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NHCTPYKUWNA no NMPUMEHEHNIO
Instructions of use
Kanuébpatop B-R-A-H-M-S PIGF plus KJtYPTOR CAL ans nepecTpoeHMss KanmbpoBOYHON
KPVBOW Npy aBTOMaTU4YeCKOM MMMYHO(YOPECLENTUOM KONMYECTBEHHOM ONpeseneHnmn
PIGF (Mn®P, nnayeHTapHbIN (hakiop pocra) B CbIBOPOrke yenoseka n 34TA-nnaume
Calibrator B-R-A-H-M-S PIGF plus KRYPTOR CAL is for the reconfiguration of the

calibration curve for the automatic immunofluorescence assay for the quantitative
determination of PIGF (Placental Growth Factor) in human serum and EDTA plasma
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NHCTPYKUMS NO NPUMEHEHUIO
BRAHMS PIGF plus KRYPTOR Kanuépartop

) B RA HM S aBnseTcs 3aperncTpupoBaHHOi ToproBoii Mmapkoii B R-A-H M S
[iv5] GmbH.

TOBO411 npodoec- . ., o N .
P Lumi4®-Tb saBnseTca 3apernctpypoBaHHO ToproBot Mapkoin Lumiphore, Inc.,
CHOHANBHOTO MPUME- 1 1eH3na Ha UCMOb30BaHWE KOTOPOi

HeHnA
BblgaHa komnaHum B R-A-H M-S.
TRACEF Jpyrue HammeHoBaHWA NPOAYKTOB B JAHHOM [OKYMEHTE UCMONb3YHTCA B LENAX

UAEHTUUKALMM; OHWN MOTYT SIBAATLCS TOPrOBbIMW Mapkamm 1 (Mnv)
3apermcTpMpoBaHHbIMU TOPrOBbIMU MapKaMy COOTBETCTBYIOLLMX KOMMaHWA.

Mpon3BOACTBO M (M/I1) UCTO/b30BAHME AAHHOIN NPOAYKLMU PEryNMpyeTcs
OZHUM UM HECKOJIbKMM 13 CEAYHLMX NaTEHTOB:

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

HK1085368, HK1156521, HK1156233, IL166393, IN218/CHENP/2005,
MXPA05000832
[Jara

20.02.2020 MepBbliA BbIMyCK

O6nactb npumeHeHunsi/HasHavyeHne

Ha6op kannbpatopos B-R-A'H-M-S PIGF plus KRYPTOR CAL ansi nepeyctaHoBKu
Ka/IMBPOBOYHOIN KPUBOK NpY aBTOMaTUYECKOM UMMYHO/TyOpeCcLEeHTHOM
KO/IMYEeCTBEHHOM onpegeneHun KoHueHTpauun PIGF (Mn®P, nnaueHTapHbIin hakTtop
pocTa) B CbIBOPOTKE Yenoseka u 3TA-nnasme Ha aHasmsatopax cepun B-R-A-H-M-S
KRYPTOR

MpoTtnBonokasaHnA
HET

Mo6ouyHble adhheKTbl
HeT

Ctp. 1u3 8
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YcTpoiicTBa

B R A HM S PIGF plus KRYPTOR MOXeT ncnosb3oBaTbCs C:

O BRAHMSKRYPTOR
O BRAHMSKRYPTOR compact

2B RAHMSKRYPTOR compact PLUS
0 BRAHMSKRYPTOR GOLD

JocTynHocTb 060pyAoBaHus A4S NpMOGPeTEHUs 3aBUCUT OT cTaTyca ero peructpauum B
KOHKPETHO cTpaHe.

B RA HM S PIGF plus KRYPTOR Kanu6patop CAL
Wcnonb3yeTtca BmecTe ¢ komnsiektom B R A H M S PIGF plus KRYPTOR (859.075)

REF 85991 * 2
2*c Em) OSTUKeTKy
Ha3BaHue Konunuectso KauecTtBo OnucaHue
H
ﬁRRYéT%I'\QA gAPLIGF plus IVMIALS 16 Ityophl ,qeotg\v/:gg;:azosaHHaﬂ,
noaseprHyTas

TepMuyeckoli 0bpaboTke
nnasma 4esnoBeka,
PEKOMOUHAHTHBI
yesnioBeyeckuii MnoP,

KaToH
Kaprta ©O 1 roToBO K CM. pyKoBOACTBO MO
LUTPUX-KOAOM NCMONb30BaHMIO NCMNoJ/1b30BaHnIo

B-R A H-M S KRYPTOR
compact PLUS/ KRYPTOR
GOLD. Kapta co wTpux-
KOAOM COLEPXUT
NHopMaLmMio O napTum
Kanuéparopa, B TOM yuc/e
O ero KOHUeHTpauuu.

MpoumB NpuHagNexHocTn (He BXOAMT B KOMMNIEKT)
Ha3sBaHue REF

B RAHM S PIGF plus KRYPTOR 859.075

PacxogHbie matepuansl B RA HM S KRYPTOR compact PLUS

HasBaHue REF
BRAHMSKRYPTOR BUFFER 89970
BRAHMSKRYPTOR compact SOLUTION 1 89981

BRA HMS KRYPTOR compact SOLUTION 2 89982

BRAHM SGmbH CTp.2us 8
B RA H M S PIGF plus KRYPTOR CAL VIHCTPYKLMSt No npuMeHeHunio (Bepcus ROIru)
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BRAHMS KRYPTOR compact SOLUTION 3 89983

BRAHMS KRYPTOR compact SOLUTION 4 89984
BRAHMS KRYPTOR compact DILCUP 89985
BRAHMS KRYPTOR compact REACT 89986

PacxogHble matepuansl B RA HW S KRYPTOR GOLD

HassaHue REF
BRAHM S KRYPTOR BUFFER 89970
B-R-A H-M-S KRYPTOR compact SOLUTION 1 89991
BRAHMS KRYPTOR compact SOLUTION 2 89992
B-R-A HM S KRYPTOR compact SOLUTION 3 89993
BRAHMSKRYPTOR compact SOLUTION 4 89994
BRAHMSKRYPTOR compact DILCUP 89995
BRAHMSKRYPTOR compact REACT 89996

Mepbl NpesoCTOPOXHOCTU

C®

XK

BRAHMS GmbH

Cobnogath ykasaHus, npuBeféHHbIe B UHCTPYKLMK MO UCNOJIb30BaHUIO
BRAHMS KRYPTOR compact PLUS/KRYPTOR GOLD wu B faHHOM
[OKyMeEHTe.

- He ncnonb3oBaTb Nocre gatbl UCTEYEHWUS CPOKa rOAHOCTM (ykasaHa Ha
3TUKETKE).

- He cmerMBaTb peareHTbl 13 pas/inuHbIX HAGOPOB.

- He pa3genatb KOMMNOHEHTbI OHOM0 KOMMJIEKTa.

- He ponyckaTb 3arpsi3HEHUsI peareHToB MUKpOGamUu.

McxofHble MaTepuasibl Ye/I0BEUECKOrO UM XXMBOTHOTO NMPOUCXOXAEHNS,
cogepxailvecs B peactmBax, 6bl1M NPOTECTUPOBAHbI U (UNK), HACKO/IBKO
BO3MOXHO, 06paboTaHbl C UCMO/b30BaHUEM MPOLielyp BUPYCHON UHAKTUBALMM.

OfHako, BBUfY TOTO, YTO HEBO3MOXHO FrapaHTUpOBaTb OTCYTCTBUE B TaKUX
MPOAYKTax BUPYCHbIX MH(PEKLWIA, CO BCEMU UCXOAHBIMU MaTepuasiamu

UEe/I0BEYECKOrO UM XXMBOTHOTO MPOUCXO>KAEHWS crieflyeT o6paraaTbCs Kak ¢
MOTEHLUMAIbHO MHEKLVMOHHBIMMU.

Co6ntofath 06LenpusHaHHble Mepbl NPefoCTOPOXHOCTU 1 TabopaTopHbie
npaswia npy paboTe C peareHTaMu 1 o6pasLamu.

- He nuneTnpoBaTb pToMm.

- BbIMbITb pyku nocne pa6oTbi.

Ctp.31n38

B RA HM S PIGF plus KRYPTOR CAL WHCTpyKumns no npumeHeHuto (Bepcua ROIru)
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- Bo Bpemsi paboTbl HaleBaTb CNELOAEX Y, 3alUUTHbIE NepyuaTkm 1 OUKH.

- 3anpellaetcs NUTLE, NPUEM MULLM U KyPEHUE B NMOMELLEHNUSIX, FAe paboTatoT C
peareHTaMy UM npoGamu.

- YpanuTb pasnutelii Matepuan poMoKaTesibHoi 6ymaroii.

0 - Bce maTepuasibl, UCNOMb30BaHHbIE AJ1S OUUCTKM, MOAMEXAT YyTUIM3aLMN Kak
h VHCDEKLMOHHbIE 1TA60PaTOPHbIE OTXOABI,

- He pgonyckaTb nonagaHusi B kaHaM3aumi, BOLOEMb! U MOYBY.
- Mcnonb3oBaHHbIE MAALIKM C peareHTaMu 1 HaGopbl peareHToB yTUIM3NPoBaTh

KaK NoTeHUMaIbHO MH(ULMPOBaHHbIE N1a60PaTOPHbIE OTXOfbl COTNTACHO
\J
T|/| MEeCTHbIM HOpMaTMBaM,

- MycTble KOHTelHepbl HaNpPaBUTb B MECTHbIE MYHKTbI Nepepa6oTku.

Kannbposka CAL
BoccTaHOBUTL COAEPXMMOE KaXKA0ro Ny3bipbka 06BEMOM ANCTUNNPOBAHHON BOAbI
(pexkomeHayemas NPOBOAMMOCTb - MeHee 50 MKCM/CM), yka3aHHbIM Ha 3TUKETKe My3bipbka.
OcTtaBuTb Ha 15 MUH [0 NOSIHOTO PacTBOPeHus nnodmnmsaTa.

Mocne BOCCTaHOB/IEHMS OCTOPOXHO CMeLlaTb.

KannbpoBky cnegyeT Npon3BoAWTb 418 KaKAOW HOBOV MapTuu peareHToB. 3aTtem OHa
aBTOMAaTMYeCKU NOBTOPSETCH yepe3 perynsipHble NPOMEXYTKUM BPEMEHU YCTPOVCTBOM
BRA HM SKRYPTOR compact PLUS/KRYPTOR GOLD ansi KoppekTupoBKu
KaIMBGpPOBOYHOI KPVBOWA.

KannbpoBka aBTOMATUYECKW BbINOHAETCA aHa/IM3aToOpoM
AnukBoTa kanmbpatopa Ha 70 MK NMneTMpyeTcs aBTOMAaTUYeCKM aHa/IM3aTopoMm
Vcnonb3oBatb kanimbpaTtop (Kanmbépatopbl) TONIbKO OAMH pas.

Henb3a ocTaBnaTh kamépaTop (kanmépatopbl) Npy KOMHATHOW TemnepaTtype Win Ha avcke
ycTpoiicTBa 6onee yem Ha 5 yacos.

LUTpux-Kog, cnefyeT cunTbiBaTh /151 KakAol HOBOW napTuu KaimGpaTopos.

Mopapo6Hyto nHpopmaumio cM. BB R A HM S KRYPTOR compact PLUS/KRYPTOR GOLD
PYKOBOACTBE MO NMPUMEHEHMIO.

KoHTposib KayecTBa

MpaBuna nabopaTopHoli NPakTUKK TPEGYIOT PETY/ISIPHOTO0 U3MEPEHUSI KOHTPOJIbHBIX 06pa3LIoB A/
o6ecneyeHnst KayecTBa MoJlydyaeMbIX pe3y/ibTaToB. [aHHble 06pasLpl A0/MKHbI 06pabaTbiBaThbCs
TOUHO TaK X<g, kak 1 06pasLibl NaUYEHTOB, NPU 3TOM PEKOMEHAYETCS OLEHMBATb PE3Y/bTaTbl C

BR-AHM SGmbH Ctp.4un38
B R A H M S PIGF plus KRYPTOR CAL WHcTpykumns no npumeHeHuto (Bepcua ROIru)
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ncnosnb3oBaHNEM CTaTUCTUYECKNX METOAOB.

Mpn HeobxoaMMOCTH aHanm3aTopbl cepun B R-A-H-M S KRYPTOR moryT aBTOMarnyecku
NPOBEPSATb KAYeCTBO MCCNefoBaHUA Yepes onpefesieHHble NHTepBasibl, MyTeM CTaTUCTUYECKOro
aHasM3a Ha ocHoBe rpadvKoB JleBu [HXeHHUHrca.

Heo6xoAUMO BbINOHATL HALMOHA/IbHBIE HOPMATVBbLI MO 0GECMEUYEHNI0 KaYeCcTBa KOMIMUECTBEHHbIX
TECTOB B MeAyMLVHCKOl nabopatopuu (Tekyllasi Bepcust). Hanpumep, TOYHOCTb U NPaBUIbHOCTb
TecTa cfieflyeT KOHTPOIMPOBATL C MOMOLLbI0 BHYTPEHHUX /1TaG0PaTOpHbLIX U (UNK) cneumanbHO
3aKynaemMbiX KOHTPOJIbHbIX MaTepUasioB. MNpu NoslyuyeHUM HEAOCTOBEPHbIX KOHTPOJIbHbIX 3HAUEHWI
[elicTByiiTe B COOTBETCTBUM CO CTAHAAPTHBIMW UHCTPYKLMSIMM N0 N1abopaTopHOii ANarHoCcTuKe,
uTo6bI ONpeAennTb NPUUMHY U NMPUHSTL MEpPbI MO YCTPaHEHUIO.

YcnoBusa xpaHeHus

XpaHeHue (CTabunbHOCTb)

McnbitaHus Ha cTabuibHOCTb NPOAYKLUM NPOBOAATCA B COOTBETCTBUM C TpeboBaHuamu EN
23640:2002 (McnblTaHusA Ha CTabUNbHOCTL peareHToB A8 AMarHOCTUKK in Vitro), a Takke corfiacHo
PYKOBOACTBY VIHCTUTYyTa KNMHUYECKMX U NnabopaTopHbIX cTaHaapToB EP25-A (OueHka ctabuibHOCTU
peareHToB /19 4UArHOCTUKK in Vitro).

XpaHeHue (CTabu/ibHOCTb) Moc/e OTKPbITUA

Kanvnéparop ctabuneH o 5 yacos B aHanmnsatopax B R A H M-S KRYPTOR compact
PLUS/KRYPTOR GOLD npu koMHaTHOW Temneparype.

YcnoBus TpaHCNOPTUPOBaHKS

CnepfyeT NepeBo3uUTb B OPUrMHa/IbHON YNakoBKe NPOU3BOAMTENS, 3almLatolleil NpoayKLuuio ot
BHELLUHUX BO3JEWCTBUIA, Ha BCEX BMAAX TPAHCNOPTA B KPbITbIX TPAHCMOPTHBLIX CPeAcTBax B
COOTBETCTBMM C NpasBuiamu NepeBo3oK, AeCTBYOWMMY Ha TPAHCMopTe AaHHOro BMaa.
TecTvpoBaHue npv TENJIOBOW Harpyske noaTBepxgaeT cTabunbHOCTbL Npu Temnepatype oT 2 o 8°C
B TEYEHME BCErO CPOKa rofHOCTM U B TeueHne 15 aHeld npu Temnepartype ot 2 go 8°C B
aHanmzaTopax BR A HM S KRYPTOR compact PLUS/KRYPTOR GOLD.

XpaHeHue KasmbpaTopa B ynakoBke NpeanpuAaTUA-U3roToBUTENSA LO/MKHO OCYLLECTBAATLCA MpU
TemrepaType oT 2 o 8 °C B TeyeHue BCEro cpoka rogHoCT! B XO/I0AUMBbHBIX KaMepax win
X0NoAUbHMKaX, 0b6ecneynBaloLLMX pernameHTVPOBaHHbI TeMNepaTypHbIA PEXUM C eXefHEBHOW
perucTpaumeli TemnepaTypbl.

Mpu npoBefeHUN NOrPy304HO-Pa3rPy30UHbIX PaboT U TPAHCNOPTMPOBAaHUM cefyeT CTPoro
BbINOMHATE TPEBOBAHNA MaHWUMYNALMOHHBIX 3HAKOB, HAHECEHHbIX Ha ynakoBKe W TPaHCMOPTHOM
Tape.

Mpy HecobNAeHNN YCI0BUIA TPAHCNOPTUPOBAHUS U XPaHEHUSS MEAULMHCKOE U3fenne He NOANeXuT
NCMosb30BaHMIO!

CpoK rogHocTun
Makcumym 24 mecsaua

Ytnnnsaunsa

YTunmsaums nsgenus Ao/xHa NPou3BOAUTLCS B COOTBETCTBUM C TPEGOBAHWUAMM JIOKAIbHOTO,
PEeruoHasIbHOr0 U HaLMOHA/ILHOMO 3aKOHOAATE IbCTBA.
Bce 06pasubl 1 MaTepuasibl, UCNO/b3YHOLLMECS 1 06pasyloLMecs Npu BbINO/IHEHUU UCCNeA0BaHuiA, B

TOM 4uC/ie peareHTbl C UCTEKLLMM CPOKOM FOAHOCTH, cnefyeT yTUAM3NpoBaTb B COOTBETCTBUN C
CaHlNuH 2.1.7.2790-10 Kak NnoTeHLMaIbHO UHPULUPOBaHHbLIE MeauLMHCKMe oTxoapl (knacc B).

I'Ipo,quT I/I3,u,en|/|9| O0JKHbI YTUTN3NPOBATbLCA Kak na6opaTopr|e XnuMmunyeckumne
BRAHM SGmbH Ctp.5u3 8
B R A H M S PIGF plus KRYPTOR CAL WHCTpyKuma no rlpumeHenunto (Bepcus ROIru)
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0TX0A4bl B COOTBETCTBUM C JIOKa/IbHbIMW NOJSIOXKEHUAMN.
- nO)KaJ'IyVICTa, CBAXNTECHb C OTBETCTBEHHLIM OpPraHoOM.

- /\cnonb3oBaHHbIe NIacTUHBI PeareHToB U HAGopbl peareHToB
HEOBXOAMMO YTUI3MPOBATL Kak NOTEHLMAILHO MHEKLMOHHbIE
nabopaTopHble OTX0AbI.

3arpsiz3HeHHasi - YTnnnaupyiite coriacHo /TI0KaslbHbIM MOIOKEHNSIM

ynakoBKa
- PekomeHpaumn: Yaanute octatku. BepHute nmycTble KOHTEHEpPbI B
NOKaJIbHble NMYHKTbI NepepaboTKy OTXOAOB.

3arpsizHsoLme - Ypanute 3arpssHsiioLLmMe BeLecTsa npy NoMoLLM abcopompytoLleit
BellecTBa Gymaru.

- Bce maTepuasibl, KOTOpPblE UCNOJIL30BA/IUCL AN OUUCTKM, OODKHbI
YTUNN3npoBaTbCA Kak VIHCbEKLI,I/IOHHbIe na6opaTopr|e oTX0oAbl.

Mpn yTUNn3aumm 1 YHUUTOXEHUN peareHToB C UCTEKLLUMM CPOKOM FOAHOCTH, a Takke OTXOA0B,
MCNO/b30BaHHBIX peareHToB, He0HX0AVMO AeNCTBOBAaTb B COOTBETCTBUM C FMIMEHUYECKAMM
HopMaTvBamMu U1 crefoBatb oULMasIbHBIM UHCTPYKLUMAM MO YTUAN3aUUU Y YHUHTOXEHUIO
NOTEHLMA/IbHO MHAEKLMOHHOIO 1 XMMUYECKOro MaTteprana, NPpUHATbIM Ha TeppuTopun Poccuiickoi
depepaunu 1 B gaHHom JIIY. KnwouyeBbiMy BONpocamMu B CTpaTeruy ynpasiaeHns otxogamu
ABNAETCA ONTUMMU3ALMA TAKTUK U NOAXOA0B K KOHEYHbLIM MPoAyKTam, a Takke MUHUMU3auns
BO3MOXXHOIO 3arpsisHEHNs OKpy>XKatoLeli cpefpl. YunTbiBas xapaktep marepuasia oTxo40B
MCNO/b30BaHHBIX PeareHToB - COAEPXaLlMii YenoBeyecknii bruomatepran, Havbonee oNTUMasbHbIM
ABMIAETCA TepMMyeckasn yTunmsauma u yHuutoxeHve npu temneparype 1000°C. OTxogbl AO/MKHbI
XPaHUTbCA B repMeTUYHON Tape ¢ NOMeTKon «brnonornyeckn onacHo». COTPYAHWUKM JO/DKHbI NPOATH
npogpeccrMoHasbHY0 NOArOTOBKY Mo 6€30MacHOCTU U rurMeHe Tpyaa.

[nA peareHTOB C UCTEKLIMM CPOKOM FOAHOCTY Takke JOMYyCTUM MeTOZ TePMUYECKON yTuansaumm n

YHUUTOXeHUA npu TemnepaTtype 1000°C.

NHbopmauusa 06 yrnosiHOMOYeHHOM npegctaBuTesie NpovusBoauTens
AxupoHepHoe O6LwecTBo «Tepmo duiiep CaeHTudmk» (AO «Tepmo duiep CalieHTUrk»)

196240, r. CaHkT-lMNeTepbypr, yn. KybuHckas, 4.73, nutep A, kopnyc 1
Ten: (812) 703-42-15, dpakc: (812)703-42-16
e-mail: info.lcp.spb@thermofisher.com

[apaHTNKN

Mpon3BoauTens rapaHTMpyeT COOTBETCTBME XapaKTepUCTUK U3Aenvs 3asaB/IeHHbIM B
3KCM/lyaTauMoHHONM AOKYMEHTauMmM Mpu YCI0BUU NPUMEHEHNSA B COOTBETCTBUWN C UHCTPYKLMER 1 Mo
Ha3HayeHuo, NpPefyCMOTPEHHOMY NPOU3BOAUTENEM.

Mo Bcem BoMpocam, A58 NOSIyYEHUs TEXHUYECKON KOHCYNbTauun 1 Nogaepxki crnegyeT obpalarbes
K YNO/ITHOMOYEHHOMY NpeAcTaBuUTesIio NPOn3BOAUTENA Ha TeppuTopun Pd;

AkumoHepHoe ObLiecTBo «Tepmo ®uwep CalieHTuduk» (AO «Tepmo duwep CaeHTUDUK),
Poccus.

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

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

e-mail: info.lcp.spb@thermofisher.com

BRAHM SGmbH C1p.6un3 8
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Cnucok NpMMeHUMbIX CTaHLapToB

1 EN ISO 15223-1:2016

MegauumnHckne nsgenus. CUMBOSIbI, KOTOPbIE JO/MKHbI UCMO/b30BATLCA C MeAVNLMHCKUMU U3LENUAMM,
3TUKETKN 1 MHOpMaUMA 0 MeauunHCKoM obopyposaHun. Yacte 1. O6uwme TpebosaHusa. (ISO 15223-
1:2016)

2. EN ISO 13485:2016

M3penus meguumHckue. CucTeMbl MeHeDKMEHTA KauecTBa. TpeGoBaHus Ans Leneli HOpMaTMBHOTO
perynvpoBaHusi.

3. EN 13612:2002
NabopaTopHas oLeHKa TEXHUYECKUX XapaKTePUCTUK MeAMLMHCKUX YCTPOACTB.
EN 13612:2002/AC:2002

4. EN 13641:2002

YcTpaHeHve uin CHWXKEHNEe pucka 3apaxkeHus, CBA3aHHOro ¢ na6opaTopr|M|/| AnarHoCTnyecknmMmm
peareHTamun.

5. EN ISO 14971:2012
W3pgenna megmuvHckue. MNMprMeHeHne MeHeMKMeHTa pycka K MeauuMHCKUM 13genvsam
(ISO 14971:2007, Corrected version 2007-10-01)

6. EN ISO 17511:2003

YcTpoiicTBa MeanUMHCKMEe gnarHocTuyeckme in vitro. KonmyecTBeHHble n3mepeHus Ha 61Moormyeckmnx
obpasuax. MeTponoruyeckas nNpoCc/eXnBaemMoCTb 3HAYEHWIA, NpUCBaMBaeMbIX Kambparopam 1
MaTepuanam ans koHtpons. (ISO 17511:2003)

7. EN ISO 18113-1:2011

MeaunumHckre n3genus Ans AMarHocTukm in vitro. Hdopmaums, npegocTtasnsemMas n3rotoBuTenem
(mapkupoBka). Yactb 1. O6wpme TpeboBaHus n onpegenenus. (ISO 18113-2:2009)

8. EN ISO 18113-2:2011

MeanumvHckme u3penus Ans AUarHocTuKKM in vitro. MHcpopmaumsi, npefocTaBisiemast U3roToBUTENIEM
(MapkupoBka). YacTb 2. PeareHTbl A1 AUArHOCTUKY in Vitro Ans NpoeccroHaibHOMO NPUMEHEHMUSI.

(ISO 18113-2:2009)

9. EN ISO 23640:2015
OueHka cTabWbHOCTM peareHToB A4/1 AUarHoCTUKK in vitro.
(ISO 23640:2011)

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

MeguumHckme ycTpoiicTBa. YacTb 1 MNMprMeHeHne TEXHUKU YA06CTBa MCMOb30BaHWSA K MeAULUHCKAM
ycTpoiictBam (1EC 62366-1:2015 « COR1:2016);

BHAHM SGmbH Ctp. 7un3 8
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CunmBO/bI

CuUMBObI, NPUMBUNEMBIB B MHCTPYKL MM NO KKNOMbAOLW3MUIO U Npu mapkuposke nsgenun 6PAMC KPUMNTOP/BPAMC KPUMNTOP
KOMnaicT/BPAMC KPUMTOP komnakt MK C/KPUNTOP ron B RAHM S KRYPTOR compact PLUS/KRYPTOR GOLD).
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b R-AH M-S GmbH
ermoscientific
16761 Hennis$dorf
GERMANY

Svitoad
B R A H M S phon*: *A9 3302 663-0
fax: *49 3302 883-100
«smail: Info.bfehin»*ih*rmbfijh«r.com
P I G F P L U S Customer Strvic»
KRYPTORCAI
tax: «4 -
: oﬂ%mmmm

phon«: «49 3302 683-600, -700, -600
fax: «49 3302 683-666

e-mail: ord«r.bridim»"ihermof>9h«r.eom
Intamtt
WWWih«rmo6ci«nt(Ac.cpm”rahm»
www.thirmoaciantific.cpmiprocafcitonin
WWWUi«nno8dant}lic.cpm/kryptor
WWWihermowj*nt!fle.cpm/cop«ptjr»

C€ ‘iss
BRAHMS PIGF plus KRYPTOR Calibrator °

m_
| B RA H M S is aregistered trademark of B R A-H M-S GmbH.
fdp&%»: L&« Lumi4®-Tb is a registered trademark of Lumiphore, Inc., licensed for use by
BRAHMS.
TRACE™ 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
E Date
20.02.2020 Initial version
lext

Intended Use

BRAH M S PIGF plus KRYPTOR Calibrator to readjust the standard curve during the

[ automated immunofluorescent assay for the quantitative determination of the concentration of
human placental grow/th factor (PIGF) in human serum and EDTA plasma on the analyses of
BRAHMS KRYPTOR series.

Contraindications

none
VANOVEM
QMiOVH
M Side effects
none
1RO Instruments

BRAHM S PIGF plus KRYPTOR may be used on:

OBRAHMSKRYPTOR
OBRAHMSKRYPTOR compact

0 BRAHMSKRYPTOR compact PLUS
0 BRAHMSKRYPTOR GOLD
Availability of instrument depends on registration in the country.

Th8m8

BRAHMS GmbH Page 10f8
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B RA HM S PIGF plus KRYPTOR Calibrator CAL
Is used together with B-R-A'H M-S PIGF plus KRYPTOR kit (859.075)

REF 85991 S see label for expiry
2°C il date

Name Quantity Quality Description

B RA-H M S PIGF plus VIALS 6 LYOPH Defibrinated normal human

KRYPTOR CAL

Bar code card 1 ready for use

Other Requisites (Not supplied with the kit)

Name

B R A H-M S PIGF plus KRYPTOR

B'R-A-H-M-S KRYPTOR compact PLUS Consumables
BRAHMSKRYPTOR BUFFER
BRAHMSKRYPTOR compact SOLUTION 1

BRA HMS KRYPTOR compact SOLUTION 2
BRAHMSKRYPTOR compact SOLUTION 3
BRAHMSKRYPTOR compact SOLUTION 4
BRAHMS KRYPTOR compact DILCUP

B'/R A HMS KRYPTOR compact REACT

BRAHMSKRYPTOR GOLD Consumables
Name

B R-A HM'S KRYPTOR BUFFER

B R A-H M-S KRYPTOR compact SOLUTION 1
B R-A-H M S KRYPTOR compact SOLUTION 2
B RA-H M S KRYPTOR compact SOLUTION 3
B R-A H-M-S KRYPTOR compact SOLUTION 4
B RA-H M S KRYPTOR compact DILCUP

BRAHMSGmbH

B'R'A'H M S PIGF plus KRYPTOR CAL Instruction for Use (Version ROIlru)
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plasma heat treated,
recombinant human PIGF,
kathon

see the B'/R'A-H M-S
KRYPTOR compact
PLUS/KRYPTOR GOLD
User Manual. The bar code
card contains information
related to the calibrator lot
including its concentration.

REF
859.075

89970
89981
89982
89983
89984
89985
89986

REF
89970
89991
89992
89993
89994
89995

Page 2 of 8



BRA HMS KRYPTOR compact REACT 89996

Precautions i

Follow the Information given in the user manual ofthe BR A HM S KRYPTOR
compact PLUS/KRYPTOR GOLD and in this document.

- Check the expiration dates specified on the label.

- 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

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.

- 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.

BRAHM S GmbH
B RA H M S PIGF plus KRYPTOR CAL Instruction for Use (Version ROIru)
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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 B R-A H M-S KRYPTOR compact PLUS/KRYPTOR GOLD in
order to readjust the standard curve.

Calibration is automatically managed by instrument.
An aliquot of 70pL of calibrator is pipetted automatically by the instrument.
Use the calibrator/calibrators only once.

Do not leave the calibrator/calibrators at room temperature or on the carousel for more than 5
hours.

The calibrator bar code card must be read in for each new lot of calibrator.

For further information see the BR A 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.

Storage conditions

Storage (stability)

Product stability tests are carried out in accordance with the requirements of EN 23640: 2002 (Tests
of the stability of reagents for in vitro diagnostics), as well as according to Guidelines of the Institute
of Clinical and Laboratory Standards EP25-A (Evaluation of the stability of reagents for in vitro
diagnostics).

Storage fstabilitvl after opening
The calibrator is stable for up to 5 hours on board BR A H I oS KRYPTOR compact
PLUS/KRYPTOR GOLD analyzer at room temperature.

Transportation conditions

B'R A H M'S GmbH Page 4 of 8
B'R'A'H'M S PIGF plus KRYPTOR CAL Instruction for Use (Version ROIru)
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Hit

The product should be transported in the original manufacturer’s packaging, protecting products from
external influences, by aii kinds of transport in covered vehicles in accordance with the transportation
rules applicable to any specific type of transport.

Heat impact test confirms stability at a temperature of 2 to 8°C for the entire shelf life and for 5 hours
at a room temperature from 18 to 25"C on board B-R A H M S KRYPTOR compact PLUS/KRYPTOR
GOLD analyzer.

The calibrator in the packaging of the manufacturer should be stored at a temperature of 2 to 8°C for
the entire shelf life in cold chambers or refrigerators, providing a regulated temperature regime with
daily temperature recording).

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!

Shelf life

Maximum 24 months

Disposal

The medical device must be disposed according to local, regional and national laws. All samples and
materials used and generated during research, including expired reagents, should, be disposed
according to SanPiN 2.1.7.2790-10 as potential infected medical waste (Class B).

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 dispose of as potential infectious
laboratory waste.

Contaminated - Dispose of according to local regulations

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

Pollutes - Remove pollutes with absorbing paper.

- All materials used for cleaning up, must be disposed of as infectious
laboratory waste.

When disposing and destroying medical devices that have expired, as well as reagent waste, it is
necessary to act in accordance with hygienic standards and follow official instructions for the disposal
and destruction of potentially infectious and chemical material adopted in the Russian Federation and in
the given health facility.

The key issues in waste management strategies are optimization of tactics and approaches to final

B'R-A'H-M'S GmbH
B R A-H'M S PIGF plus KRYPTOR CAL Instruction for Use (Version ROIlru)
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products, as well as minimization of possible environmental pollution. Given the nature of the waste
reagents that contain human biomaterial, thermal disposal and destruction is the most optimal at a
temperature of 1000 C. The waste should be stored In an airtight container marked "Biological Hazard."

Employees should undergo professional training in occupational safety and hygiene.
Thermal disposal and destruction at 1,000 C is also allowed for expired medical device.

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 "Guidelines for disinfection, pre-sterilization cleaning and
sterilization of medical products”.

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.

Manufacturer's authorized representative
Thermo Fischer 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
Email; info.lcp.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
73, Kubinskaya St., Letter A, Bldg 1, St. Petersburg 196240
Tel.; (812) 703-42-15, facsimile; (812)703-42-16,

Email; info.lcp.spb@thermofisher.com

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

BRAHMSGmbH Page 6 of 8
B RA H M S PIGF plus KRYPTOR CAL Instruction for Use (Version ROIlru)
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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
(ISO 17511:2003)

7, EN ISO 18113-1:2011

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

(1ISO 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 623661 :2015 +
COR1:2016):

b'R-A-H M S GmbH Page 7 of 8
B RA H M S PIGF plus KRYPTOR CAL Instruction for Use (Version ROIru)
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m Symbols

Symbols us»d in Instniction for Us* »nd Product L*b*JlinB of B R-A H M-S KRYPTOR contract PLUS/KRYPTOR 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 | certify 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 | 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

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
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Notarkostenberechhung gem. § 19 i.V.m. Anlage 1 (Kostenverzeichnis) GNotKG

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

KV 25200 * Erteilung einer Bescheinigung nach § 21 Abs. 1 BNotO
( 1 Registerb!. )

KV 26001 Fremde Sprache § 36 GeblUhrensumme aus 2. 35,00 €

21,40 €
15,00 €

10,92 €

Zwischensumme netto
KV 32014 Umsatzsieuer 18 %
Gesamtbetrag

Anmerkung' Diese Kostenberechnung st ausschlielich Gastandieil der Urkunde und begriindet keinen wirksamen Koslanausgleichsanspruch!

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

47,32 €
8990€

T 86,31€




1lepepon ¢ AHEAHICKOTO HEMEUKOTO A3BIKA HA PYCCKNI A3BIK

Hoonuco
flo nosepennocTy Hp. bepuxapa Cuosmep
Aupexrop Otaena HOpMATHBHO-1IPABOBOI'O

ofecneyerna 1 KOHTPOJIA KauecTBa

Hoonucy

llo aosepennoctn Jp. Hopr Hayab

Crapumit anpekrop Otaena MeXayHapoaHoro
MapKeTHHTA I MEOKTYHAPOAHBIX MEAHIIHHCKHX BOTPOCOB

Hoiten wopdurpacce 25, 16761 Xennurciopd., Mepmanus
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Mepen noanMcaHneM HOTApHYC 3azian BONPOC O TOM, Gbin NI OH CBA3AH paHee WM CBA3AH B
HacToANlee BPEMA ¢ BONPOCAMH. ABIAIOIUAMUCA MPEAMETOM HAHHOrO AOKYMEHTA, KPOMC KaK B
KQUECTBC HOTapuycil. Bbisi noayueH oTpuiaTe;1bHbIi OTBET.

Hactosizuy 2 ¥10CTOBEPSI0 DOLIMHNOCTDL HoAnuce 000HX NPEACTABUTEICH PYKOBOJACTBA
koziannn «bBPAMC I'MOXn. caenaniibix B MOSM IIPHCYTCTBUM.

1. Ap. bepuxapa Cnommep

Jara pox:ieHuna: 28 aupaps 1955 r.
Mecto upoxunsanns: 13593, Bepnun
doakyurepurp.. 21

2. Jlp. Hopr-Mapkye May.as

Jata poxienus: 02 asrycra 1967 r.
Mecto npoxusanus: D-13503, Bepnun
Pehisepceaibaep Lraiir 22.

1O0psmveckanii aapee odonx: 16761 Xeunnreopd. Holerzopgiurpacee 25.
JIMaHoCcTE 3anBHTEICH YCTAHOBICHDL.

Takke s yaoctoBepsiw cornacHo § 21 denepanbHOro NOJNOKEHHWS O HOTApPHUATE, uYTO Ha
OCHOBaHHH 3aBepeHHON Bbimucky n3 Peectpa komnauuil Oxpyxsoro cyaa Holtpynnuua ot 09
mapra 2020 r. komuanns «BPAMC I'm6X». somep B TOproBom peccrpe. 4acthb b, - 8872, mecto
HaXOXKICHNA: XeHnHrcopd. SBAACTCA 3aperHCTPRPOBAHHOM xoMmmanuel. a Takke uto Jlp.
Bepuxapa Cnomsmep u Jlp. Mopr-Mapkye [Tayie 3aperucTpupoBanbl Kak MNpPCICTABHTEIN
PYKOBOICTBS. 1 002 YNOJIHOMOUYSHB] NPEACTABAATH KOMIAHHIO.

bep:nn, norapnanbHas konTopa JlyTa bakcmaiiepa
bepauuep LliTpacce 32, D-13467 bepann

10 mapra 2020 r, Axr Ne 237/2020
Toonucs
bakemaiiep
Hotapuyc bepnunna

denepatusHan Pecnybnuxka I'epmanus

Heuarn: Hotapnye bep:inua
Jlyvr bakesmaiiep
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Pacuet pacxonoB HOTAPHYC 3 B ceasn ¢ [Mpunoxennem 1 (Be1oMocth

pacxozoB) 3axoHa o cyggﬁm_,g H3ZePXKax 1 HOTApHANbHLIX pacxonax

BexoMocts pacxoaos 251007 - VaocTosepenne noaIHIHOCTH NOZIHCH
B BH/IE pocycpka Hill nHULKRaNoB, § 121, 36 4. 2, cTouMOCTb ApeAMeTa

HoTapuansHoro jeficteua: 20000,00 espo 21.40 enpo
BeaoMmocts pacxogos 252007 - Buinaua YAOCTOREpeHKs cornacHo § 21

v, 1 lMonoxenns o Hotapuare (1 auct peectpa) 15.00 espo
Benomoct, pacxonoer 26001 - HuHocTpanubii asbik. § 36. cymwma

ntouw us’: 36,40 eppo o 1092 enpo
lTpomenxcy TOHHAR CYMMa 32 BbIUETOM BCEX H3IACPIKCK 47.32 enpo
Benomocts pacxouos 32014 - Hasor Ha aobasaewmiyro crouMmocts 19°0 8.99 enpo
Hrorosas cyvma §6,31 erpo

Hoonues
Horapuy e

Ilprmeuanne: JadHpifi pacueT pacxoioB ABISCTCA JNILL COCTABHON HACTRIO JOKVMEHIU H 1L
ABJACTCR OCHOBAHWUEM O KOMNEHCAILNH pacxonos!

Hepeppivur Hopoduna 1O i Licrcecana

-— - .. L - ——

Poccnfickas ®eaepanus

M'opoa Mockea.

Aeanuath 4ETBEPTOro ANpens Ade THICHYH ABAXUATONO TORA,

1, Kownauxos Anexceit AHAPEEBHY, BPEMEHHO HCTIONNAKMUKTT OGHSAHNOCTH HOTAPIN Ca ropu1a Mockun
3y6oackoit BanenTuab Anekceestibt, CBRACTC.IHC TBYIY ROAAMMNOCTL ROMBICH nepesoatnka Lopoawnot 10,
Anexceeniin.

110ANKHCH CAENAHA B MOEM HPICY ICTBHIL

JIHHHOCTH NOANUCABILLTO JOXVMUHT § CTAHORACHA.

3aperucTtpupoBano B peectpe: Ne 77/732-n/77-2020-5.728

B1wICKaHO roCcyAapcTBCHHONA NOWAKKB (MO TapHdy): 100 py6. 00 kon.
YnnaueHo 3a okazaHKe ycnyr Nnpagosoro
¥ TCXHUYECKOrD XapaKkTepa: 300 pyG. 00 kon.

AA KNostayron
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Poccuiickas degepauyums
"opog MockBa
[BajLaTb YeTBEPTOro anpesns ABe ThbiCAYM ABaALATOrO roga.

f, KosnaukoB Anekceii AHApeeBWY, BPEMEHHO WCMOMHAKOWMIA 0693aHHOCTM HOTapuyca ropoja
MockBbl 3y60BCKO BaneHTUHblI ANEKCeeBHbl, CBUAETENIbCTBYIO BEPHOCTb KOMWM C NPEeACTaBNeHHOr0 MHe
[JOKYyMeHTa.

3apeructpupoBaHo B peectpe: Ne 77/732-H/77-2020-5-744

B3biCKaHO rocyAapCTBEHHON nowwnHbl (Mo Tapudy): 230 py6. 00 Kon.

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



