope:

Kannépatop:

CTabunLHOCTL KanMbpoBKi:

MpuHUMN aHam3a:

cbiBOpoTKa. SATA-nnasma
29 aHei
2 NyHKTa
15 gHen

COHABUY-TUNA

Ecnn aHanu3 npoBoAnTCcA B TeyeHue 72 yacos nocre 3abopa Kposu,
obpasubl cnefyet xpaHuTb nNpu TemnepaType 2...8 °C. B npoTUBHOM criyyae
06pasLpbl HE06XOAMMO pasfenvTb U XPaHUTb B 3aMOPOXEHHOM COCTOSHUM
(-20 X).

He ncnonb3oBartb LUTPATHYO Niasmy v nnasmy ¢ renapuHom

[na o6pasuos nnasmbl MOXHO UCMO/Mb30BaTh NPo6Upkn K2 n K3 EDTA.

MomecTnTb 06paseL, B NPOGVPKY, NPUTroAHYI0 AN UCNO/b30BaHUA B
BRA HMSKRYPTOR compact PLUS/KRYPTOR GOLD (guametpom 11-
17 mm). 3TO MOXET ObITb MEepBUYHASA NPOGMpPKa.

Mpo6upka ana obpasua fo/mkHa OblITb MUHUMAaSIbHOTO 06bEMA, 3aBUCALLErO
oT eé anameTpa. Ana npobupkn guameTpom 13 MM TpebyroTca
pononHuTensHele 150 mkn o6pasua.

MpeanonaraeTcs, YTo KoHUeHTpauus sFit-1 B o6pasue nauueHTa 6yaet
HaxoAuTbCs B AvanasoHe NpsiMbiX M3MepeHuii. O6pasupl He noanexar
pasBefieHuIo.

VIKkTepuyeckme, reMonuTuYeckme 1 runepsmneMmyeckie, a Takke
3aMyTHEHHbIE WM codepxatune dmbprH 06pasLbl MOTYT AaTb HETOYHbIE
pesynbTarbl. Mpubopsl B R-A H M S KRYPTOR compact PLUS/KRYPTOR
GOLD curHanusmpyrT 0 Takux obpasuax.

YcnoBus npenBapuTenbHOM 06paboTkn 06pasyoB

MOoXHO ncnonb3oBatb CbiBOPOTKY U EDTA nnasmy (K2 unu K3)

Korpa koarynauus uefbHoii KpoBU 3aBeplueHa (Yepe3 30 MUHYT Npy KOMHATHOW Temnepatype),
o6paseL, Jo/MKeH BbiTb LEHTPUYTMPOBAH B TeUEHNE He MeHee 10 MUHYT C MUHUMAaJIbHOW

ckopocTbio 1500 .

O6paseL crefyeT NOMecTUTb B X0NnoaunbHUK (2-8 ° C) He no3gHee YeM yepes 2 yaca nocne
LeHTpudyrmposaHus (4epes 3 yaca nocsne B3SATUA KPOBU) U MOXHO XPaHUTb A0 72 yacos. Ecnu
TeCTUpOBaHWE He NPOBOAMTCA B TEYEHMEe 72 YacoB, CbIBOPOTKY HE06X0AMMO 3aMOpOo3nThL Npu

-20“ C.

[MoBTOpHbIE 3Tanbl 3aMOpaXKMBaHNA / oTTanBaHus He PEKOMEHAYOTCA

B R A H-M S GmbH
B RA H M S srFIM KRYPTOR

Crp. 6 u3 1/
WHcTpykumua no npuMmeHeHuto (Bepcua ROIru)
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MNopagok paBoTe n o6cnyxusabus B-R-A-H-M-S KRYPTOR compact PLUS/KRYPTOR GOLD
I'PUBEAEN B PYKOBOACTBE N IKCTINYATAI i,

1acne BEKPLITHA YNAKOBKY € PLAKTUBOM MOXHU XpaHuTL B B-R-A-H-M-S KRYPTOR compact
PLUS/KRYFPTOR CGOLD 8 ¢neyuanbHo 0TBeaEHHOM MecTe. Kaxasii peakTue umeer
MHAVBNAYaNIBIA ABHTURURATOP (LWITPUX-KOA). MAKCUMANBHLIA CPOI UCNONLIOBAHWN
KOHTPONVPYETCA YCTPOWCTBOM.

opagok NOAroTOBKW peakTusa
— YAanuTh ¢ yNakoBKW PEAKTUBa 3alUNTHYIO NEHTY.
-~ C crnoin Haxarte Ha KPbILIKY (CM. PUCYHOK HWxKe).

TI0NHOCTRIO CHINI B ATBDMWHIERYI) (hOnbry.

OTkpeiBanue Habupa

Mpumesuanne: OBpaulaTecs C peaKTUBOM CNEAYET OCTOPOXHO, YTOGK He gonycTuTe obpasoBanus
neHbl NNk Nyaspen. MNeHa v Ny3eIpKH MOTYT NOBANATL HA NPABUALHOCTL PAcNOIHaBaHUA U (WNK)
BOINPOBAHMA PeaKTBOB. HTO0R! MCKNIOUKTL NPUCYTCTBUE NEHB N NYILIPER, Nepea WCROMLICBAHUEM

pEKOMeHAYeTCA 0cTaduTb Habop Ha 5...10 myH B8 B-R-A-H-M-S KRYPTOR compact PLUS/KRYPTOR
GOLD.

Coanasars kanmbposounylo kpusyio Ans B'-R-A-H'-M-S KRYPTOR compact PLUS/KRYPTOR COLD
He TpebyeTch.

Tpebyeman uiihopMaLA 3aNUCLIBAETCA B NAMATL YCTROWCTBA NOCHE CYUTHIBAHNA WTPUX-KOAS €
KapTe peakTuea, Kanubpoeky cneayet NPOBOAUTE AN KAXKAOW HOBOW NAPTUW PEAKTUBOR U 3aTeM
perynapHo nosTopaTh. B-R-A-H-M-S KRYPTOR compact PLUS/KRYPTOR GOLD asroMatidecku
CUTHRNK3UPYET 0 HEOGXOAVMOCTY KAaNUBPOBKKW, Ha AKpaH MOXET BLIBOAUTLCA Kak COXPAHEHHAA B
IAMSTY Tak U HOBAA KAaNMBPOROYHAA KPMBAR,

BbINQIHAOTCS crieyloulne warn.

o KonwioraTtel ¥ 0Bpazel NOMEILAITCS Ha PESKLIMOHHYIO IINACTUHY, HCXOAAWMA curHan
NepUogUUecKn N3MepseTcs.

»  [locne nIMepeHun (NYOPECLIEHTHOO CUrHalia SaHHBIE, NONYUEHHBLIE OT NPOrpaMMel,
CPaBHNBAIOTCH C XPAHMMOW B NamsaTU KanWbpoBOLHOA KPUBOI.

AT RIS b,
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Kannbéposka CAL
BoccTaHOBUTbL COAEPXMMOE Kaxkaoro nysblpbka 06BeMOM ANCTUNMPOBaHHOW BOApbI
(pexomeHgyemasn npoBoAMMOCTb - MeHee 50 MKCM/CM), YKa3aHHbIM Ha 3TUKETKe My3blpbka.
OcTtaBuTb Ha 15 MUH [0 NOSIHOTO PacTBOPEHUs nmodannunsara.

Mocne BOCCTAHOB/IEHNS OCTOPOXHO CMeLLaTh.

KannbpoBky cnegyeT Npon3BoAMTb A1 K&KA0N HOBOW MapTMM peareHToB. 3aTem oHa
aBTOMAaTMYeCKN NOBTOPSETCS Yepe3 perynspHblie NPOMEXyTKM BPEMEHW YCTPONCTBOM
BRAHMSKRYPTOR compact PLUS/KRYPTOR GOLD ansi KoppekTupoBKu
Ka/IM6POBOYHOI KPUBOIA.

KannbpoBka aBTOMATUYECK/ BbINO/HAETCA aHa/IM3aTOpoM
AnukBoTa kambpartopa Ha 8 MK/ nMMneTMpyeTcs aBToOMaTUYeCKn aHaIM3aTopoMm
Vcnonb3oBaTtb Kasimépatop (kanmépaTopbl) TO/IbKO OAWH pas.

Henb3sa ocTaBnaTh kanmépatop (kanmépaTopbl) Npu KOMHATHOW TeMnepaType Win Ha gUCKe
ycTpoiicTBa 60/ee 4eM Ha 5 yacos.

LUTpux-Kog, creflyeT CUATLIBATL /151 KaKA0/ HOBOW NapTum KaimGpaTopoB.

MoppobHyto nHdopmaumio cM. B B-R A-H M S KRYPTOR compact PLUS/KRYPTOR GOLD
PYKOBOACTBE MO NPUMEHEHMWIO.

Mpouenypa KOHTpONA CONTROL

PekomeHayeTcsl NPOBOAWTL KOHTPO/Ib OAWH Pa3 B fieHb, a Takke noc/e Kaxaol KanimGpoBKu.
KoHTposibHasi npobupka o6pabatbiBaeTcs, kak Npo6upka ¢ 06pasLom.

BoCCTaHOBUTL COAEPXKUMOE KaXKAO0ro My3bipbka 06 bEMOM AUCTU/IMPOBAHHOW BOAbI,
yKa3aHHbIM Ha 3TUKETKe My3bipbka (PEKOMeHAyemasi MPOBOAMMOCTL - MeHee 50 MKCM/CMm).

OcTaBuTb Ha 15 MUH 10 MOJIHOTO PAcTBOPEHUs Modunnzara.
Mocne BOCCTAaHOB/IEHUST OCTOPOXHO CMeLlaTh.

Mocne BoccTaHOB/EHNS XpaHUTb d1akoH He 6osee 5 yacos nNpul8...25 °C wm 24 yacos
npu2...8 °C.

PekomeHayeTca pas3fenutb COAepXXMMOE BOCCTAHOB/IEHHOIO h/1akoHa Ha KpaTHble [0/u
(anmkBoTa 06bEMOM 175 MK/T peKOMeHAyeTCA A1 U3MEPEHUS 2 NMOBTOPOB KOHTPO/IA), KOTOpble
MOXHO XpaHWUTb B 3aMOPOXEHHOM Buae npu Temnepartype -20 °C He 6onee 1 mecsu,

Hemep/ieHHO MCMONb30BaTh OAHY U3 NPOGUPOK A1 3MEPEHMSI.

lMocne oTTanBaHua 0oNW npenapar HeO6XO/J|I/IMO OCTOpPOXXHO nepemMelwiatb N HeMea1eHHO
ncnosnb3oBaTtb A/19 NU3MEepPEeEHNA.

[Mocne oTTanBaHUA KOHTPOJ/IbHYIO OJIH0 HEMb3A CHOBA 3aMOpauBarthb.

OTUKETKAMM CO LUTPUX-KOLOM 0603HAYAIOTCA KOHTPO/IbHbIE KOMMOHEHTbI, UCMO/b3yeMble B
B RAHMSKRYPTOR compact PLUS/KRYPTOR GOLD.

Cnegyet cuntbiBaTb LUTPUX-KO4 A/1A Ka)K,D,OVI HOBOW napTnn KOHTPOJIbHOIoO Ha6opa.

Moapo6Hyt0 MHGOPMAaLMIO CM. B PYKOBOACTBe Mo akcnayataumm B-R A'H-M-S KRYPTOR
compact PLUS/KRYPTOR GOLD.

KoHTposib KayecTBa

MpaBuna nabopaTtopHoii NPaKTUKK TPEGYIOT PErYIIPHOT0 U3MEPEHNSI KOHTPOJIbHbIX 06pa3LoB A1s
obecrneyeHus KayecTsa MoslyyaeMbIx pesynbTaToB. [aHHble 06pasLibl fonxaabl 06pabaTbiBaThCs
TOYHO Tak e, kak 1 06pasLibl NaLUEHTOB, NPV 3TOM PEKOMEHAYETCS OLEHMBATb Pesy/bTaTbl C
UCMO/Ib30BaHNEM CTATUCTUYECKUX METO/0B.

Mpn HeobxoaMMOCTU aHanm3aTopbl cepun B'R A H M S KRYPTOR moryT aBTOMatuyecku
NPOBEPATb KAYeCTBO MCC/ef0BaHNin yepes onpeaesieHHble MHTepBasibl, NyTeM CTaTUCTUYECKOro
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aHa/in3a Ha OCHOBe Fpa(*)I/IKOB JleBn [)KEeHHUHrca.

Heo6x0ayMOo BbINOSHATL HaLMOHa/IbHbIE HOPMATUBbI M0 0GECMNEYEHUID KaueCcTBa KOSIMYECTBEHHBIX
TECTOB B MeAMLMHCKOI nabopatopuu (Tekylasi Bepcusi). Hanpumep, TOUHOCTb U NPaBU/IbHOCTb
TecTa crieflyeT KOHTPO/IMPOBATb C MOMOLLbI0 BHYTPEHHUX 1a6opaTopHbIX U (MK) cneuyaibHo
3aKyrnaeMbIX KOHTPOJIbHbIX MaTepuasioB. Mpy NosyYyeHUr HeAOCTOBEPHBIX KOHTPOJIbHbIX 3HAUYEeHUi
[elicTByiiTe B COOTBETCTBUM CO CTAHAAPTHLIMU UHCTPYKLMSIMU N0 /1Ta60paToOPHOIA ANArHOCTUKe,
4TOGbI ONpeAenTb NPUYUHY U NPUHATL MEPbI MO YCTPAHEHWIO.

HopMurpoBaHHbIi auanasoH > .voo-T

A) Oxugaemble 3HaYeHUA

Bbin n3mepeHbl ypoBHM sFIt-1 1 Mn®P, a Takke paccuntaHO COOTHOLLEHNE ypoBHeit SFit-
1/Mn®P B 347 ob6pasuyax SATA-nNasmbl, NOAYHEHHbIX Y XEHLUH C OAHOMNIOLHOM
6epemMeHHOCTbI0 C HOpMasibHbIM 1McxonoMm, [10]

sFlt-1 KRYPTOR (nr/mn)

BHyTpuy- n 5-i npoueH- MegunaHa 95-ii npo-
TPOOGHbIA TNb (nr/mn) LEeHTU/b
BO3pacT nso- (nr/m) (nr/mn)

na (nonHbIx

Helnesb)
14-19 21 764 1515 2 545
20-24 60 626 1319 m 4 443
25-28 66 612 1231 3958
29-33 44 697 1395 3722
34-36 39 1023 2971 8492
37-poapbl 117 961 3079 7 524

PIGF plus KRYPTOR (nir/mn)

BHyTpuy- n 5-li npoLeH- MegavaHa 95-i1 npo-
TPOGHbIA Wb (nr/mn) LEeHTUb
BO3pacT nJso- (nr/mn) (nr/m)
na (NoNnHbIx
Helnesb)
14-19 21 43 101 348
20-24 60 183 391 868
25-28 66 145 459 1000
29-33 44 71 507 1157
34-36 39 4 170 752
: 37-poapl 117 37 131 750
1
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CouTHomeHue sEIt-1NndP

Buyrpuy- n 5- NPOUeH- Meavana 95 npo-

|
|
TPpoBHLIN ™AL UeHTUNb
) BO3pPACT NANO-
‘ Aa (nonkbix
| Hefdenb)
T e T T mo T T Ty T 14 26
| 2024 T T T 4 17
! 25-28 66 1 3 9
E“' "T20:33 7 44 1 3 35
5 3436 | 39 | 2 17 158
T 37-poss: 11 LY T 2 29 131

" Tpumevadne: PekoMetigyeTcs Ans Kaxaon nabopatopnn coanars COOCTBEHHBIE ATANVHHLIC
JWMANasotv) 1A OCHORE PerpeleHTATUBHBIX TPYIN NAUUEHTOB ¥ (MNU) NPOBEPUTL NPABUNLHOCTL
napamMeTpoB NpeaAnaraemMoro NPoOU3soanTeIeM TECTOROIoc Hadopa. YiadaHHbie 3HaYeHNA NOMyueHb!
H3 OCHOBE CLIBOPOTHY U ABNAIOTCA OPUEHTUROBSOUHBIMK,

B) Knunnueckan 4yBCYBUTENLHOCTE W CACUNDUYHOCTL

MposeaeHo BHEWHee UCCNEADBaHNE C NARANNENbHbIM NCNONL30BaHneM TecTop B-R-A'H-M-S PIGF
plus KRYPTOR n B'-R-A'H-M-S sFit-1 KRYPTOR Ans pacuéra yyBCTBUTENbHOCTH U
CRELMUMHOCTI. CBORCTREHHBIX AN A3HHON KATETOPUM NALMEHTOBR. BLiny Npoaxwanuanpoeate!
obpasubl. nonyyerHsie y 109 6epemMEHHbIX HeHWWH C HOPMaNbHbIM UCXOA0M BepemernocT n y 20 ¢
npeaknamncuen. fns cootHowenus sFit-1/INdP npumenena otceuka [10] c nokasarenem 85. Ha
YPOBHE OAHHON OTCEMKW YYBCTBUTENbHOCTE coctaeuna 95 %, a cneundusHocTs — 84 %.

Bce GepemenrocTi Buinv ogHonnoaHBIMKY. Mpeaknamncun Buina onpegeneHa, kax HoBoe .
MPORBRAEHUE FUNEpPTEHUN U NPOTEUHYPUK nocne nepebix 20 Hegens GepemennocTy. MNpeaknaMncun
CYMTANACH PAHHEN TIPU HANUMUK KITUHRYECKUX MPUSHAKOB A0 34-4 Heaenu HepemerHOCTA.

C) CpasueHue MeTon0B

1} xoge uvpasHenwst B-R-A H-M S sFit-1 KRYPTOR (y) ¢ npeanaraemeiM TOprosLismy Oprasnaaunamy:
HalOPOM 4N ABTOMATUINPOBAHHOIO onpeaeneHns sFlt-1 (x) npy KCNONLICBAHNK KFIMHKHECKNX
08PE3Yes bLINK NoNYYeHD! CHeYIOWWE AaHHbIe (nriM):

. Konnuecreo neenenosanusix obpasiyos: 150

| Perpeccus Naccunr-Hatnok

| y= 093x - 267

r= 0,996

KonueHrpauvs 8 oGpaswax cocraensana o1 686 o 43 598 nrimn,

- — e b —— - —— - —— . - —_— -

dhexTMBHOCTL aHanAW3a

(pepen obGHapyxeHus

Mpeaen oBHapyxenus (LOD) v npeaen xonocroit hpotl (LOB) paccunTaHe 8 COOTBETCTBUN C

1 METOAMUECKUMNM pekomeraumsmy CLSI EP17-A2 (MpoTokonel Ans OUeHkn npeaenos oBHapyxeHun
Iy HPEACNOB KCANYRCTBEHHOIT ONPeaeneHm)

E [ lpegen xenocTon nPel cociariiet 16,7 swimsn. ITpepen oGHapyxenns cocTasnnet 22 nrimn,

ISRAHMS GubH Gip e L/
L RAHMSsEE L RRPIOR VINCTRYRUHA B0 HPRMenenaK (Hep.ua RU1ru)




YyacTBuTeNLHOCTb

PyHKUMOHAaNbHAaA YYBCTBUTENBbHOCTbL aHanunsa (FAS), paccuntaHHas nyTém onpeaeneHus
TOYHOCTV B paMKax HeCKOJIbKMX ucciefoBaHuii ¢ koadpduumeHTom Bapuaummn 20 % B COOTBETCTBUM C
mMeToamyeckumn pekomeHgaumsamm CLS1 EP05-A2 (OueHka TOYHOCTU METOA0B KOSIMYECTBEHHOTO
n3MepeHust), coctasnsaet 29 nr/mn.

Mpepen konuyecTteeHHoro onpegenenusn (LOQ) - 310 HaMMeHbLUAsA U3MEPEHHAA KOHLIEHTpauUus ¢
CyMMapHoOW owwmnbkoii 40 % (norpewHocTb 1 cucTemMaTnyeckas owmbka oueHkmn). Mpegen
06HapyXeHWsl, paccyMTaHHbIi B COOTBETCTBUU C METOAMYECKMY pekomeHpaumnammu CLSI EP17-A
(MpoTokon oNs oueHkn npefena obHapyxreHus u npegena KofMYecTBEHHOIO onpeaesneHus),
cocTasnset 34 nr/mn.

CneumnguryHocTb

AHTUTENA, UCMOoNb3yeMble B flaHHOM aHan3e, No3BOJISAIT NPOBECTU Creuuduyeckoe nsMepeHne
ypoBHA SFIM.

MepekpécTHasA peakTUBHOCTb paccyMTaHa B COOTBETCTBUM C METOAMNYECKMU PEKOMEHAALMAMM
CLSI EP7-A2 (TecTupoBaHue MHTEpEPEHLUN B KITMHUYECKOW XuMun). Mpy go6aBneHun B
CbIBOPOTKY € ypoBHeM sSFIt-1 1586 nr/mn unu 10248 nr/mn npuBefEHHbIX HUXe MaTepuanoB B
yKa3aHHOM KOHLUEeHTpauun Habnoganack nepekpecTHas peaBuBHOCTb:

TecTupyeMmblii MaTepuan TecTupyemasi KOHLEeHTpauus Ha6niopaemas nepe-
KpECTHasi peakTVBHOCTb

MnoeP-1 10 000 nr/mn [NepekpécTHaa peakTMBHOCTb
oTcyTCTBYET
MnopP-2 10 000 nr/mn [MepekpécTHasd peaxkTMBHOCTb
oTcyTCTBYET
MnoP-3 10 000 nr/mn [MepekpécTHaa peaxkTMBHOCTbL
oTcyTCTBYET
OPIC-A 10 000 nr/mn lMepekpécTHas peakTMBHOCTb
oTcyTCTBYET
PP3C-B 10 000 nir/mn MepekpécTHas peakTMBHOCTb
oTcyTCTBYET
Fetepogumep ®PIC/ 10 000 nr/mn lMepekpécTHan peakTUBHOCTb
MnoP oTcyTCcTBYeT

TecTupoBaHue nHTepepeHLMn BbINOMHEHO B COOTBETCTBUM C METOANYECKUMU PEKOMEHAALNSAMM
CLSI EP7-A2 (TecTupoBaHue MHTEpPEPEHLUN B KNIMHMUYECKOI xumun). Mpu ao6aBneHun B
CbIBOPOTKY € YpoBHeM sFlt-1 1586 nr/mn unu 10248 nr/mn npuBenéHHbIX HUXe MaTepuasios B
yKa3aHHOI KOHLEeHTpauumn nHtepdepeHumnm He Hab04anocs.

TecTupyemblii maTepuan TecTupyemas KoHLeHTpaums
AueTamurHodeH 200 wmr/n
AueTuncanuunnosas Kucnora 652 mr/n
L-ackopbrHoBas kucnoTa 30 mr/n

c KochenH 59 mr/n

Ha Kanbuwii 200 mr/n
3raHon 5% (B 06bLEMHOM OTHOLLUEHMNW)
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donnesas Kucnorta 18 mkr/n

FeHTamMuumH 10 mr/n
FenapuH 3000 w/n
MéynpodeH 500 mr/n
A-meTtungona 15 mr/n
MeTonposnon 5 mr/n
XXeneso 150 mkr/gn
OurnagpanasuH 0,2 r/n

MoaBUNbHOCTL/IMHENHOCTb

JInHeHOCTb paccumMTaHa B COOTBETCTBUM C MeToanYeckuMun pekoMmeHgaumamm CLSI EP6-A (OueHka
JINHENHOCTM NpoLeayp KOIMYECTBEHHOTO M3MEPEeHUsT), Npu pasBefeHnn ¢ PeKOMOMHaHTHbIM SFIt-1
JNIMHeHOCTb TecTa Habnwaanack OT npegerna KonnyecTBeHHOro onpegenexHns go 90 000 nr/mn.

O6pasLibl NALUMEHTOB He NoAexaT pa3BefeHuo.

MoaBunbHOCTL/XVK achcheicr BbICOKMX KOHUEHTpauuii
[na koHueHTpaumii go 400 000 nr/mn "Xyk-3dhdpekT" oTcyTCTBYET

nOFpeLIJHOCTb/ Bocnpou3ssogumocTs And KOSdI). Bapmaumnnm B pamMmkax ogHOro nccsiiegosaHumsA

3TN pesynbTatbl 6blIM NONYyYeHbl C UCNOb30BaHNEM 06pasLoB, codepxallnx pas/imyHble
KOHLleHTpaLmmn BeLecTs, B COOTBETCTBUM C MeToAnYeckumn pekomeHgaumamm CLSI EP5-A2
(OueHka TOYHOCTU METOA0B KO/IMYECTBEHHOTO U3MepeHus).

[OnanasoH KoHueHTpauwii ( nr/ms) KB % B pamMKax OflHOro aHasm3a
599 1.0 %
2 696 0.8 %
31 173 0.8 %
50 452 0.9 %

MorpelwHoCTb / BOCcnponsBoAMMOCTb A/151 KO3d). Bapuaumm B paMKax HECKOSTbKMX
nccrneaoBaHuim

3Tn pesynbTaTbl 6bINY NOMYYEHbI C UCNOMb30BaHWEM 06pas3LoB, CofepXallyX pas/nyHbie
KOHLleHTpauun BeLwecTs, B COOTBETCTBUN C MeToAMYeckumMu pekomeHgaumamm CLSI EP5-A2
(OueHKa TOYHOCTM METOA0B KOMIMYECTBEHHOIO U3MEPEHUS).

[Onana3oH koHUeHTpauwui (nr/mm) KB % B cepuun aHanIM30B
1559 42 %
3055 3.7 %
31 173 3.0 %
53 462 3.9 %
| UHTepdepeHums
BRAHM S GmbH Cp. 12 n3 17
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[JaHHble nony4yeHbl B COOTBETCTBUN C MeToANYEeCKMMU pekomeHpaumamu CLSI EP7-A2
(TecTvpoBaHwe MHTEpPepeHUMn B KIMHNYECKON XuMmun). Mpu o6aBneHnn B CbIBOPOTKY C YPOBHEM
sFtt-1 1586 nr/mn wnm 10248 nr/mn NpuBeAEHHbIX HDKE MaTepuasioB B yKa3aHHOW KOHLUEHTpauun
nHTepdiepeHuMn He Habnaanoch.

dakTop OnuvcaHve

CB06OAHbIi HEKOHBIOTMPOBAHHbI BUMPYOVH 3ameTHbIl adbchekT oTcyTcTBYET A0 250 Mr/n
Fremorno6uH 3ameTHbIli adchekT oTcyTCTBYET A0 5 /N
AnbBYMVH CbIBOPOTKM YesioBeKa 3ameTHbIli achdhekT oTcyTcTBYET A0 60 r/n
Tpurnuuepuapl 3ameTHbIli achheeT oTcyTcTBYET A0 30 r/n
CraHpapTunsaums

MexayHapoaHblii aTasoHHbI Npenapart sFlt-1 oTcyTcTBYET. M03TOMY KaMGpoBKa TecTa
OCYLLECTB/ISI1aCh C UCMO/Ib30BAHUEM 3TA/IOHHOTO PEKOMB6UHaHTHOro sFlt-1, KoTopblii ABNseTcs
Hambosiee TOUYHbIM JOCTYMHbLIM CTaHAAPTOM. Pa3BeféHHble 06pasLbl JaHHOro npenaparta 6biin
MCCNenoBaHbl C UCMO/b30BAHWEM PETPECCUOHHOTNO aHasi3a 1 CPpaBHEHbI C TEOPETUYECKUMU

OXnaaembiMn pesynbTataMmn. KOHTPOsb KauecTsa Mpu M3roTOB/IEHNN HOBbLIX KasiMbpaTtopoB
rapaHTMpyeT BOCMPOM3BOAMMOCTb M CTabUNIbHOCTL KasIMGPOBKY B TEHEHNE JOTOr0 BPEMEHU
(obecneurBaeTcs BHYTPEHHE npoleaypoi).

YcnoBusa xpaHeHus

XpaHeHue (cTabuibHOCTb)

McnbiTaHuss Ha cTabunbHOCTb MPOAYKUMY NPOBOAATCA B COOTBETCTBUM C TpeboBaHuaMu EN
23640:2002 (MicnblTaHWa Ha CTabubHOCTL peareHToB 419 AUarHOCTMKK in Vitro), a Takke cornacHo
pykoBOACTBY VIHCTUTYTa KIMHUYECKMX U nabopaTopHbix cTaHaapToB EP25-A (OueHka cTabunbHOCTM
peareHToB A9 ANAarHocTuKK in vitro). (XpaHeHne Habopa B yrnakoBKe MpeanpusaTUsa-n3rotoBuTens
[OO/MKHO OCYLLECTBNATLCA Npu TeMmnepaType oT 2 Ao 8 °C B TeYeHne BCero cpoka rogHocTv B
XONOAUSbHBIX KAMepax Wan XonoaubHUKax, 06ecneynBaloLLmx pernaMeHTMpoBaHHbIN
TeMnepaTtypHbIli PEXUM C eXeAHEBHON perucTpaumeli Temneparypbl).

XpaHeHue (CTabu/bHOCTb) Moc/e OTKPbITUA

Habop peareHTOB cTabusieH nocsie OTKPbITUS B TeueHne 29 aHeil B aHanm3atopax BRAH M S
KRYPTOR connpact PLUS/ B R A HM S KRYPTOR GOLD npu Temnepatype ot 2 go 8°C c
neproiom Kasimbposku 15 aHeN.

YcnoBusi TpaHCNOPTUMPOBaHUS

CnepnyeT NepeBO3nTb B OPUTMHa/ILHONM YNakoBKe NMPOM3BOAMTENS, 3aliuLatoLleil NPoayKLMI0 OT
BHELUHMX BO3AENCTBUIA, HA BCEX BMAAX TpaHCNOpTa B KPbITbIX TPAHCMNOPTHbLIX CPeACcTBax B
COOTBETCTBMW C NpaBuiamu nepeBo3okK, AeVCTBYIOLMMI Ha TPaHCNOPTE AAaHHOro BUAA.
TecTupoBaHve Npu TEMOBOW Harpyske NoATBepXAaeT cTabuIbHOCTL Npy Temnepartype oT 2 Ao
8°C B TEUEHMe BCEro Cpoka rogHoOCTV 1 B TeueHne 15 aHeit npy Temneparype oT 2 go 8°C B
aHanusatopax B-R A H-M S KRYPTOR compact PLUS / B R-A H-M-S KRYPTOR GOLD.

Mpy NpoBefeHNM NOrPy304HO-Pa3rpy30UHbIX paboT 1 TPAHCNOPTMPOBAaHUK cnefyeT CTPoro
BbINOMHATL TPEOOBAHNSA MaHWUMYNALUOHHbIX 3HAKOB, HAHECEHHbIX Ha YNakoBKe W TPaHCMOPTHOW
Tape.

Mpn HecoboAeHUN YCNOBUIA TPAHCNOPTUPOBAHUSA U XPaHEHNUST MEAULMHCKOE U3AeNne He MoANexuT
MCMosb30BaHuto!
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CpoK rogHocTu
Makcumym 18 mecsues

Ytnnmnsaumua

YTununsaumsa vsgenus Ao/xHa npov3BoanTbCs B COOTBETCTBUM C TPE6OBAHUSIMU JTOK&/TbHOTO,
PErvoHasibHOrO W HaUMOHasIbHOTO 3aKoHogaTesnbeTea. (Mpy yTunusauum n YHUYTOXEHUW peareHToB C
MCTEKLUNM CPOKOM FOAHOCTM, a Takxe OTXOL0B, UCMO/Mb30BaHHbIX peareHToB, Heo6XxoAnMo
JeiicTBOBaTb B COOTBETCTBUM C TMIMEHNYECKMN HOPMATUBAMU 1 ClefoBaTh odmumasibHbIM
VHCTPYKUMAM MO YTUIN3aLMN U YHUUTOXEHNIO MOTEHLUMANBHO MHADEKLNOHHOTO U XMMUYECKOTO
MaTepuasnia, NPUHATLIM Ha TeppuTopumn Poccuiickoii ®epepaummn n B gaHHom JIMY. KnoyeBbiMuy
BOMpocamu B CTpaTernu yrnpasieHnst 0TX0A4amMu AABNSETCA ONTUMU3auusa TaeTUK U NOAXOA0B K
KOHEeYHbIM NpoAyKTaMm, a Takke MUHUMU3aUMsa BO3MOXHOIO 3arps3HeHNs OKpyxatoLei cpeabl.
YunutbiBas xapakTep mMarepvasia 0TX040B UCMNO/b30BaHHbIX PeareHToB - CoaepXalluii YesnoBeyYecKnin
6uomatepuan, Hanbonee oNTUMasIbHBIM ABMSETCA TepMMyeckas yTuamsaunsa n yHUUTOXeHe npu
Temnepatype 1000°C. OTxoAbl AO/DKHbI XpPaHUTLCA B rePMETUYHON Tape ¢ NOMETKON «Bbuosornieckm
onacHo». COTPYAHVKM AOKHbI MPOTU NpodieccroHaibHy0 NOAroToBKY MO 6€30MacHOCTM U rUrMeHe
TpyAa.

[nA peareHToB C MCTEKWMM CPOKOM FOAHOCTY Takke AO0NYCTUM MEeToA TepMUYECKOl yTUamM3aumm um
YHUUTOXeHUS npu Temnepatype 1000°C.

Bce 06pasubl 1 MaTepuasbl, NCNO/b3YIOLMECS 1 06pa3ytoLLuMecs NpW BbINOMHEHUN UCCeA0BaHuUiA, B
TOM YMC/le peareHTbl C UCTEKLLMM CPOKOM FOAHOCTU, creayeT YyTUAM3NPoBaTb B COOTBETCTBUN C
CanluH 2.1,7.2790-10 kak noTeHUManbHO MHULMPOBaHHbIE MeduumHCckne oTxoabl (knacc B). (Mpu
ncnosb3oBaHuM Habopa o6pasyoTcs 0TxoAdbl knaccos A, B u I, koTopble knaccuuumpyoTes u
yHUUYTOXAKTCA (YTUNN3MpPYLoTcs) B cooTBeTCcTBUM ¢ CaHlNuH 2.1.7.2790-10 «CaHutapHo-
3MMAEMUONIOTNYECKME TpeOOBaHUA K 06paLLEHNI0 C MEAULIMHCKMMU OTXoA4amu» 1 MY 287-113
«MeTognyeckme ykasaHus no AesvHdekumMn, npeacTepunn3aumoHHoli 04MCTKe 1 CTepunsaumm
N3AeNNA MEANLMHCKOrO Ha3HauYeHUs».

Bo n3bexaHne BO3MOXHOIO 3arpsa3HeHns OKpyXatoLeli cpefbl peareHTbl C UCTEKLUMM CPOKOM
rOIHOCTU, a TaKXe OTXOfbl, UCMOMb30BAHHbLIX PeareHToB, AO/KHbI YTUIN3MPOBATLCA B COOTBETCTBUN
C MECTHbIMW TOCYAapPCTBEHHBIMWU WU 6ONIbHUYHBIMU HOPMAaTUBHLIMU TPEOGOBAHUSAMM.

MpaBunbHOE YHUUTOXEHUE 1 yTUIn3auma ByaeT noadepXxvBaTrb COXPaHeHne NpUPoHbIX PECYPCOB U
cofeicTBOBaTh 3aluTe 340p0Bbs YeloBeka M OKpyXxatoLLeid cpeabl).

Mpoaykt - Vi3pennsa fomkHbl YTUIM3MPOBaTLCA Kak na6opaTopr|e XNMn4yeckumne
0TX0A4bl B COOTBETCTBUN C JIOKaJ/IbHbIMN MOJTIOXEHNAMN.

- nO)KaJ'IyVICTa, CBAXNTECb C OTBETCTBEHHbIM OpraHoOM.

- /icnonb3oBaHHble NIACTVHLI PeareHToB ¥ HaGopbl peareHToB
HEOBXOAMMO YTUIM3UPOBATL Kak NMOTEHLMA/IbHO MHEKLMOHHbIE
nabopaTopHblE OTXOAbI.

3arpssHeHHas - YTMHMSMpyVITe COrnacHoO /10Ka/1bHbIM MO10XXEHUAM

ynakoBKa o
- PekoMeHgaumu: Yaanute octatku. BepHuUTe nycTble KOHTelHepb! B

NIOKaJIbHblE NYHBbI nepepa60TKV| 0TX040B.

3arpsizHsioLime - Ypanute 3arpsisHsiioLLMe BeLLecTBa Npu noMoLLy abcopbupyoLleii
Bellec3Ba Gymaru.

- Bce marepuansl, KOTOpble NCMNONb30BASIUCH A1 OYUCTKU, OO/KHbI
YTUNN3NpoBaTbCA Kak VIHCbeKLI,VIOHHbIe na60paTopr|e OTXO0A4bl.

MHdopmaums 06 yrnosiTHoMOYEHHOM npeacTaBuTeNne NpousBoAnTeNs
AkumoHepHoe O6LecTBo «Tepmo ®uwep CavieHTuduk» (AO «Tepmo duwep CarieHTUdIMK»)

196240, r. CaHkT-IeTepbypr, yn. KybuHckas, 4.73, nutep A, kopnyc 1
Ten: (812) 703-42-15, chakc: (812)703-42-16
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e-mail; info Icp.spb@thermoFisher.com

[apaHTUn

Mpown3soanTesb rapaHTUpyeT COOTBETCTBME XapaKkTepUCTUK U34enns 3asaB/IeHHbIM B
3KCMN/yaTaLVoHHON AOKYMeHTauyn npy yCrioBUWM NPYMEHEHNS B COOTBETCTBMM C MHCTPYKUVMEN 1 Mo
Ha3HayeHuo, NpeaycMOTPEHHOMY NMPOU3BOAUTENEM.

Mo Bcem Bonpocam, A1 NOMyYEeHUss TEXHUYECKON KOHCYNbTauum v NOAAEPXKKU cnefyeT obpaluarbes
K YNO/IHOMOYEHHOMY NnpeAcTaBuUTENI0 NPOU3BOAUTENSA HA TeppuTtopumn Pd:

AkumoHepHoe O6uecTBo «Tepmo duep CalieHTudmk» (AO «Tepmo duiep CalieHTUUK),
Poccus.

Appec: 196240, CaHkT-MeTepbypr, yn. KybuHckas, 4. 73, nutep A, kopn.1l

Ten: (812) 703-42-15, chakc: (812)703-42-16,

e-mail: info.lcp.spb@thermofisher.com
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r Cnncok NpUMEeHMUMbIX CTaH4apTOB

1 EN ISO 15223-1:2016

r MeavupHckve nspenusa. CUMBO/IbI, KOTOPblE AO0/KHbI UCMO/b30BaTLCA C MEAULUHCKUMWN U3LENTUSAMMA,
3TMKETKN N MHopMaLma 0 MeguUUHCKOM o6opyaoBaHun. Yactb 1. O6wme TpeboBaHus. (ISO 15223-
1:2016)

2. EN ISO 13485:2016

M3penvs meguumHckre. CUCTeMbl MeHeKMeHTa kauecTBa. TpeGoBaHus Ans Leneil HopMaTUBHOMO
perynimpoBaHusi.

3. EN 13612:2002
NabopaTopHas oLeHka TEXHUYECKUX XapakTepucTUK MefULIMHCKUX YCTPOCTB.
EN 13612:2002/AC:2002
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4. EN 13641:2002

YcTpaHeHe Unn CHUXEHWe prcka 3apakeHusl, CBA3aHHOro ¢ ﬂa60paTOprIMVI ANarHoCTn4eCKnmMmmn
peareHTamun.

5. EN ISO 14971:2012
WN3genvsa megmumHckue. NpuMeHeHre MeHeMXMeHTa pucka K MeaNLMHCKUM U3aenvsm
(ISO 14971:2007, Corrected version 2007-10-01)

6. EN I1ISO 17511:2003

YcTpoiicTBa MeAnLUHCKME AnarHocTuyeckme in vitro. KonmyecTBeHHbIe N3MepeHns Ha 61onornyeckmx
obpasuax. MeTponornyeckas NpocnexrBaemMocTb 3HaYEHWI, NpUCBaMBaeMbIX KannbpaTopam u
mMaTepuanam ana koHtpons. (ISO 17511:2003)

7. EN I1SO 18113-1:2011

MegauvuyHckue usgenus gns anarHocTuky in vitro. ViHcbopmaums, npegoctaBnseMast u3rotosmutenem
(mapkupoBka). Yactb 1. O6uwpme TpeboBaHua 1 onpegenexus. (ISO 18113-2:2009)

8. EN ISO 18113-2:2011

MeavumHcKue 13genus Ans AMarHocTuKY in vitro. VHdopMauysi, npefocTaBisieMas U3roToBUTENIEM
(MapkupoBKa). YacTb 2. PeareHTbl 11 AMATHOCTUKYM in Vitro 471l NPO)eccMoHa/IbHOTrO NPUMEHEHMSI.

(ISO 18113-2:2009)

9. EN ISO 23640:2015
OueHka cTabUIbLHOCTY peareHToB A/ AUarHOCTUKM in Vitro.
(ISO 23640:2011)

10. IEC 62366:2015/EN 62366-1-.2015

MegaunumHckue yctpoiictBa. Yactb 1 [NpuMeHeHne TeXHWKM yA06CTBa NCNOIb30BaHNS K MeAULIMHCKUM
ycTpoiictBam (IEC 62366-1:2015 + COR1:2016):
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CunmBoONbl

CumMBONbI, NPUMBUIEMbIB B UHCTPYKL MU NO UCMOMb30B3NMIO 1 NpU M3pKUpoBkB nsgenum 6PAMC KPUMTOPAPAMC KPUMTOP
KOMNBKTYBPAMC KPUMTOP komnakT M/IKOC/KPUMNTOP rong (B RAHM S KRYPTOR compact PLUS/KRYPTOR GOLD).
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Instruction for Use

BRA HM SSsFIt-1 KRYPTOR

fer prerfassiortai us«
only

TRACETm

Date
20.02.2020

Intended Use

B-R A-H M S is a registered trademark of B-R A-H M-S GmbH.
Lumi4®-Tb is a registered trademark of Lumiphore, Inc., licensed for use by
B-RA-H-M-S.

Other product names in this document are used for identification purposes; they
may be trademarks and/or registered trademarks of their respective companies.

The manufacture and/or use of this product is covered by one or more of the
following patents:

AU2003265294, AU2009202176. CA2496253, EP1575416, EP2172220,
EP2305301, EP2308507, HK1142535,

HK1085368, HK1156521, HK1156233, 1L166393, IN218/CHENP/2005,
MXPA05000832

Initial release

BRAHMSSsFIt-1 KRYPTOR is an automated immunofluorescent assay for the quantitative
determination of the concentration of sFlt-1 (soluble fms-like tyrosine kinase 1, also known as
VEGF receptor-1) in human serum and EDTA plasma on the analyses of B-R-A HM S

KRYPTOR series.

Contraindications

none

Side effects
none

Instruments

BRAHMSSsFIM KRYPTOR may be used on:
O BR-AHM S KRYPTOR

BRAHM S GmbH

B RA H M S sFit-1 KRYPTOR

Page 1 of 16
instruction for Use (Version ROIlru)
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M B-RA HM S KRYPTOR compact

0 BRAHMS KRYPTOR compact PLUS

a BRA H M-S KRYPTOR GOLD

Availability of instrument depends on registration in the country.

Introduction

The BRA HM S sFlt-1 KRYPTOR assay is intended to be used - together with the B-R'A-H M S
PIGF pius KRYPTOR assay and additional clinicai and diagnostic findings - as an aid in the diagnosis
of pre-eclampsia and/or short-term prognosis of pre-eciampsia in pregnant women with suspicion of
pre-eclampsia.

Pre-eclarnpsia, which affects about 2-8 % of pregnancies, is a major cause of perinatal and maternal
morbidity and mortality. First ciinicai symptoms of pre-eclampsia such as new onset of hypertension
and proteinuria are observed after 20 weeks of gestation. Clinicaily, pre-eclampsia may vary from
mild to severe forms, requiring delivery before 34 weeks of gestation. The severe form of pre-
eclampsia, HELLP syndrome (Hemolysis, elevated liver enzymes, low platelets), occurs in about 20
% of women affected by preeclampsia.[1] [2]

Although the cause of pre-eclampsia remains unclear, the syndrome may be initiated by an
imbalance of placental factors that induce endothelial dysfunction. The antiangiogenic factor sFit-1
(soluble fms-like tyrosine kinase) acts as potent antagonist of proangiogenic factors such as Placental
Growth Factor (PIGF) by adhering to the receptor-binding domains, preventing the interaction with
endothelial receptors and thereby inducing endothelial dysfunction.[3]

During pregnancy, PIGF levels increase progressively in first and second trimester and decrease
towards term. In women with clinical pre-eclampsia, sFlit-1 levels are significantly increased while
concentrations of circulating free PIGF are significantly decreased. Significantly reduced levels of free
PIGF have been shown in pregnant women who subsequently develop preeclampsia.[4] [5]

Measurement of sFlt-1 levels together with PIGF levels in maternal serum starting in mid pregnancy
can improve the current diagnostic workup of patients with suspected pre-eclampsia, which includes
clinical symptoms, proteinuria and Uterine artery Doppler velocimetry. The sFlt-1/PIGF ratio is a tool
for the diagnosis of pre-eclampsia by discriminating between preeclamptic pregnancies and other
forms of pregnancy-related hypertensive disorders. In addition, the sFIt-1/PIGF ratio may be a
valuable prognostic tool of subsequent maternal and fetal adverse outcome in women diagnosed with
pre-eclampsia. [6][7][8][9]

Contents
Kit
B RAHM SsFlt-1 KRYPTOR CONT
see label for expiry
REF 845.075
date
Name Quantity Qualitiy Description
K- conjugate VIAL 1 ready for 1 Anti-sFIt-1 monoclonal
use antibody conjugated with
Lumi4®-Tb, buffer, bovine
albumin, bovine
immunoglobulins,
mouse immunoglobulins,
dextran, kathon
Page 2 of 16
B'R'A Il M SsFIM KRYPTOR Instruction for Use (Version ROlru)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



SRB&F

=

@ 1
Wie

106

XL-conjugate VIAL 1

Bar code card 1

Accessories

Not supplied with the product

Name

BRAHM SsFIt-1 KRYPTOR CAL
B-R A-H M S sFItl- KRYPTOR QC

Other Requisites

Not supplied with the product

ready for use

ready for use

B R A HW-S KRYPTOR compact PLUS Consumables

Name

BRAHMSKRYPTOR BUFFER
BRAHMSKRYPTOR compact SOLUTION 1
BRAHMSKRYPTOR compact SOLUTION 2
BRAHMSKRYPTOR compact SOLUTION 3
BRAHM S KRYPTOR compact SOLUTION 4
B R-AHMS KRYPTOR compact DILCUP

B R A-H M-S KRYPTOR compact REACT

BRAHWSKRYPTOR GOLD Consumables
Name

B R-AHMS KRYPTOR BUFFER

B R-A-H-M S KRYPTOR compact SOLUTION 1
B-R-A H-M S KRYPTOR compact SOLUTION 2
BRAHMSKRYPTOR compact SOLUTION 3
BRA HMS KRYPTOR compact SOLUTION 4

B'RA'H'IVISGmbH
B RA HM S sFIM KRYPTOR

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Instruction for Use (Version ROIru)

1 Anti-sFlt-1 monoclonal
antibody

conjugate with Cyanin5.5,
buffer, bovine albumin,
bovine immunoglobulins,
mouse immunoglobulins,
dextran, kathon

seethe BRAHMS
KRYPTOR

compact PLUS/KRYPTOR
GOLD user manual. The
bar code card contains all
information needed for the
registration of a new
reagent lot.

REF
84591
84592

REF
89970
89981
89982
89983
89984
89985
89986

REF
89970
89991
89992
89993
89994

Page 3 of 16



BRAHM S KRYPTOR compact DILCUP 89995
BRAHMSKRYPTOR compact REACT 89996

Precautions

hollow the information given in the user manual of the B R-A H M-S KRYPTOR
C® compact PLUS/KRYPTOR GOLD/KRYPTOR GOLD and in this document.

- Check the expiration dates specified on the label.
A - Reagents from different reagent kits should not be mixed.
- Do not separate the elements of a unit.
- Avoid any microbial contamination of the reagents.
Raw materials of animal and/or human origin contained in the reagents have
. been tested and/or processed through virus inactivation procedures as far as
( I ) possible. However, as it is impossible to strictly warrant that such products will

not transmit any infectious agents, all raw materials of human or animal origin
including the samples to be assayed must be treated as potentially infectious.

The generally acknowledged safety precautions and laboratory techniques must
be observed when handling reagents and patient samples.

- Do not pipet by mouth.
O - Wash hands after work.

- Wear protective clothing, protective gloves and safety glasses at work.

- Do not eat, drink or smoke in areas where samples or kit-reagents are handled.

- Remove spills with absorbing paper.

- All the material used for cleaning up must be disposed of as infectious
laboratory waste.

- Prevent from getting into sewage, water, ground.

- Used reagent plates and reagent kits are disposed of as potential Infectious
laboratory waste according to local regulations.

- Empty containers should be returned to local recyclers.

BRAHMS GmbH Page 4 of 16
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Principle

The measurement principle of BR A HM S KRYPTOR compact PLUS/KRYPTOR GOLD is based
on immunofluorescence and in particular on TRACE™ Technology (Time-Resolved Amplified
Cryptate Emission), which measures the signal that is emitted from an immunocomplex with time
delay. The basis of the TRACE™ Technology is non-radiative energy transfer from a donor (Cryptate)
to an acceptor (XL).

The proximity of donor (cryptate) and acceptor (XL) when they are part of an immunocomplex and the
spectral overlap between donor emission and acceptor absorption spectra on the one hand, intensify
the fluorescent signal of the donor and on the other hand they extend the life span of the acceptor
signal, permitting the measurement of temporally delayed fluorescence.

The assay is using two monoclonal antibodies which recognize sFitl antigen in the sample. One
monoclonal antibody is labeled with a Cryptate and the second monoclonal antibody is labeled with
XL. Cryptate conjugate, XL conjugate and patient sample are pipetted and dispensed in the reaction
well. The two antibodies will bind the sFlt1 antigen present in the patient sample and the reaction well
will be excited with the nitrogen laser at 337nm

Precise measuring of analyte concentration; When the sample is excited with a nitrogen laser at
337 nm, the donor (cryptate) emits a long-life fluorescent signal in the milli-second range at 620 nm,
while the acceptor (XL) generates a short-life signal in the nanosecond-range at 707 nm. When the
two components are bound in an immunocomplex, both the signal amplification and the prolongation
of the life span of the acceptor signal occur at 707 nm, so that it can be measured over p-seconds.
This long-life signal is proportional to the concentration of the analyte to be measured.

Reliable prevention of interference: Non-specific signals, e g. the signals of the short-life and
unbound acceptor XL and the medium-specific interference signals conditional upon the natural
fluorescence of the sample, are eliminated by temporal delay of the fluorescence measurement. The
signal generated by the cryptate at 620 nrn serves as an internal reference and is measured
simultaneously with the long-life acceptor signal at 707 nm which is the specific signal. Interfering
influences, e.g. from turbid sera, are automatically corrected by means of the internally calculated
ratio of the intensities at these wavelengths.

Instructions
Sample volume;
Incubation time:
Results are given in:
Conversion factor:

Direct measuring range

Measuring range with automatic dilution:

Sample type

Kit stability on board:
Calibrator:
Calibration stability;

Assay principle:

BRA HM S GmbH
B RA HM S sFiM KRYPTOR
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8 pL

9 min

pa/mL

not applicable

29...90 000 pg/mL

not applicable

Serum, EDTA plasma (K2 or K3 EDTA)
29 days

2 points

15 days

sandwich

Page 5 of 16

Instruction for Use (Version ROIru)



If the assay is carried out within 72 hours of blood collection, store samples
at 2...8 °C, If not, samples shall be aliquoted and stored frozen (-20 °C).

Citrated and heparin plasma should not be used.
It is possible to use both K2 and K3 EDTA plasma tubes for plasma samples

Place the sample in a tube suited for use on BR A HM S KRYPTOR
compact PLUS/ KRYPTOR GOLD (11-17 mm diameter). This might be the
primary tube.

The sample tube must contain a minimum volume, which will vary depending
on the diameter of the sample tube. A 13 mm diameter tube will require an
additional 150 pL of sample.

sFlt-1 concentrations in patient samples are not expected to exceed the
direct measuring range. Samples cannot be diluted.

Icteric, hemolytic or hyperlipemic samples, or samples which are turbid or
contain fibrin may yield imprecise results. Such samples are signaled by
B-R AH M S KRYPTOR compact PLUS/KRYPTOR GOLD.

Conditions of preliminary sample processing

Serum and EDTA (K2 or K3) plasma can be used

When coagulation of whole blood is complete (after 30 min at room temperature), the sample
should be centrifuged for at least 10 min at a minimum speed of 1500 g.

The sample should be refrigerated (2°-8“C) not later than 2 hours after centrifugation (3 hours
from blood collection) and up to 72 hours. If testing is not done within 72 hours, the serum has to
be frozen at -20°C.

Repeated freezing/thawing steps are not recommended

The operation and maintenance of BR A H M S KRYPTOR compact PLUS/ KRYPTOR GOLD are
described in the related user manual.

After it has been opened the reagent unit may be stored on the B R-A HM S KRYPTOR compact
PLUS/KRYPTOR GOLD in the space provided. Each reagent unit is individually identified (bar code)
and its maximum period of use after opening is controlled by the instrument.

To prepare a reagent unit, proceed as follows:
- Remove the security band from the reagent pack.
- Push in the lid by pressing it firmly (see diagram below).

Make sure to remove all the aluminium foil.
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Opening the Kit

Note: Always handle the reagent unit carefully to avoid foaming or bubbles. Foam/bubbles may
interfere with proper detection of reagent and/or correct dispensing of reagents. Allow the kit to stand
5...10 min within B-R-A-H-M-S KRYPTOR compact PLUS/KRYPTOR GOLD prior to use.

A standard curve does not need to be established on B R-A H =®S KRYPTOR compact
PLUS/KRYPTOR GOLD.

The instrument stores the required information after reading the bar code from the reagent card. A
recalibration must be carried out for every new reagent lot, and subsequently on a regular basis.
BRAHMS KRYPTOR compact PLUS/KRYPTOR GOLD automatically indicates when a calibration
is required. Both, the stored and recalibrated standard curve may be displayed on the screen.

The following steps are carried out:

« Conjugates and sample are dispensed into the reaction plate and the fluorescent signal emitted is
measured periodically.

» After measurement of the fluorescent signal, the data obtained from the software are compared to
the memorized standard curve.

Calibration CAL
Reconstitute each vial with the volume distilled water (conductivity of less than 50 pS/cm is
recommended) indicated on the vial label.

Allow 15 min for the complete dissolution of the lyophilisate.
Mix gently after reconstitution.

Calibration must be carried out with every new reagent kit lot, it is then repeated on a regular
basis automatically managed by BRA HM S KRYPTOR compact PLUS/KRYPTOR GOLD in
order to readjust the standard curve.

Calibration is automatically managed by instrument.

An aliquot of 8pL of calibration is pipetted automatically pipetted by instrument.

Use the calibrator/calibrators only once.

Do not leave the calibrator/calibrators at room temperature or on the carousel for more than 5
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hours.
The calibrator bar code card must be read in for each new lot of calibrator.

For further information see the BRA H M S KRYPTOR compact PLUS/KRYPTOR GOLD User
Manual.

Control CONTROL

It is recommended that controls be run once a day but at least after each calibration.
A control tube is directly processed like a sample tube.

Reconstitute each vial with the volume of distilled water (conductivity of less than 50 pS/cm is
recommended) given on the vial label.

Allow 15 min. for the complete dissolution of the lyophilisate.
Mix gently after reconstitution.
After reconstitution, do not keep a vial more than 5 hours at 18...25 °C or 24 hours at 2...8 °C.

It is recommended that the contents of a reconstituted vial be divided into aliquots (volume of
175 pL is recommended to measure 2 replicates of control) which may then be stored frozen at
-20 °C for a maximum period of 1 month.

Use one of the tubes immediately for measurement.
After thawing an aliquot, mix gently and use immediately for measurement.
Once thawed, a control aliquot must not be refrozen.

The bar code stick-on labels are used for identifying the controls when assayed on
BRAHMSKRYPTOR compact PLUS/KRYPTOR GOLD.

The control kit bar code card must be entered for each new lot of control.

For further information see the BRA HM S KRYPTOR compact PLUS/KRYPTOR GOLD User
Manual.

Quality Control

Good laboratory practice requires that control samples are measured regularly to ensure the quality
of the results obtained. These samples must be processed exactly the same way as the assay
samples, and it is recommended that the results be analysed using appropriate statistical methods.

If desired, BR A HM S KRYPTOR compact PLUS/KRYPTOR GOLD can automatically check the
quality of assays at intervals, by statistical analysis on the basis of Levey Jennings graphs.

It is necessary to comply with national quality assurance guidelines for quantitative tests in the
medical laboratory (current version). For instance, test accuracy and precision should be monitored
by means of laboratory in house and/or commercially available control materials. If unacceptable
control values are obtained, proceed as outlined in standard laboratory diagnostic procedures to
determine the cause and implement corrective measures.

Reference Range

A) Expected values

From EDTA plasma samples collected from 347 singleton pregnancies with a normal pregnancy
outcome, levels of sFlt-1 and PIGF were determined in parallel and the sFIt-1/PIGF ratio was
calculated.[10]

sFIt-1 KRYPTOR (pg/ml)

Gestational age n 5" percentile Median 95~ percentile
(completed (pg/mL) (pg/mL) (pg/mL)
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weeks)

14-19 2 764 1515 2 545
20-24 60 626 1319 4 443
25-28 66 612 1231 3 958
29-33 44 697 1395 3722
34-36 39 1023 2971 8492
37-delivery 117 9%61 3079 7 524

PIGF plus KRYPTOR (pg/mL)

Gestational age n 5" percentile Median 95" percentile
(completed (pg/mL) (pg/mL) (pg/mL)
weeks)
14-19 21 43 101 348
20-24 60 183 391 868
25-28 66 145 459 1 000
29-33 44 71 507 1157
34-36 39 41 170 752
37-delivery 117 37 131 750

sFIt-1/PIGF ratio

Gestational age n 5% percentile Median 95" percentile
(completed
weeks)
14-19 21 5 14 26
20-24 60 1 4 17
25-28 66 1 3 9
29-33 44 1 3 35
34-36 39 2 17 158
37-delivery 117 2 29 131

Note: It is recommended that each laboratory establish its own reference ranges based on
representative patient collectives and/or test the validity of the manufacturer’s commercial test kit
data The values above have been established on serum and are given only as an example

B) Clinical sensitivity and specificity

In an external study, using the B R A HM S PIGF plus KRYPTOR and B R A-H M-S sFlit-1
KRYPTOR assays in parallel on samples from 109 pregnant women with normal pregnancy outcome
and 20 patients with preeclampsia, the published cut-off [7] for the sFIt-1/PIGF ratio of 85 was applied
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to calculate sensitivity and specificity for this cohort. At a cut-off of 85 the sensitivity was calculated at
95 % and the specificity at 84 %.

All pregnancies were singleton pregnancies. Pre-eclampsia was defined as new onset of
hypertension and proteinuria after 20 weeks of gestation. A pre-eclamptic pregnancy was defined as
early-onset if clinical signs appeared before 34 weeks of gestation.

C) Method comparison

A comparison of the BRAHMS sFit-1 KRYPTOR assay (y) with a commercially available automated
sHIt-1 assay (x) using clinical samples gave the following correlation (pg/mL);

Number of samples measured: 150

Passing/Bablok

y =0.93X -267

r=0.996

The sample concentrations were between 686 and 43598 pg/mL.

Assay Performance

Detection limit

The Limit of Detection (LOD), and Limit of Blank (LOB) have been determined following CLSI
EP17-A2 guideline (Protocols for Determination of Limits of Detection and Limits of Quantitation). The
LOB has been assessed as being 16.7 pg/mL. The LOD has been assessed as being 22 pg/mL.

Sensitivity
The Functional Assay Sensitivity (FAS), detected by inter-assay precision of 20 %, is estimated in

accordance with CLSI EP05-A2 guideline (Evaluation of Precision Performance of Quantitative
Measurement Methods), it has been assessed as being 29 pg/mL,

The Limit of Quantitation (LOQ) is the lowest reported concentration level with total error
(imprecision and bias) at 40 %The LOQ is estimated in accordance with CLSI EP17-A guideline
(Protocols for Determination of Limits of Detection and Limits of Quantitation). It has been assessed
as being 34 pg/mL.

Specificity

The antibodies used in this assay are specific for the measurement of sFlt-1. The cross reactivity is
determined in accordance with the CLSI EP7-A2 guideline (interference Testing in Clinical
Chemistry). The following substances were added to serum with sFlt-1 concentrations of 1 586 pg/mL
or 10 248 pg/mL and found to cross-react at the concentrations indicated below;

Tested substance Tested concentration Observed cross reactivity
PIGF-1 10 000 pg/mL No cross-reactivity
PIGF-2 10 000 pg/mL No cross-reactivity
PIGF-3 10 000 pg/mL No cross-reactivity
VEGF-A 10 000 pg/mL No cross-reactivity
VEGF-B 10 000 pg/mL No cross-reactivity
VEGF/PiGF heterodimer 10 000 pg/mL No cross-reactivity

The interference testing is performed in accordance with the CLSI EP7-A2 guideline (Interference
Testing in Clinical Chemistry). The following substances were added to serum with sFit-1
concentrations of 1 586 pg/mL or 10 248 pg/mL and found not to interfere at the concentrations
indicated below;

BRA HM S GmbH Page 10 of 16
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Tested substance Tested concentration

Acetaminophen 200 mg/L
Acetylsalicylic Acid 652 mg/L
L-Ascorbic acid 30 mg/L
Caffeine 59 mg/L
Calcium 200 mg/L
Ethanol 5% (v/v)
Folic Acid 18 pg/L
Gentamicin 10 mg/L
Heparin 3000 UL
Ibuprofen 500 mg/L
A-Methyidopa 15 mg/L
Metoprolol 5 mg/L
Iron 150 pg/dL
Dihydralazin 0.2 g/lL

Accuracy / Linearity

The linearity is determined in accordance with the CLSI EP6-A guideline (Evaluation of the Linearity
of Quantitative Measurement Procedures); based on dilution with recombinant sFlt-1 the linearity of
the assay is demonstrated from the LOQ up to 90 000 pg/mL. Patient samples cannot be diluted.

Accuracy / "High Dose Hook" Effect
No "High Dose Hook" Effect up to 400 000 pg/mL.

Precision/Reproducibility for Intra Assay CV

This was evaluated using samples of different concentrations in accordance with the CLSI EP5-A2
guideline (Evaluation of Precision Performance of Quantitative Measurement Methods).

Concentration range W ithin-assay CV%
599 pg/mL 10%
2 696 pg/mL 0.8 %
31 173 pg/mL 0.8 %
50 452 pg/mL 0.9 %

Precision/ Reproducibility for Inter Assay CV

This was evaluated using samples of different concentrations in accordance with the CLSI EP5-A2
guideline (Evaluation of Precision Performance of Quantitative Measurement Methods).

Concentration range Between-assay CV %
1 559 pg/mL 42 %
3 055 pg/mL 3.7 %
R-RAHMSGTbH Page 11 of 16
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31 173 pg/mL 3,0 %
53 462 pg/mL 3.9 %

Disturbing Factors

This is determined in accordance with the CLSI EP7-A2 guideline (Interference Testing in Clinical
Chemistry). The following substances were added to serum with PIGF concentrations of 1 586 pg/mL
or 10 248 pg/mL and found not to interfere at the concentrations indicated below:

Factor Description

Free unconjugated bilirubin No significant effect up to 250 mg/L
Hemoglobin No significant effect up to 5 g/L
Human serum albumin No significant effect up to 60 g/L
Triglycerids No significant effect up to 30 g/L
Traceability

An International sFlt-1- Reference Preparation is not available. Therefore the assay is calibrated
using a reference preparation of recombinant human sFlt-1 as highest available standard. Dilutions of
this preparation are checked by regression analysis and compared to theoretical expected results.

Quality Control of new calibrator manufacturing ensures reproducibility and stability of calibration
along time (according to internal procedure).

Storage conditions

Storage (stability)

Product stability tests are carried out according to EN 23640:2002 (In vitro diagnostic reagent stability
tests) and also according to the CLSI Guidelines EP25-A (in vitro diagnostic reagent stability
assessment). The kit should be stored in the manufacturer's package at the temperature range
between 2 °C and 8 °C during the entire shelf life in cold chambers or refrigerators that secure the
specified temperature mode with daily temperature recording.

Storage fstabilitv) after opening

The reagent kit is stable after opening for 29 days inthe BR A HM S KRYPTOR compact
PLUS/KRYPTOR GOLD analyzer at a temperature of 2 to 8°C with a calibration period of 15 days.

Transportation conditions

The product should be transported in the manufacturer's original package that protect the product
from external impact, transportation, means in roofed vehicles according to the Transportation Rules
applicable.

Heat impact test confirms stability at the temperature between 2°C and 8°C during the entire shelf life
and 15 days at a temperature between 2°C and 8°C on board BR A HM S KRYPTOR compact
PLUS/KRYPTOR GOLD analyzer.

During cargo handling and transportation, it is necessary to strictly comply with the requirements of
handling signs applied on the package and the transport containers.

If the transportation and storage conditions are not followed, the medical device must not be used!
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Shelf life
Maximum 18 months

Disposal
Disposal of the product must be carried out in accordance with the local, regional and national
legislation.

When disposing and destroying expired reagents, as weli as waste and used reagents, it is hecessary
to act in accordance with the hygienic standards and follow official instructions for disposal and
destruction of potentially infectious and chemical material applicable in the Russian Federation and in
the specific health facility. The key issues in the waste management strategy are the optimization of
tactics and approaches to final products, as well as minimization of possible environmental pollution.
Given the nature of the used reagents waste material - containing human biomaterial, the most
optiiTial is thermal disposal and destruction at a temperature of 1000°C. Waste should be stored in an
airtight container marked "Biologically dangerous."” Employees must undergo occupational safety and
health training.

For expired reagents we also allow the method of thermal utilization and destruction at a temperature
of 1000X.

All samples and materials used and generated during research, including reagents that have expired,
should be disposed of in accordance with SanPiN 2.1.7.2790-10 as potentially infected medical waste
(class B). (When using the kit, waste of classes A, B and G are generated, which are classified and
destroyed (disposed of) in accordance with SanPiN 2.1.7.2790-10 “Sanitary and epidemiological
requirements for medical waste management” and MU 287-113 "Methodological guidelines for
disinfection , pre-sterilization cleaning and sterilization of medical devices”.

In order to avoid possible environmental pollution, expired reagents as well as waste from reagents
used must be disposed of in accordance with the local government and/or hospital regulations.

Proper destruction and disposal will support the conservation of natural resources and help protect
human health and the environment).

Product Products must be disposed of as laboratory chemical waste in
accordance with the local regulations.

- Please contact the responsible authority.

- Used reagent plates and reagent kits should be disposed of as
potentially infectious laboratory waste.

Contaminated - Dispose according to the local regulations.

packaging
- Recommendations: Remove residues. Return empty containers to local
waste recycling facilities.

Pollutes - Remove pollutes with absorbing paper.

- All materials used for cleaning up must be disposed of as infectious
laboratory waste.
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Manufacturer's authorized representative

Thermo hischer Scientific Joint Stock Company (Thermo Fischer Scientific JSC)
73, Kubinskaya St., Letter A, Bldg 1, St. Petersburg 196240

Tel.: (812) 703-42-15, facsimile: (812)703-42-16

e-mail: info Icp spb@thermofisher.com

Warranties

The Manufacturer guarantees the conformity of the characteristics of the product stated in the
operating documentation, subject to use in accordance with the instructions and intended use,
provided by the manufacturer

For all questions, technical advice and support please contact the manufacturer's authorized
representative in the Russian Federation:

Thermo Fischer Scientific Joint Stock Company (Thermo Fischer Scientific JSC), Russia
Address: 73, Kubinskaya St., Letter A, Bldg 1, St. Petersburg 196240

Tel.: (812) 703-42-15, facsimile: (812)703-42-16,
e-mail: info.lcp.spb@thermofisher.com.
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The list of applicable standards

1 EN ISO 15223-1:2016

Medical devices - Symbols to be used with medical device labels, labelling and information to be
supplied- Part 1: General requirements (ISO 15223-1:2016)

2. EN ISO 13485:2016
Medical devices - Quality management systems - Requirements for regulatory purposes

3. EN 13612:2002
Performance evaluation of in vitro diagnostic medical devices
EN 13612:2002/AC:2002

4. EN 13641:2002
Elimination or reduction of risk of infection related to in vitro diagnostic reagents

5. EN I1SO 14971:2012
Medical devices - Application of risk management to medical devices
(ISO 14971:2007, Corrected version 2007-10-01)

6. EN ISO 17511:2003

In vitro diagnostic medical devices - Measurement of quantities in biological samples - Metrological
traceability of values assigned to calibrators and control materials

(150 17511:2003)

7. EN 1SO 18113-1:2011

In vitro diagnostic medical devices - Information supplied by the manufacturer (labelling) - Part 1
Terms, definitions and general requirements

(ISO 18113-2:2009)

8. EN ISO 18113-2:2011

In vitro diagnostic medical devices - Information supplied by the manufacturer (labelling) - Part 2: In
vitro diagnostic reagents for professional use

(ISO 18113-2:2009)

9. EN ISO 23640:2015
Evaluation of stability of in vitro diagnostic reagents
(1ISO 23640:2011)

10. |IEC 62366:2015 / EN 62366-1:2015

Medical devices - Part 1: Application of usability engineering to medical devices (IEC 62366-1:2015 +
COR1:2016);
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The
m Symbols out
Symbols used in InsinucBon for Uss and Praduct Labeling of BR-AHM-S KRYPTOR compact PLUSIKRYPTOR GOLD products.
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The notary asked before if he was or is active in the matter which is object of this document

outside of his notarial activity. The question was negated.

Hereby 1certify that both members of the management team of the company B.R.A.H.M.S
GmbH

1. Dr. Bernhard Ciommer
born January 28, 1955
domiciled in D-13593 Berlin
Folkungerstr, 21,

2. Dr. Jorg-Markus Paul
born August 02, 1967,
domiciled in D-13503 Berlin

Reimerswalder Steig 22,

both commercially domiciled in 16761 Hennigsdorf, Neuendorfstrasse 25,

acknowledged their signatures before me.
The identity of the deponents is personally known to me.

At the same time I certify according to § 21 BNotO due to the presented certified extract
from the statement of the Register of Companies of the District Court of Neuruppin dated
March 09, 2020 that with HRB-No. 8872 NP B.R.A.H.M.S GmbH domiciled in Hennigsdorf is
registered and that Dr. Bernhard Ciommer as well as Dr. Jorg-Markus Paul are

Vi registered as management team members and are both authorised to represent the

company.

Berlin, in the business premises of the notary Lutz Baxmeier,
Berliner Strasse 32, D-13467 Berlin

March 10, 2020 Scroll no. /2020

/ .

Notary in Berlin

Baxmeier

Federal Republic of Germany
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Nolarkostenberechnung gem. § 191 V.m. Anlage 1 (Kostenverzeichnis) GNotKG

KV 25100 * Beglaubigung einer Unterschrift oder eines 21,40 €
Handzeichens §§ 121, 36 Abs. 1 Geschéftswert: 20.000,00 €

KV 25200 * Erleilung einer Bescheinigung nach § 21 Abs. 1 BNotO 15,00 €
{ 1 Registerb!. )

KV 26001 Fremde Sprache § 36 Gebihrensumme aus *: 3500 € . 1092¢
Zwischensumme netto 47,32 €
KV 32014 Umsatzsteuer 19 % 8,99 €
Gesamtbetrag 56,31 €

Anmerxung Diese Kostenbsrechnung ist ausschiiefikch Bestandieil der Urkunds und begrindet keinen wirksamen Kostenausgleichsanspruch)
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Mepesoa ¢ aHrANHCKONQ/HEMELIKOTO A3bIKA Ha PYCCKHA A3BIK

Iloonucy

. Mo nosepennoctu Hp. bepuxapa Cuommep
: Jupekrop OTnena BOPMaTHBHO-NPaBOBOTO
ofecneucHMs H KOHTPOJIA KavyecTBa

IHodnuce

Io noeepennoctu Jp. Hopr [ayms

Crapunii aupexrop OTaena MEXAYHAPOAHOTO
MApPKETHHTa H MeXIYHAPONHLIX MEAHUHMHCKAX BONMPOCOB

Hot#iennop¢mrpacce 25, 16761 Xennurcaopd, I'epmanns

\
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llepea noanMcanneM HOTapHyc 3aJan BOMpoC O TOM, 6bin K OH CBA3AH paHee WIH CBA3aH B
HACTOSILLEE BPEMA ¢ BONPOCAMH, ABRIAIOUIMMUCA NMPEIMETOM AGHHOTO JOKYMEHTA, KPOME KaK B
KayecTBe HOTapHyca. bbin nosydyeH oTpuLlaTeNbHbIA OTBET,

Hactosuwmm s ynocToBepsaio NOMUIHHHOCTL NOANUCEH OOOMX NpeAcTaBHTENREH pPYKOBOACTBA
komananuu «<BPAMC I'M6X». caenaHHBIX B MOEM [IPHCYTCTBHH.

1. p. bepuxapa Caomvep

Jlara poxtenns: 28 saupapsa 1955 1.
Mecro npoknBanns: 13593, bepanu
doakykrepurp.. 21

2. Jip. Nopr-Mapkyc Nay.n

Jara poxaenna: 02 asrycra 1967 r.
Mecto npoxusarns: D-13503. Bepaunn
Peiissepenaaniep 1lTaitr 22,

10puauueckuii anpec oboux: 16761 Xeunurcaopd, Hoitennopduerpacce 25.
JInuHocTH 3a8BUTENEH YCTAHOBNEHDI.

Taxke s viocrosepao corsacno § 21 @caepaibHoro MOJOKCHHA O HOTapHare, 4TO Ha
OCHOBaHRI 3aBepenHOf BLINHCeKH 13 Peectpa xomnannii Okpykdoro cy:a Hodipynnuna ot 09
mapra 2020 1. komnaiug «BPAMC ['m0X», HoMep B Toprosom peectpe, uacte b, - 8872, mecto
naxvaleHun: XeHnurcaopd, sBiseTcs 3aperucTpupoBaHHON koMmnanuei, a Takke uro [p.
bepuxapa Cuomvep u Jlp. Hopr-Mapkyc Flayme saperucipupoBaHbl Kak nNpeACTaBHTENH
PYKOBOACTBA. ¥ 002 YNOTHOMOYEHBI MPEACTABNAATH KOMNAKUIO,

bepaun. worapnaibhas kontopa Jlytua bakcmaiiepa
Bepaunep Uitpacce 32, D-13467 bepaun

10 mapta 2020 r. AKT Ne 233/2020
Hoonuce
baxcmaiiep

Horapuyc beprnna
Qeaeparnsras PecyOinka ['epManns

{lewars: Hotapuyc bepnuna
Jlyrit Bakemaiiep
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Pacuer pacxo/oB HoTapuyca coragexwo nap. 19 s cagin ¢ [punoxeunem 1 (Beaomocin
pacxoion) 3aKona 0 CYACOHBIX H3JepXKax H HOTAPHAILIILIX PACXORAX

ki
Beaomocth pacxozos 251007 - Y 40cTOBEPCHHE NOATUIKOCTH NOIITHCH
B BHle pOoCUCpPKAa HAH dnHuranos. § 121, 36 u. 2, crouMmocTs npeaMera

HoTapuaiLHoro setictsda: 20000,00 espo 21,40 cpo
BenomocTs pacxonos 252007 - Buiaaua yxoctosepenua cornacuo § 21
u. 1 tHonoxenua o norapuare (1 aucr peectpa) 15.00 enpo

BeaomocTe pacxonos 26001 - Huocrpaunnbii ssvik. § 36, cymma

nomAnH w3~ 36,40 cepo _10.92 eape
IpomexyTotHan CYMMa 3@ BLIYCTOM BCEX HIIEPKeK 47.32 enpo

Beaomocts pacxonos 32014 - Hasior va 106aB1eHHYIO cTOMMOCTH 9% - 899 enpo
Urorosan cymma 56,31 espo.

Hoonuen
Horapisye

[Mpumcuanue: JlanHbli pacucT pacXoIOB ABIAETCH AHIHL COCTABHON YACTBIO JIOKYMCHIA B e
ABIACTCA OCHOBAHHEM 119 KOMICHCAUUH Pacxolos!

Hepespduux . bopoduna 101 Arercecsn
4 ‘\
Poceniickas @eaepannn

)

lopox Mocksa. .

Asanuars, 4ETREPTONO ANPESN ABE THICAYH ABARUATOD [ OAA.

A, Kosnaukos Anekceit AnApeesH, BPEMEHNO HCNOMHAIOMNI OGA3AHHOCTH HOTAPHYCA Topoia Mocki
3y6osckoil BaneHTHibl AJEKCEEBHbI. CBHALTCABCTBYIO NOLTMHHOCTL NOANKHCH NepeBpoasika bopoanuodi 1010
Asekeeeshb,

Tloanunen caeaana B MOEM NPHCYTCTRINN,

JIHYMHOCTD NOANHCABUICTO TOKYMCHT YCTANOBIICH).

JaperscipHpuBane B peectpe: Ne 77/732-1/77-2020-5-731

B3bIcKaHo FOCYAApPCTRCRHON NOULIHHLL (N0 Tapudy): 100 pv0. 00 kon.
YN2aueno 3a oka3akMe yeayr npasoBuro
1 TEXHHMCCKOTO XapaKTepa: 300 py6. 00 xon.

AA, Koytaukon
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myil =,

Poccuiickas degepayms
[opoa Mocksa
[ABaguarb 4eTBepTOro anpens fse ThiCAYN ABaALATOrO roga.

A KosnaukoB Anekceil AHOpPEEBWY, BPEMEHHO WCMOMHAWMIA 0683aHHOCTM HOTapuyca ropoga
MockBbl 3y60BCKkoli BaneHTuHbl AnekceeBHbl, CBUAETENbCTBYI0 BEPHOCTb KOMWM C MPEeACTaB/IEHHOMO MHe
[OKyMeHTa.

3apeructpupoBaHo B peectpe: Ne 77/732-H/77-2020-5-739

B3biCckaHO rocygapcTBeHHOI nownvHel (no Tapudy): 400 py6, 00 kon.
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