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HanmeHoBaHMe MeMLUMHCKOro 1U3fenmsa

«KOHTposibHas  cbiBOpoTKa  «[atonorms» (TruLab P) gna  KoHTpons
NPaBWILHOCTM U BOCMPOM3BOAMMOCTHU pesynbTatoB  GUOXMMUYECKNX
nccnepoBaHniA in vitrox», (ganee — KoHTponbHas cbiBopoTka «llatonoruns» (TruLab
P), KOHTPO/b, KOHTPO/bHBIA MaTepuan, KOHTPO/IbHAsA CbIBOPOTKA), NMPOU3BOACTBA
«DiaSys Diagnostic Systems GmbH», "'epmaHus.

KoHTposnbHasa cbiBopoTKa «[atoniorus» (TruLab P) BbinyCKaeTcs B Creayowmx
BapuaHTax UCMOHEHWA: - A

KoHTponbHas  cbiBopoTKa  «[latonorms»  (TruLab P) pnda  KoHTpons
NpaBUIbHOCTM U BOCMPOWM3BOANMOCTU pe3ynbTaTtoB  BGUOXUMUNYECKMX
nccnefoBaHui in vitro», B COCTaBe:

1)  KOHTponbHasa CbiBOPOTKa: 6 (1. Mo 5 mr;

2) WHCTpyKLMA NO NpUMEHeHUo: 1 wWT.;

3)  TMacnopT 3HayeHuiA: 1 .

HasHayeHne MeAULMHCKOro u3fenus

KoHTponbHass  cbiBopoTKa «[latonorua» (TruLab P) pgna  KoHTpons
MpaBUIbHOCTM U BOCMPOM3BOAMMOCTU  Pe3ynbTaToB  BUOXMMUYECKMX
nccnepoBaHMA in vitro npegHasHadeHa AN NPOBEAEHUS BHYTPUIAbopaTopHOro
KOHTPONA KayecTBa MpW OnpefeneHMn OMOXUMMYECKUX MapamMeTpoB in Vitro B
CbIBOPOTKE ¥ nnasme Kposu (AnaHnHamuHoTpaHcgepasa (AJIT), AnbbymuH, a-
AmMnnasa, AnonunonpoTenH Al, AnonmnonpoTenH B,
AcnapTtatamuHoTpaHcepasa (ACT), benok obwyi. BunnpybuH  obLimii.
Bunmpy6ouH NPAMON, Mamma-I'T, B-I"'vapokcnbyTtupar, a-regr,
['nyTamatgermaporeHasa, [ ntoKo3a, JKeneso, IMMyHOr o6y nunH A,
MmyHornobynuH E, WMimmyHornobynuH G, WmmyHornobynuH M, Kanui,
Kanbumii, KpeatuHuH, KpeaTuHKnHa3a, KpeaTtuHknHaza Mb, Jlakrar,
NaktatgervaporeHasa (J14I0), Jinnasa, MarHuin, MouyeBas Kucnota. MoueBKHa,
Hatpuin, O6wipe »enyHble K1CNoTbl, MaHKpeaTuyeckas ammnasa, TpaHCHePPUH,
Tpurnmuepuael, Pocarasa wenoyHas. dochonunugbl, Pocgop, Xnopugpl,
XonectepuH, XonectepuH JIMBI1, XonectepuH JIMHI, XonuHacTepasa) Ha
aBTOMAaTMYECKMX, MOyaBTOMATUYECKNX BUOXMMUYECKMX aHa/IM3aTopax M PyUHbIX
(hoTOMeTpax B K/IMHWUKO-AWArHOCTUYECKUX N OUOXMMMUYECKMX nabopaTopuax u
Hay4YHO-MCCNe0BaTe/IbCKON MPaKTUKe.

KoHTponbHasa cbiBopoTka «[latonorma» (TruLab P) ¢ arrectoBaHHbIMU
3HaYeHNAMM onpegensemMblX aHaIMTOB NPUMEHSETCA AN KOHTPONS NpaBuibHOCTU
N BOCMPOU3BOAMMOCTM Pe3ynbTaToB UCCNeA0BaHWA MPU BbINONHEHUW aHa/IM30B Ha
aBTOMATMYECKMX, MOyaBTOMATUYECKUX OUOXMMUYECKMX aHAIN3aTOPaX Y PyUHbIX
(hoTomeTpax.

Pe3ynbTaTbl aHanM3a KOHTPONbHbIX MaTepuasioB  WCMOMb3ytOTCA A
YCTaHOB/IEHUS NPUEM/IEMOCTY Pe3y/bTaTOB 1CCNEA0BaHMS NPO6 MalMeHTOB, Nocne
Yero 9TV pe3ynbTaTbl MOFYT ObiTb WCMOMb30BaHbl /1 ANArHOCTUMKU U
MPOrHO3MPOBaHUA 3ab0NeBaHNs WM MNaHWPOBaHMA NledeHnsi. Bompoc o
HafleXKHOCTW  Pe3ynbTaToB N8  6OMbLUMHCTBA TECTOB MOXET ObiThb  PeLLEH
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NOCPeACTBOM  PErynsipHOro  MCMoMb30BaHWS  KOHTPO/bHbIX — MaTepuanoB U
COOTBETCTBYIOLLMX CTATUCTUYECKMX METO/IOB.

N3penve LOMKHO MCNOMb30BaTLCA TOMbKO KBa/MPULMPOBAHHBLIM NMEPCOHAIOM
(cneunanbHO 0OYyYeHHble CMEeuuannucTbl: Bpay  KAMHUYECKOW 1abopaTopHOM
AMarHoCTUKKN, MeAULUHCKNIA NabopaTopHbIN TeXHUK (enbaLuep-nabopaHT), Bpay-
KIIMHULMCT, HaY4HbIA PabOTHUK).

O6nacTtb NpPUMeHeHNs
KnnHuyeckasa nabopatopHas AnarHocTuka in vitro, Hay4Ho-uccnefoBaTe/lbCckas
NpaKTuKa.

PYHKLUNOHa/IbHOE Ha3HayeHne

KoHTponbHad  cbiBopoTka  «[latonorua»  (TruLab  P)  aengercd
BCroOMOrarte/ibHbIM CPeACTBOM N8 ANArHOCTUKM Pas/inyHbIX NaTonorin U OLeHKM
PVCKOB Pa3BuUTKSA 3a00/1eBaHNIA B OpraHn3mMe YesoBeka.

OObLLiee onuvcaHve 1 cocTaB MeAULNHCKOTO U3Lenns

KoHTponbHas cbiBopoTka «[llatonorma» (TruLab P) - nuocmnmsnposLu
YHUBEpPCA/IbHAsA CbIBOPOTKA YesioBeka. YPOBHWM aHaUTOB (KOHUEHTpauuu u
aKTUBHOCTW) HaxopaaTcs B 061aCTN BbICOKUX 3HaYeHW. KOHTPO/IbHAsA CbIBOPOTKA
«[MMaronormsa» (TruLab P) cogepXuT aHanuTbl, NpPUBELEHHbIE B TabnuLe HUXeE.
3HayeHMs aHaUTOB (KOHUEHTpauMum W akKTMBHOCTM) MOTYT W3MEHATbCA B
3aBUCMMOCTY OT /10Ta. AKTyaJlbHble aTTeCTOBaHHbIe 3HAYEHWS /19 TOr0 UM UHOTO
aHa/IMTa yKasaHbl B MacropTe 3HaYeHWin Ans KOHKPETHOrO /10Ta, a A/ peareHToB
nponssogctea AO «ANAKOH-AC», Poccus, n DiaSys Diagnostic Systems GmbH,
"epmaHus, Takke NpUBELEHbI B NPUIOXEHUN K MAcnopTy.

AHannThbI
/(AXIJEEII#I;IHaMVIHOTpaHCQI)ep%a KpeaTuHKVHaza
AbOYMUH KpeaTuHkmHasza Mb
a-AMnnasa Jlaktat
AnonunonpotenH Al NakTaTtgerngporeHasa (J140)
AnonunonpoTenH B Jlnnasa
,?/:g?[;TaTaMMHOTpchcbepasa MarHuit
Benok o6 MoueBasi Kucnora
BunmpyouH obLwmii MoueBnHa
BunnpybuH npsmoi Hatpwii
lamma-I'T OO0LLme XenyHble KACMOTbI
3-I'nppokcnbyTmpar [MaHKpeaTMyeckas aMmmiasa
a-regr TpaHcheppuH
["nyTamaTgerngporeHasa Tpurnuuepuapl
["noKo3a docarasa wenoyHas
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Xeneso
IMMyHOrobynmH A
IMmyHornobynmH E
MmyHornobynnH G
AIMMyHOr1o6ynnH M
Kanuit

Kanbuuii

docgonmnuasbl
docop

Xnopuapl
XonectepuH
XonectepuH JIMBI
XonectepuH JIMNHI
X0NnHacTepasa

KpeaTnHuH

OnucaHve UeNeBOoro aHaMtTa W COCTOSAHWUA, MPU KOTOPbIX MPOBOAUTCH
onpegeneHve
OnucaHve LeneBbIX aHaIMTOB M KIMHUYECKOM 3HAYMMOCTU KX OnpefeneHus
NpMBeLEHbI B MHCTPYKLUW MO MPUMEHEHNIO COOTBETCTBYHOLLEr0 Habopa peareHToB
N9 OnpefeneHns Toro WAM MHOro aHanuta: AnaHMHamuHoTpaHcgepasa (AJIT),
AnbbymnH, a-Amunasa, AnonunonpotenH Al, AnonuinonpotenH B,
AcnaptatamuHoTpaHcepasa (ACT), benok o6wuid. bunmpybuH obwmia,
Bunnpy6ouH NPAMON, Mamma-I'T, 6-I"MapokcnoyTnpar, a-rear,
[ nyTamartzernaporeHasa, ['noKo3a, JKeneso, MmMmyHOrno6ynmH A,
mmyHornooynui E, MmmyHornobynuH G, KWmmyHornobynuH M,  Kanui,
Kanbuuin, KpeaTuHuH, KpeaTuHKnHasa, KpeatuHkmHasa MBbB, JlakTar,
NakTatgerngporeHasa (J140), Jlnnasa, MarHumin, MoueBas Kucnota, MoueBuHa,
HaTpuin, O6Lime XenuHble KMCNOTbl. MaHKpeaTnyecKas amunasza, TpaHcgeppuH,
Tpurnuuepuabl, Pocartasza wenodHad, dPochonunugel, docgop, Xnopuapl,
XonectepuH, XonectepuH JIMNBI, XonectepuH JIMNHI, XonnHacTepasa.

lNokasaHnAa 1 npoTuBonokasallliy

KoHTponbHas cbiBopoTka «[lMatonorusa» (TruLab P) ucnonb3yetcsd B KayecTse
BCMOMOraTe/lbHOro MHCTPYMEHTa ANA [AMArHOCTUKM Pa3/IMyHbIX MNaTonorni wu
OLUEHKN PpWUCKOB pa3BUTUA  3abofeBaHMin B OpraHuW3Me  YesioBeKa Ha
(DOTOMETPUYECKMX,  MOTEHUMOMETPUYECKNX, aMMepPOMETPUYECKMX  CUCTeMax
(monyaBTOMaTUYeCKME N aBTOMATUYECKME OMOXMMMUYECKUe aHasiM3aTopbl, B TOM
4yucre C WOHOCENEKTMBHLIMK 3MIEKTPOA4AMWN, a TaKXkKe pPydyHble (OTOMETPbl W
amrnepoMeTpUYecKne aHanM3aTopbl FKOKO3bl M nakTara). B AmMarHOCTUYecKmx
Lensx pesynbTaTbl BCerga A0/MKHbI ObITb accoUMMPOBaHbl C UCTOpUE 60ne3HU
naumeHTa, aHamMHEe30M, pesy/fibTaTaMu NabopaTopHbIX UCCNefoBaHWUIn U ApYTrUMK
NMELWNMUCA AaHHBbIMW. Pe3ynbTaT TECTUPOBaHMA He ABMAETCA AMarHo3oM W
[LO/HKEH NHTEPNPETUPOBATLCA TO/ILKO BPavoM.

[MpoTMBONOKa3aHMA K MCMNOJIb30BaHUIO MEANLIMHCKOrO N3AeNnsa OTCYTCTBYHOT.

Tvin aHanIM3npyemoro obpasua

He npumeHumo. MeaMunHCKoe wu3denne BbICTYMaeT B KavecTBe 06pasua,
MCMO/b3YeMOro N8 KOHTPOS MPaBuIbHOCTA M BOCMPON3BOANUMOCTU Pe3y/bTaToB
BMOXMMUNYECKNX MCCel0BaHWIA.
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O6opyaoBaHne WM Mmatepuasibl, HeobXoAMMble AN UCMNOMb30BaHUS B
KOMOUHaLUMN ¢ MeANLMHCKUM U3Lenem
[ns paboTbl C KOHTPO/bHOW CbIBOPOTKOW «[IMatonorus» (TruLab P) Heobxoanmbl
crefyroLve n3aenns, He BXoAsALMe B cocTaB Habopa:

- MNonyaBTOMaTMyecKe 1 aBTOMaTUYeCKME OMOXMMWYECKNE aHaM3aTopbl, B
TOM 4MC/ie C MOHOCENEKTUBHLIMU 3/IEKTPO4aMK, a Takxe py4yHble POTOMETPbI U
aMnepoMeTpPUYECKME aHaAIMU3aTOPbl T/IHOKO3bl U naKTaTa (8 3aBucumocT OT
OrnpesensemMoro aHanTa);

- AnctunnnposaHHasa N eNOHU3NPOBAHHAsA BOg;

- ABTOMaTNYeCKE MUKPOMUMNETKY;

- NepBUYHbIE U BTOPUYHBIE MPOBUPKIM, MUKPOMPOOUPKY;

Habopbl  peareHToB  Ons  OMpefenieHWs  CRefylowmx  aHaIuTOoB:
AnaHnHamnHoTpaHcdepasa (AJTT), AnbbymunH, a-AMnnasa, AnonunonpotenH Al,
AnonunonpotenH B, AcnaptaTamuHoTpaHcepasa (ACT), Benok o6uwui.
BunnpybuH obwimin. bunmpyouH npsmoin, Mamma-I'T, B-I'mapokcubyTtupat, a-
BAI, [nytamatgerngporeHasa, [nwokosa, >Kene3o, VIMMyHornobynvH A,
MmyHornobynui  E, MimmyHornobynuH G, WmmyHornobynuH M, Kanui,
Kanbuuin, KpeaTuHWH, KpeaTuHkMHa3a, KpeaTuHkuMHasa MBb, JlakTar,
NaktarperngporeHasa (J14I), Jinnaza, MarHuin, MoueBas Kucnota. MoueBuHa,
Hatpuin, O6wpme >XenyHble KMCNOTbI. MNMaHKpeaTnyeckas amunasza, TpaHCcgeppuH,
Tpurnuuepuasl, Pocarasa LwenoyHas. docponunugbl, Pocop, Xnopuabl,
XonectepuH, Xonectepud JIMBI1, XonectepuH JIMHI,  XonuHacTepasa
npounssoactea AO «AVMAKOH-ACx», Poccus, n DiaSys Diagnostic Systems GmbH,
["epmaHua, nnn gpyroro npounssoanTten.

BHMMaHWe: He UCMo/b3yiTe KOHTPO/bHYHO CbIBOPOTKY «[atonorusy» (TruLab
P) ¢ Habopamun peareHTOB M Kambpartopamy B C/lyyae HECOOTBETCTBUSA MeTOoAa
onpegeneHns. MeToabl OMpefeneHvs LA KaXK4Oro OnpeenseMoro aHaamta
yKa3zaHbl B MacropTe 3Ha4eHUn K KOHTPO/IbHOM CbIBOPOTKe «[latonorusa» (TruLab
P) 1 MHCTPYKUMM MO MPUMEHEHUIO TOrO UM MHOTO Habopa peareHTOoB.

Kakne-nnbo orpaHmyeHMss Mo COBMECTHOMY WCMO/b30BaHWUIO KOHTPOJIbHOM
CbIBOPOTKN  «[Matonormsa» (TruLab P) ¢ ocTa/bHbIMW  yKa3aHHbIMW  BblilLe
U30eNNAMUN He BbISIB/IEHbI.

[NpoBefeHMe aHann3a

KpaTHOCTb MCMNONb30BAHNA MEAVNLMHCKOTO U3fenus
N3nenne npeaHasHauYeHo /18 OHOKPATHOrO UCMO/Mb30BaHUS.

[MoagroToBKa m3fenms K UCMo/b30BaHUIo

KoHTponbHast cbiBopoTka «[latonorus» (TruLab P) npeactaBnseT coboit
NMOGUIIBHO  BbICYLLEHHbIA  MaTepuas, KOTOPbIA HaxoAMTCA B BaKyyMHOM
repMETUYHOIN YNakoBKe, MO3TOMY ()1akoH crieflyeT OTKPbIBaTb OYEHb OCTOPOXKHO,
4yTOObl M30eXaTb MOTEPU BbICYLLEHHOro MaTtepuana. [N BOCCTaHOB/EHWS
KOHTPO/bHOMN CbIBOPOTKKN «[Matonorus» (TruLab P) no6aBuTb BO (h1akOH TOYHO 5
M AUCTUANIMPOBAHHON WU [EeVOHU3NPOBaHHOW BOAbl. OCTOPOXKHO 3aKPbITh ©
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OCTaBUTb (1akoH Ha cTofie Ha 30 MMHYT NpU KOMHATHOW Temnepatype,
FOMOreHV3MPOoBaTb KOHTPONb, MEPUOANYECKN aKKYpaTHO MepemellnBas ero
BpaLLlaTeNbHbIMM ABVXEHMAMW. 36eraiiTe neHoobpa3oBaHusa! He BcTpsixmBaliTe!

BaxHo: Cobntoganite YMCTOTY NpU NOATOTOBKE KOHTPO/ILHOTO MaTepuana -
MCNONb3YiNTe NepyaTKn, Macky, LLAanoYvKy, HOBble HAKOHEUHWKM 419 UCMOMb3YeMbIX
MWUKPOMUMETOK, YUCTYHD AUCTUN/IMPOBAHHYK WM [LEVNOHU3MPOBaHHYO BoAy!
HecobntoeHre yKazaHHbIX NpaBusi MOXET NMPUBECTU K M3MEHEHWIO KOHLIEHTpaLmm
| aKTMBHOCTW aHa/IMTOB B KOHTPO/bLHOM MaTtepuasie M B pe3yfbTare ero
HenpurogHoOCTM K UCMo/Ib30BaHNIO. A A

HeobxouMblii AN NPOBEAEHUS KOHTPOMA KayecTBa 0ObEM KOHTPO/LHOM
CbIBOPOTKM «[MaTonorunsa» (TruLab P) nepeHectn B unctyto npobupky ansg obpasua
W  WCMOMb30BaTb B  COOTBETCTBMM C  WHCTPYKUMEA MO  MPUMEHEHUIO
COOTBETCTBYHOLLETO Habopa peareHToB.  3aMOPOXKEHHbIE a/IMKBOTHI
BOCCTaHOB/IEHHOW  KOHTPO/bHOW  CbIBOPOTKM  «[atonorus»  (TruLab  P)
pasMopaxmBaTb Mpy KOMHaTHOW Temnepatype (+18 - +25°C) B 3alUMLLEHHOM OT
cBeTa Mecte. [1ocne Mo/HOro pasMopaXknsaHWa creflyeT akKypaTHO NnepemMeLlaTtb
a/IMKBOTY KOHTPONA BpallaTenbHbIMU ABUXEHUAMW A4/19 ero roMoreHm3awmm, nocne
Yero MCNo/b30BaTh TaK XKe, Kak M 0bpaseL, B COOTBETCTBMU C WHCTPYKUWEN MO
MPYMEHEHNIO COOTBETCTBYIOLLEr0 Habopa peareHTos.

[N NonydyeHVs HaeXHbIX Pe3ynbTaToB HEeOOXOAMMO CTPOroe cobnaeHue
VHCTPYKLMM M0 NMPUMEHEHWIO.

OnucaHne aHaIMTUYECKOT0 MeT0/a M NPUHLMNA AelicTBUS

Mof BHYTPWNAbOPaTOPHLIM KOHTPOSEM KayecTBa MOHMMAtOT  MPOBEPKY
pe3ynbTaToB  ONPedeneHns aHanMta B KaKAOM  aHa/MTUYECKOM  cepuw,
OCYLLIECTB/ISIEMYHO HEMoCpPeACTBEHHO B 1abopaToOpU 1 MO3BONAIOLLYHO BbISBSATD
ClyyailHble M CUCTEMATUYeCKMe  MOrPeLHOCTM  aHa/IMTMYEeCKOro  aTara.
KoHTponbHas cbiBopoTKa «[llatonorus» (TruLab P) pekomeHayetca  ans
MCNONb30BaHUA NPV OMpPefenieHun TOro WAM MHOr0 aHasmTa C Kaxow cepuei
06pasL|oB.

PesynbTaTbl aHa/sM3a KOHTPOSIbHbIX — MaTepuasioB  UCMONb3yTCa A4
YCTaHOB/IEHUS MPUEM/IEMOCTM Pe3y/bTaToB aHASIMTUYECKOW Cepui, NOC/e Yero atTu
pe3ynbTaTbl MOryT ObITb MCMO/b30BaHbl A1 AMArHOCTUKU U MPOrHO3MPOBaHUSA
3ab60n1eBaHNA UKW NaHNPOBaHMSA NiedeHNs. Bonpoc 0 HageXKHOCTY pe3ybTaToB 4/1s
GO/bLUMHCTBA TECTOB  MOXeT ObITb  pelleH  MOCPefACTBOM  PerynspHoro
MCMONb30BaHNA KOHTPO/IbHLIX MaTepnasioB M COOTBETCTBYHOLLMX CTATUCTUYECKNX
mMeTog0B. Kaxaas nabopatopus AO/HKHA NPOBOANTL KOPPEKTUPYIOLLME AeACTBUA B
C/lyyqae OTK/IOHEHWIA OT KOHTPO/IbHOro AnanasoHa.

3HaveHNs napameTpoB KOHTPO/IbHOM CbIBOPOTKM «[aTonorus» (TruLab P), ans
KOTOPbIX LOCTYMHbI YTBEPXKAEHHbIE pediepeHTHble MEeTOAbl, Oblnn onpeseneHbl B
cooTBeTcTBMM C PykoBoacTtBoM Hemeukoro ®efepanibHoro MeguLMHCKOMO
Coseta. [onyctumble AuanasoHbl, COOTBETCTBEHHO, OblM paccuMTaHbl Kak
3Ha4YeHus, MoMyYeHHble peepeHTHbIM METOAOM, + MaKCUMa/bHO [OoMyCTUMOE
OTK/IOHEHWE eAMHUYHOI0 3HaYeHUsA B COOTBETCTBMM C PyKOBOACTBOM HeMmeLKoro
depepansHoro MeauuuHekoro CoseTa. 3HavyeHMs 00pasLoB  MOryT crierka
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BapbMpoBaTb B 3aBMCUMOCTU OT WCMO/Mb3YEeMbIX aHa/IM3aTOpOB, PeareHToB U
METOAMK. _

Mpy B3aMMOLENCTBUN KOHTPO/IbHOrO MaTepuana, BbICTYMNatoLWero B KayecTse
obpasya, C peareHTOM MNPOUCXOAMT 06pa3oBaHMe CreuuduUeckux npoayKToB
peakummn, KOHLEHTpaums / akTUBHOCTb KOTOPbIX NPOMNOPLMOHanbHa KOHLEHTpaLUm
/aKTMBHOCTW  OMNpeaensieMoro  aHaiuMTa B o6pasue. [aHHbIA  npouecc
CONPOBOX/AAETCA WM3MEHEHVMEM OMTUYECKOW NAOTHOCTU (NoTeHumana) pabodyero
pacTBopa B PeakuUMOHHON  KioBeTe  (M3MEPUTESIbHOW  AYelike), KOTOpOoe
PErnCTPMpPYeTCs aHaM3aTOPOM.

BUOXMMMYECKNIA aHaIM3aTop B COOTBETCTBUM C afanTaume MeToga nsmepsieT
OMTUYECKYHO MIOTHOCTb peakummn (MoTeHUuMasn) C UCMOo/b30BaHWEM KOHTPO/bHOM
CbIBOPOTKM B KayecTBe oOpasua MW COMOCTaBNAET MOJyYeHHbIW pe3ynbTar
(KOHUEHTpaumsa, akTMBHOCTb) C COOTBETCTBYHLUMM aTTECTOBAHHbLIM 3HAYEHUEM,
yKasaHHbIM B MacrnopTe 3HAYeHWn K KOHTPO/IbHOW CbIBOPOTKe «[laTonorus»
(TruLab P).

ATTECTOBaHHble 3HAYEHWSA aHA/IMTOB B KOHTPO/IbHOM CbIBOPOTKe «IlaTonorus»
(TruLab P), yka3aHHble B MacnopTe 3Ha4eHWid, CneLnpuyHbI TOI'IbKO ANA AaHHOro
N0oTa KOHTPO/IbHOrO Matepuana.

OnuvcaHune NpoLeaypbl NPOBEAEHNS N3MEPEHUS

KoHTponbHast cbiBopoTka «[llatonorma» (TruLab P) wucnonb3yetca ans
NpoBefeHNss BHYTPWUIab0pPaTOPHOrO KOHTPO/SS KayecTBa MpU  OnpefenieHnu
BMOXUMMNYECKNX NApamMeTPoB B CbIBOPOTKE M M/asMe KPOBW Ha aBTOMATUYECKMX,
Mo/lyaBTOMaTUYeCKNUX OUOXUMMYECKMX aHanmM3aTopax M pyyHbIX (POTOMEeTpax, a
TaKXXe Ha aHaimM3atopax [/1IOKO3bl W flakTaTa B K/IMHUKO-AMArHOCTUYECKUX W
OMOXMMUYECKNX  flabopaTopusaX U Hay4yHO-WUCC/e[0BaTeIbCKOM  MPaKTUKe.
OnpepensemMble NapameTpbl (aHaIMTbI) BKIKOYAKOT (DEPMEHTLI, CybCTpaThl, MMnuApbl,
3NIEKTPO/INTBI, CNeLnpuyeckme 6enxu.

[Mpouenypa NpoBeaeHNs N3MEPEHUS N3/T0XKEeHA B MHCTPYKLMM NO NPUMEHEHNIO
COOTBETCTBYIOLLErO Habopa peareHTOB 414 ONpeeneHns UCcnefyemMoro aHaamTa.
KOHTpO/bHYO CbIBOPOTKY «[latonorus» (TruLab P) cnefqyet NpUMeHATb B TEX Xe
YCNOBUAX, C TEMM >Xe peareHTamy K 060pyAOBaHWEM, UYTO W aHaIM3MpPyeMble
o6pasubl NauMeHTOB B COOTBETCTBMM C MHCTPYKLUMEN MO MPUMEHeHMIO Habopa
peareHTOB W ajanTauuamn ana onpeaeneHns UccneLyemoro aHanmTa.,

PacueT

Cnocob 1 opmysbl, UCMOMb3YEMblE MPU 006PabOTKE 3KCMEPUMEHTa/bHbIX
AaHHbIX, YKa3aHbl B MHCTPYKUMSAX MO MPUMEHEHWUIO COOTBETCTBYHOLLErO Habopa
peareHTOB N3 OnpeaeneHns NCCneayeMoro aHamTa.

Orpaqueva NCNosib3oBaHNA U3OENNA

1 He ponyckaeTcs CMeLUMBaHME KOHTPO/IbHOW CbIBOPOTKU  «[laTonorms»
(TruLab P) npoussoactea DiaSys Diagnostic Systems GmbH (["'epmaHus) ¢
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aHa/I0rMYHbIM KOHTPO/IbHBIM MaTepuasiom 4pyroro /10Ta, a Takke ¢ KOHTPO/IbHbIMU
marepviasiamn pyroro npon3BoauTens.

2. Vl3genve npegHasHauyeHO TOMIbKO A1 O4HOKPATHOrO MPUMEHEHUS, He
[0NYCKaeTCA NOBTOPHOE 3aMOpaXKMBaHNe BOCCTAHOB/IEHHOTO KOHTPONA.

3. Mpekpatntb MCNONb30BaHNE W3L4eNNSA MO OKOHYAHUIO ero Cpoka rogHocTw,
YKa3aHHOr0 Ha 3TUKETKe,

4. He ponyckaeTcsa WUCMOMb30BaHWE KOHTPOJIbHOM CbIBOPOTKM «[laTonorns»
(TruLab P) no WCTeYeHMIO CPOKa XpaHeHUs Mocne  BOCCTaHOB/IEHMS
NNOGNIN3NPOBAHHOIO MaTepuana Uan Npu HapyLUeHUN PEKOMEHLYEMbIX YC0BUIA
XpaHeHuns. WHgopmMauus 0 CTabUbHOCTU  aHa/IMTOB B BOCCTAHOB/IEHHOM
KOHTPONIbHOM MaTtepuasie Mpu pasHbIX PeXxunmax XpaHeHus MpeacraBieHa B
COOTBETCTBYHOLLEM pasfene. — -

5. KoHTponbHasa cbiBopoTka «[llatonorus» (TruLab P) npegHasHayeHa ans
COBMECTHOIO W1CMo/b30BaHNA ¢ Habopamy peareHToB 1 Kannbpatopamu TOMbKO B
C/ly4ae COOTBETCTBUSA MeTOZa OnpefeneHus.

6. He  ponyckaetcAa  UCMOMb30BaHWME  KOHTPO/ILHOIO  MaTepuasia  npw
Heco6NI04eHNN  PeKOMeHJauniA M0 BOCCTAHOB/IEHWUKO  IMO(ININ3NPOBAHHOIO
matepvana (B TOM u4ucrie nNpu  U3MEHeHMM o0b6bema [06aBNEHHON BOApbl,
MCMonb30BaHUA BOAbI He COOTBETCTBYHOLLETO KayecTBa, notepe
NNOUNN3NPOBAHHOIO MaTepurana npy He akKypaTHOM OTKPbITUK (hnakoHa v T.4,).

7.Mpn  paboTe C KOHTPO/IbHOM CbIBOPOTKOW WCMOMb3YyWTe TONbKO Te
aTTeCTOBaHHble 3HAYeHMS aHa/IMTOB, KOTOpPble YyKasaHbl B Macnopre [A/is
MCMOMb3YeMOro JioTa KOHTPOSibHOrO Martepuana (J1oT ykasaH Ha 3TUKETKe
(hnakoHa).

8. 3a aKTyaslbHON MH(opmaumed No aTTeCTOBaHHbIM 3HAYEHUAM ANS TOro WUn
MHOrO aHa/MTa obpallaiTech K ouumManibHOMY npeacTaBuTento B PO,

CBefeHNA 006 aHa/IMTUYECKOW 4YYBCTBUTENIbHOCTM (MOpPOr O6Hapy>eHUs),
aHaNIMTNYECKON CreumnuyHOCTM, ANArHOCTMYECKOW YyBCTBUTENIBHOCTU W
ANArHOCTUYECKOW CNeunUUHOCTH

He npvmeHumo. . e

XapakrepuctTukn - KNMHUYECKON  a(pdeKTUBHOCTU: AnarHoctunyeckas
YyBCTBUTENBLHOCTb U AMArHOCTUYECKAA CNeLnPUUHOCTb
He npvmeHumo.

Buonornyecknii  pepepeHTHbIN  UHTEPBaT  MPUMEHEHUS  MeSULMHCKOIo
n3penus

ATTeCTOBaHHble 3HayeHUA A1 KaXKOOro aHaiuTa YyKasaHbl B Macnopte
3HAYEHWNA N MOTYT BapbUpoBaTh OT JloTa K J1oTy.

MHopmaumnsa 06  uHTepdepupyrowmnx BewecTBax WM OrpaHUYeHusx,
CBA3aHHbIX C NPo60I, KOTOPble MOTYT MOBMUATL Ha pe3y/ibTaT UCCNeLoBaHUA
He nprvmeHnmo
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[MpocnexxnBaeMocTb  3HaUYEeHU KOHTPOSIbHOM  CbIBOPOTKKU  «[laTonorms»
(TruLab P)
He npumeHumo.

YnakoBKa u (pacoBka

«KoHTponbHass cbiBopoTka «[llatonorus» (TruLab P) anda  KOHTPONS
MpaBWIbHOCTY WU BOCMPOU3BOAMMOCTM  Pe3ynbTaTtoB  GUOXMMUYECKMX
1ccneaoBaHuia in vitro»™ B cocTaBe:

1) KOHTpO/bHaA CbIBOPOTKA: 6 (1. Mo 5 ms; N —
2) WIHCTpyKumMs no npuMeHeHuo: 1 wr,;
3) [MacnopT 3HayeHwnin: 1.

KoHTposnbHas cbiBopoTKa «[Matonorus» (TruLab P) pacdacoBaHa B CTEKNAHHbIE
(hf1aKoHbI, 3aKpbITble MPOPE3VHEHHOW NPO6KOW W MNaCTUKOBLIMUA  BUHTOBbLIMY
KpbllWKamn., O6WMiA  06bEM KOHTPO/SIbHOFO MaTepuana BO (plakOHe nocre
BOCCTaHOB/EHNSA - 5 M.

Kaxxgas eanHuua NnpoayKumMmn KOMNIEKTYETCA UHCTPYKLUMENA MO MPUMEHEHNIO U
MacrnopToM 3HAYEHWIA C MPUNOXKeHeM. VIHCTpYKUMA Mo NPUMeHeHMIo paspaboTaHa
npoussoamTeniem Ansa POCCUIACKOrO pblHKA B COOTBETCTBUM C [ENCTBYHOLLMMM
cTaHgapTamn.  ®akoHbl YrnakoBaHbl B KapTOHHYK KOPOOKY. YnakoBKa
obecneymBaeT 3alUMTy U3AeNnUs OT BO3LENCTBUA MEXAHUYECKUX U KIMMaTUYECKUX
(haKTOpOB BO BPEMSI TPaHCMOPTMPOBKWU/XPaHEHUA W rapaHTUpyeT yhob6CcTBO npu
MPOBEAEHUN MOrpPy304HO-Pa3rpy304HbIX padoT.

c

CTabunbHOCTb M YCNOBUA XPaHEeHUS

KoHTponbHast cbiBopoTKa «[latonorus» (TruLab P) gomkHa XpaHWTbCA B
TPaHCMOPTHOW WNN WUHAMBUAYa/IbHON YMakoBKe NPeanpuaTUsS-npou3BoAnNTeNs B
HEBCKPLITbIX  (PMakOHaxX B 3aKPbITOM  MOMELLEHUN, B XONOAUSIbHUKE
(NPOMbILLIEHHOM, N1abopPaTOPHOM), B 3alLUMLLEHHOM OT cBeTa MecTe. [lonyCTUMbIiA
TEMMEPATYPHbIN PEXMUM XpaHeHWUs u3genns - oT +2 go +8°C. 3amopakuBaHue
N3Lenns He [JOMyCKaeTcs. 3arps3HeHHbIE KOMMOHEHTbl KOHTPO/IbHOM CbIBOPOTKM
«[Matonorus» (TruLab P) XpaHeHVMIO M WCMNOMb30BaHUIO He nognexar. [Mpu
COG/IOAEHNN YCNOBUIA XPaHEHUS U3AeNNe MOXET XPaHUTLCS M UCMO/b30BaThCA B
TeYeHne CpokKa rofHOCTU, YKa3aHHOrO Ha 3TUKETKe. V3fenns, xpaHawmecs npu
HapyLEeHNN YKa3aHHbIX YCMOBUI XpaHeHUsi, NPUMEHeHUO He nognexar. [lo
NCTEYEHMN CPOKa FOAHOCTM CEpPUM U3LENNSA, YKAa3aHHOTO Ha 3TUKETKe U3Lenus, ee
NPUMEHEHWE JO/MKHO 6bITb MPeKpaLLEeHO.

CT1abunbHOCTL KOMMOHEHTOB MOC/e BOCCTAHOB/IEHWUS KOHTPO/IbHOMN CbIBOPOTKM
«[MaTtonorusa» (TruLab P) npefcTaBneHbl B Tabnuue:

MNapameTp (aHaNuT) - 20 °C* +4 °C +25 °C
BunmpyouH (npn xpaHeHUn o

B TEMHOTE) 14 pHen 2 OHS 8 yacos
ANT 30 aHen 2 [HS 2 Yaca
ACT 30 aHel 2 [IHA 8 yacoB
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KpeaTnHK1Ha3a,
KpeaTnHkmHasa Mb
[pyrue aHannTbl 30 aHen 7 [Hel 8 vacos
*3amMopaxkvBaHvie JOMYyCKaeTcs TONbKO OAuH pas!
[ns nonyyeHns HafeXHbIX pe3y/bTaToB HeoOXOAMMO CTPOroe cobsofeHuve
WHCTPYKLMU NO NPUMEHEHUIO.

30 aHen 7 [Hew 4 yaca

O6LLme Mepbl MPeAOCTOPOXKHOCTU

1 V3genve npefHasHauyeHo TOMbKO 418 AMArHOCTUMKK in vitro.

2. MNepep Mcnonb3oBaHMEM BHUMATENIbHO M3Y4uUTe UHCTPYKUMIO. Bo n3bexkaHne
MOMyYeHUs  HEBEPHbIX WM OLWIMOOYHBLIX Pe3y/nbTaToB CTPOro  cnepyiTe
NHCTPYKLMN.

3. PaboTta ¢ MeAULUMHCKMM M3[eNveM, HaumMHas C OTKPbITUSA (hfiakoHa, LO/MKHA
MPOBOAUTLCA C MCMO/b30BaHMEM 3alMTHOM oaexXabl (rnepyaTku, MegULMHCKMIA
Xanart) BO n3bexaHne KOHTaKTa Ye/noBeka C TaKMMU KOMMOHEHTaMy MeAMLMHCKOro
N3Lenuns, Kak qiakoHbl, KPbILWKA U COLEPXMMOe (iakoHa.

4. Kaxkpaa vHaovBMayanbHas nopums Kposw, UCMonb3yemas 4718 NPOn3BOACTBA
KOHTPO/IbHOW CbIBOPOTKM «[Matonorms» (TruLab P) Gbina npoBepeHa 1 nokasana
OTCYTCTBME PEaKTMBHOCTU MNPU TeCTMPOBaHWUW YTBEPXKAEHHbIMM METO4aMM Ha
MOBEPXHOCTHbIM aHTureH Bupyca renatuta (HBsAg), aHTn-BY 1+2 (anti-HIV
1+2) n anti-HCV (Bupyc renatuta C 4enoseka). OfHako, MOCKONbKY Hesb3f
MOMIHOCTLIO UCKIOUYNTL BO3MOXHOCTL TOrO, YTO NMPOAYKTLI, MOMYYEHHbIE U3 KPOBU
yesioBeka, MOryT MepPeHOCUTb WH(EKLMOHHbIE areHTbl, TO PeKOMeHAyeTcs
MCMO/b30BaTb KOHTPO/IbHbIE MaTepuasibl CO BCEMU MepaMu MpefoCTOPOXKHOCTH,
NPUMEHseMbIMK A/19 06pa3L,0B MauneHTOoB.

5. Cnepyite Mepam NpPefoCTOPOXKHOCTH, npefyCcMOTPEHHbIM npn
MCNONb30BaHUN NabopaTOPHbIX PeaKkTUBOB, KalMOpaToOpoB W KOHTPOJIbHbIX
MaTepuasnioB. HageaiTe 3alMTHYHO OAeXAY, Macky, nepyaTku Npyu UCrosib30BaHNK
n3genus.

6. He gonyckaite NPOHNKHOBEHWUSA B MOYBY, BOAOEMbI WA CTOKM.

7. YTUNn3MpoBaTb OTXOAbl HEO06XOAMMO B COOTBETCTBUWM C HaLWOHATbHLIMU
npaBunamy Mo  yTUamsaumm  OUOMOTMYECKUX  OTXOAOB,  OMWUCAHHbIMA B
COOTBETCTBYHOLUEM pasgene.  -—---- A

MHpopmaumsa o0 Hanmumm B MEAULMHCKOM  W3Ae/IMU  NIEKAPCTBEHHOIO
npenaparta

N3penve He ABNSETCA NIEKAPCTBEHHbLIM CPEACTBOM WM He COAEPXWUT B CBOEM
COCTaBe BELLECTB, UCMO/b3yeMbIX B (hapMaLleBTUYECKON OTpac/u.

TpeboBaHMA OXpaHbl OKpYXKatoLleil cpedbl U MNOPSAOK  YTUAN3aUUK
MEeANLMHCKOro n3fenns

1 KoHTponbHasa cbiBopoTKa «Ilatonorus» (TruLab P) He cogepxXaT TOKCUYHbIX
M B3PbIBOONACHbIX BELLECTB, MPeACTaBNAOWMX Yrpo3y OKpYy»KaroLlenh cpefpl U
3[10pOBbI0 MEMLMHCKOrO NepcoHana.
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2. MNocne 3aBepLUeHns TecTa yaannTe NCMosib30BaHHbIE IaKOHbI C peareHTamu,
Kannbparopamu, KOHTPOIsIMM 1 0bpasLiaMuy 13 aHamsaTopa.

3. KoHTposbHasa cbiBopoTka «Ilatonorus» (TruLab P) n3rotoBneHa Ha OCHOBE
CbIBOPOTKW YesioBeKa. YTUNn3aums n3genus, a takke MHCTPYMEHTOB M NPeLMeTOB,
3arpsA3HEHHbIX  OMONMOrMYECKMM  MaTepuasioMm,  [O/DKHa  MPOBOAUTBCA  C
MCNOMNb30BaHNEM 3aLLUMTHOW oaexabl (MepyaTkun, MeAULMHCKUIA Xanar).

4. Ang  yTuamM3aumMn PyKOBOACTBOBATHLCA CreunaibHbIMU - UHCTPYKUMAMU U
MNHOPMaLMOHHBIMU LOKYMEHTaMu Mo 6e30MacHOCTU B COOTBETCTBMU C MECTHbLIMM
HOpMamu 1 npasuIamMu. -

5. Hencnonb3oBaHHble KOHTPOJIbHbIE MaTepuasibl, KOHTPO/IbHbIE MaTepuasbl C
NCTEKLLMM CPOKOM FOAHOCTH, a TaKXXe UCMNO/b30BaHHbIE KOHTPO/IbHbIE MaTepuaribl,
B TOM 4WC/ME peakUMOHHble CMecCK, (NaKOHbI/MPOBMPKA C  KOHTPO/bHBLIMY
matepuanamn, HaKOHEYHWMKM TNOoCne MNPOBeAeHWUs aHann3a, WHCTPYMEHTbl U
npeaMeTbl, 3arps3HeHHble OMOMOrMYeCKMM MaTepuasioMm, a TakXke YMakoBKY
CneayeT yaandatb (XpaHUTb U TPaHCMOPTMPOBaTh) B COOTBETCTBUM C TPEOOBAHUSAMM
CaHlnH  2.1.3684-21  «CaHUTapHO-3NUAEMMONIOTMYECKMe  TpeboBaHMA K
COAEPXKaHUIO TEPPUTOPUIA TOPOLACKMX N CEMbCKUX NOCENIEHNI, K BOAHbIM 00beKTaM,
NMATLEBON BOAE W MNUTLEBOMY BOJOCHAOGXEHMIO HaceneHusi, aTMocepHOMY
BO34YyXYy, MOYBaM, >XW/IbIM MOMELLEHNAM, 3KCMnyaTaumyM Mnpou3BOACTBEHHBIX,
OOLLECTBEHHbIX  MOMELLEHWNIA, OpraHu3auMmM 1 MPOBEAEHUD  CaHUTapHO-
MPOTUBOANUAEMUYECKMX (MPOGINIAKTUUECKIX) MEPOMPUATUIA.

6. brionornyeckunin matepuan (B TOM UmMCNe KOHTPO/bHBIA MaTepuan), BKIYas
MHCTPYMEHTbl W MpPeaMeTbl, 3arps3HeHHble MaTepuanoM, OTHOCATCA K Kraccy
0MacHoOCTV MeAULMHCKMX 0TX00B b.

7. KOHTPONbHbI MaTepuan He A0/MKEH YTUIN3MPOBATLCA 4Yepe3 BHYTPEHHIOK
CUCTEMY YaaNleHNs OTXO0A0B U 06LMe YCTPOMCTBA AN COpoca CTOYHbIX BOA.

8. Ana yTunmMsauum KOHTPOSIbHOrO Martepuasna MCrnosib3oBaTb MOAXOAALLMe
KOHTeHepbl BO N36eXXaHme 3arpsa3HeHNst OKPY>KatoLLLEN cpefp!.

9. M36eraTb nonagaHUs KOHTPO/IbHOTO MaTepuana B MO4YBY, BOAOEMbl WU
APEHaXKHbIE CUCTEMDI. —

YCTaHOBKa, MOHTaX, HacTpoMKa, Ka/imbpoBKa W WHbIE [AeACTBUSA,
Heobxo4nMbIe 415 BBOAA MeAULIMHCKOIO U3LeNnNA B IKCr/lyaTaumio
He npumeHnmo.

TpeboBaHME K MOMELLEHMAM, B KOTOPbIX MpearnosiaraeTca ycraHOBKa
(MOHTa>XX) MeANLMHCKOro N3aenmns
He nprvmeHumo.

Tpe6boBaHWe K MOAroTOBKE WM KBaMUKaLUKN MWL, OCYLLIECTBNSIOLLMX

YCTaHOBKY (MOHTaX) MeANLMHCKOro 13Le/ns
He npvmeHumo.
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TpeboBaHMA 19 MPOBEPKM  MPaBUIbHOCTU  YCTAHOBKM  (MOHTaXKa)
MeAMLUMHCKOIO M34eNMa U ero roTOBHOCTM K 6e3onacHon  pabote
aKcnayaTaumm

He npumeHumo. M3penve He NOAJIEXMUT YCTAHOBKE, MOHTaXY, TEXHUYECKOMY
00CNY>KMBaHNIO.

NHpopmaLmsa o CTepuIbHOM COCTOSHUN MEAULMHCKOIO U3Le/Ns

KoHTponbHast cbiBopoTKa «Matonorus» (TruLab P) siBNseTca HecTepUbHbIM
MeANUMHCKUM u3genvem. PaboTa € U3Le/IMEM OCYLLECTBNIAETCH B HECTEPUSIbHbIX
YCNoBUAX in vitro Ha 6opTy npubopa. Bce mMepbl NMPefoCTOPOXHOCTM Hanpas/eHb!
Ha npegoTBpaLleHve nonagaHua KOMMOHEHTOB U3LeNnA B OPraHn3M 4esioBeka U
OKpY>KaloLlylo  cpedy, TMOCKONbKY OHW  WU3rOTOB/IEHbI C  WCMNOMb30BaHNEM
OMOMOrMYECKOro Marepuasia, KOTOpbIA paccMaTpuBaeTcs, KakK MOTeHUMabHO
onacHbli. Mepbl NPeAOCTOPOXKHOCTM MO paboTe C M3AeMEM W3/I0KEHbI B
COOTBETCTBYIOLLIEM pa3fene LaHHOro JOKYMEHTa.

CTepunusaums v Ae3vHgeKumns KOMNOHEHTOB Habopa - He MPUMEHUMO.

NHpopmauma o npupoge, Tune, WHTEHCUMBHOCTUM W pacnpefenieHnn
N3ny4YeHnsa MegULIMHCKOIo MU3fenmsa
He npumeHumo.

MapkupoBKa MefULMHCKOIo N3aenms

MapK1UpOBKa BHELUHEN 3TUKETKM MeAVMUMHCKOIO W3L4eNINA  KOHTPO/bHas
cbiBopoTKa «[atonorus» (TruLab P) cogepXut cnefyrollyo WHGopMaumio:
HauMeHOBaHWe W34e/nsA; HaMMeHOBaHVWEe KOMIMOHEHTA W3Me/NS; KaTal0XHbII
HOMep, HOMep NoTa (CepUIAHbIA HOMEp); CPOK FOAHOCTU; COCTaB U3Aenus; dacoBka
W 06beM BO (p/lakOHe MOCne MPUroTOBMEHWS; Temnepatypa XpaHeHWs; CUMBON
«BMOMOrNYeCKNin pUCK»; (hpaza 06 MHaKTMBaumm aHTUTEN K BAY 1,2 n Bupycy
renatnta C n HBsAQ; nHpopmaums O NPUMEHEHUN ANS AWMArHOCTUKKM in Vitro;
CUMBO/T COOTBETCTBMSI EBponeinckum TpeboBaHMsIM; CUMBOST O He0BXOAMMOCTU
N3yUNTb WHCTPYKUMIKO TMepes  WCNOoNb30BaHMEM; CUMBO/T 06 ynakoBke U3
BTOPWYHOIO CbIPbsi; CUMBOJT YTUIM3AUMN KaK ObITOBbIX OTXOAO0B; LUTPUXKOL W
YHUKa/IbHbIA MAEHTUPUKATOP MEAVLMHCKOrO W34enns; NOroTun npov3BOAUTENS;
HaMMeHOBaHWe 1 afpec NPOn3BOAUTENS.

MapKrpoBKa AOMONHUTE/IbHOW BHELUHEW 3TUKETKM Ha YMakoBKe W3Lenus
KOHTpONbHas cbiBOpoTKa «[latonormsa» (TruLab P), noctaBnsiemMoro Ha
TeppuTopuio P®, COfepXUT CneaytoLLyto MHOPMaLMIO: MOHOe U COKpaLleHHOe
HaUMEHOBaHVe W3AeNNA; KaTalloKHbIA HOMep U3Lenns; HOMep noTa (CepuiiHbIi
HOMep); CPOK rOAHOCTW; YCNOBUSA XpaHeHWs (Temnepatypa XpaHeHus); cocTaB
n3genns; gacoska U 06beM BO (pf1akOHE NOC/Ne MPUroTOB/IEHWS; HaIMEHOBaHWeE Y
aflpec Npov3BoAMTENS; HaMMEeHOBaHMe W afpec aBTOPU30BAHHOIO NpPeACTaBUTeNs B
P®; HOMep perncTpauyoHHOro YAOCTOBEPEHWUS M AaTy ero Bblgayn; YC/OBHble
0603HaveHus: «/13genve MeaMUMHCKOTO HasHaydeHus Af1s in Vitro gnmarHOCTUKN»,
«YuTaTb UHCTPYKUMIO»; «BMONOrnyecknini puck»; gpasa 06 MHaKTUBaL N aHTUTEN
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K BUY 12 n Bupycy renatmta C n HBsAgQ; QR-kop 418 aBTOMaTUYECKOM
NAEHTU(MKALMN HAMMEHOBAHWS, /10Ta, CPOKa FOAHOCTU MeAULMHCKOro U3fenums.

YCnoBus TPAHCMOPTMPOBKM

TpaHCcnopTMPOBKa M3AeNna LO/IKHA OCYLLECTBNATLCA BCEMWU BUAAMU KPbITOrO
TpaHcnopTa B COOTBETCTBMMU C [EMCTBYHOLLMMM MpaBuiaMu MepeBo30K. YCOBUS
TPaHCMNOPTUPOBAHUA OCYLLLECTBAAKOTCA MPU AONYCTMMOM TEMMEPATYPHOM PeXxmme
oT +2 no +8°C. TpaHCNOPTUPOBKA BO3MOXHA TO/bKO C COG/HOAEHMEM YC/OBUIA
XpaHeHus. 3amopakmBaHue n3penvs He  [OMyCKaeTcs. 3penuns,
TPaHCMOPTUPOBAaHHbIE C HAPYLLEHMEM TEMMEPATYPHOr0 PeXnmMa, NPUMEHEHUIO He
noA/iexar.

30enms B TpaHCNOPTHOWM YMakoBKe YCTONYUMBBI K BO3ENCTBMIO MEXaHUYECKMX
(paKTOPOB, BO3HMKAOLLMX MPY TPAHCMOPTUPOBKE.

MapaHTUIHbIE 0653aTe1bCTBS ' /M

MpounssoauTtens DiaSys Diagnostic Systems GmbH, MepmaHua, NOATBEPXAAET,
YTO [aHHbIA NPOAYKT HEe Bbi3blBa/l U HE CMNOCOOGCTBOBA/I HebMaronpuUsATHLIM
COObITUAM, HeXenaTe/lbHbIM  ABIEHUAM  WIW  KOPPEKTUPYHOLWMM  [eCTBUAM,
CBSI3aHHbIM C 6e30MacHOCTLHO.

3nenne He NOANIEXUT rapaHTUMHOMY O6CNYXKMBAHWIO.

MpownssoauTens DiaSys Diagnostic Systems GmbH, MepmaHus, rapaHTupyet
KayecTBO, 3()heKTMBHOCTL M 6€30MacHOCTb MeAMUMHCKOro W3LeNnns, OTCYTCTBME
HeoMyCTUMOr0 pPUCKa MPUYMHEHUA Bpeda >KU3HW, 3[40POBbI0  4YenoBeka U
OKpY)KatoLLein cpefie NMpy UCMosIb30BaHUM KOHTPO/bHOM CbIBOPOTKU «llaTonornsy»
(TruLab P) no Ha3Ha4YeHWUO B YCNOBUSX, NPeayCMOTPEHHbIX AaHHOW NUHCTPYKLUMER
Mo MPUMEHEHNIO.

[apaHTUAHbIe ob6si3aTenbcTBa «DiaSys Diagnostic  Systems  GmbH»
PacnpoCTPaHAKTCA C faTbl W3rOTOB/IEHMS W Ha MEPUOL CpoKa rOAHOCTWU
MEANLUMHCKOTO  W3Lenns, Npu  YCNOBUW  Haf/ieXxallero TpaHCrnopTUpoBaHus,
XPaHeHUs 1 aKCnyaTauum.

Mo BoMpocaM KayecTBa MPOAYKUMM obpawaTbCa K YNoSIHOMOYEHHOMY
npeacrtasuTento nponssogutena s P. 0 - A

[MepeyeHb  MeXAYHApPOAHbIX  HOPMATUBHbLIX  CTaHAAPTOB,  KOTOPbIM

COOTBETCTBYET MeULMHCKOe n3aenne

CraHpapT Ha aHrnninckom s3bike Ha pycckom fA3sbike
Directive 98/79/EC ofthe [upekTuBa 98/79/EC
European Parliament and EBponelickoro
of the Council of 27 MapnameHTa ©n CoseTa

Directive 98/79/EC October 1998 on in vitro EBpocoto3a 0T 27 OKTA6ps
diagnostic medical 1998 Ha MeAWMLIMHCKME
devices. n3genua 4na AMarHocTuKm

in vitro.

DIN ENISO 9001 Quality management Cuctema  MeHeLKMeHTa
systems KayecTsa
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ISO 13485

ISO 14971

EN 13612 + AC 2002

EN 13640

EN 13641

EN 13975

ISO 17511

ISO 18113-1
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Medical devices - Quality
management systems -
Requirements for
regulatory purposes

Medical devices
Application  of  risk
management to medical
devices

Performance evaluation
of in vitro diagnostic
medical devices

Stability testing of in
vitro diagnostic reagent

Elimination or reduction
of risk of infection related
to in vitro diagnostic
reagents

Sampling procedures
used for acceptance
testing of in vitro
diagnostic medical
devices -Statistical
aspects

In  vitro  diagnostic
medical devices
Measurement of
quantities in biological

samples - Metrological
traceability of values
assigned to calibrators
and control materials

In  vitro  diagnostic
medical devices

Information supplied by
the manufacturer
(labelling) - Part L
Terms, definitions and
general requirements

MeguumHeckme — nsgenus.
Cuctema  MeHe[)XMeHTa
KayecTBa. TpeboBaHus
Jilpis Lienei
PEerynMpoBaHms.
MeanuuHckme wmspgenns -
[MprmeHeHne

MeHe[>KMEHTa pUCKa K
MeLNLUUHCKUM U3LeNnsam.
OueHKa 3(h(PeKTUBHOCTH

MeAMUUHCKMX  W3AeNNiA
ANs in Vitro AnarHoCTUKM
iccnepoBaHume

CTabU/IbHOCTU peareHToB
ANs in Vvitro AgnarHoCTUKM
YcTpaHeHue nnu
CHVXXeHMe pucka
MH(eKUMW, CBSA3aHHOW C
ANarHOCTUYECKNMU
peareHTamu in vitro.
Mpoueaypbl oT6opa npod,
MCNONb3yeMble il
MPUEMOYHBIX UCMbITAHWUIA
MeAMUNHCKUX  Nprubopos
ANA ANarHoCcTUKK in vitro.
CTaTncTnyecKue acnekTbl

MeguumHckme  m3genus
4S5 in Vitro AMarHoCTuKu-
KonnyecTtBeHHbIe
N3MEPEHUS B
B10/10rNYecKnx
obpasuax-
MeTponoruyeckas
MPOCNEeXMBaEMOCTb
YCTaHOB/IEHHbIX 3HAYEHWM
KanmbpaTopos 7
KOHTPO/IbHbIX MaTeprasioB
MeauumnHcKe  mn3genus
NS AMarHOCTUKK in Vitro.
MHpopmaums,
npefocTas/sgemMas
MPOV3BOANTENEM
(MapkupoBka). Yactb 1

TepMmuHbI, onpegeneHns n
06Lme TpeboBaHMS



ISO 18113-2

IEC 62304 + AC

EN 62366

ISO 15223-1

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

Medical device software -
Software life-cycle
processes

Medical devices
Application of usability
engineering to medical
devices

Medical devices -
Symbols to be used with
medical device labels,
labelling and information
to be supplied - Part L
General requirements

MeanuyHcKMe  n3genus
ANA ANarHoCTUKK in vitro.
WHhopmanms,
npesocTasnsemMas
NPOV3BOANTENEM
(MapkumpoBka). Yactb 2.
PeakTuBbI ans
NpodeccrMoHaIbHOro
MCMO/b30BaHUS B in Vitro
ANarHoCTUKe.
[MporpaMmmHoe
obecrneyeHme ans
MeANLUNHCKUX W30enni -
nporpammHoe
obecrneyeHve MpoLECCOB
YXW3HEHHOro UMKna
MeanunHckmne  n3nenus-
npumeHeHve  ypobcTea
1CMo/b30BaHUS K

MeAULVHCKUM U3LeNnnam
3penvsa meauUMHCKMe -
CVMBO/IbI, NPUMEHSAEMbIE
npu MapKMpoBaHUN Ha
MeAUUMHCKUX  U3[enusXx,
3TMKeTKax 1 B
COMpPOBOANTENBHOW
JOoKymeHTaunm Yacts 1
OcCHOBHble TpeboBaHMA

NepeyeHb HaUMOHaAIbHbLIX CTaHAAPTOB PP Ha NpofyKuuio, NoATBepXKAatoLLme
KayecTBO MeAULIMIHCKOIO 13aenus:

CtaHgapT
FOCT P 51352

FOCT P 51088

FTOCTPNCO 23640
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HanmeHoBaHWe

«MeNLMHCKMe M30enns ana AUarHoCTUKU UH BUTPO.

MeTofb! UCMbITaHUI»

«MeMLMHCKMe U3aenns ans AMarHoCTUKMA UH BUTPO.

PeareHTbl, Habopbl  peareHTOB,  TECT-CUCTEMbI,
KOHTPO/IbHble ~ MaTepuanbl, nNuTaTeNbHble  Cpefpl.
TpeGoBaHMs K W3OeNMsSM U MOAAEPXKMBAtOLLEl
[OKYMEHTaLIMM»

«3penns MeMUMHCKME ANS AMAarHOCTMKK in vitro.
OueHKa CTabunbHOCTU peareHToB A4/19 AMarHoCTUKM in

vitro»



FOCTPNCO 18113-1

FOCTPUCO 18113-2

OCT ISO 14971

FTOCTPNCO 15223-1

CaHllnH 2.1.3684-21

JlutepaTypa

«MeanumMHCKWe n3aenus Ans AnarHOCTUKMK in Vitro.
MHpopmaumsa,  npefocTaBnsiemMas  U3rOTOBUTENEM
(MapkupoBka). Yactb 1 TepmuHbl, onpeaeneHns u
06LLme TpeboBaHMA»

«MeanuMHCKWe n3aenus Ons AMarHOCTUMKK in Vitro.
NHopmaumsa,  npegocTaensiemMas  M3roTOBUTENEM
(MapkupoBKa). YacTb 2. PeareHTbl 418 AMarHOCTUKM in
Vitro ana NpoMeccnoHasIbHOro NPUMEHeEHUS

«M3penna megmumHckue. MNpumeHeHne MeHeLXMeHTa
pucKa K MeAULIMHCKUM N3AeNnam»

«3pgenva meguumHckmne. CUMBONbI, NPUMEHSAEMbIE
npy  MapKMUpoBaHWUM  MeAUUMHCKUX  W3AeNniA, Ha
9TUKETKaX W B COMPOBOAUTENBHON [OKYMEHTaLUN,
YacTb 1 OCHOBHble TpeboBaHUA»

«CaHuTapHO-3aNnaemMmnonormyeckme TpeboeaHus K
COAEPXaHMIO TEepPPUTOPUIA TOPOLACKUX U CEeMbCKUX
noceneHni, K BOAHbIM OObEKTaM, MUTLEBOW BOAE U
NMUTLEBOMY BOZOCHAOXEHNIO HaceneHns,
aTMoctepHoMy BO34YyXY, roysam, XWNbIM
MOMELLEHNAM,  3KCnyataumn  MpPOn3BOACTBEHHbIX,
OOLLECTBEHHbIX  MOMELLEHWn,  opraHuMsaumm 1
NpoBeLeHNIO CaHUTapHO-NPOTMBOANMNAEMUYECKNX
(NpPOhnMNaKTUYECKMX) MEPOMPUATMIA»

1 Rohle G, Siekmann L. Quality assurance of quantitative determination. In:
Thomas L, editor. Clinical laboratory diagnostics. 1st ed. Frankfurt: TH-Books
Verlagsgesellschaft; 1998. p. 1393-1401.

2. Biosafety in Microbiological and Biomedical Laboratories. U.S. Department of
Health and Human Services, Washington 1993 (HHS Publication No. [CDC] 93-

8305).

3. Richtlinie der Bundesarztekammer

zur Qualitatssicherung quantitativer

laboratoriumsmedizinischer Untersuchungen. Deutsches Arzteblatt 2003;100:A

3335-38.

[NpousBoanTenb

DiaSys Diagnostic Systems GmbH
Alte Strasse 9, 65558 Holzheim, Germany
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Ten.:+49 (0) 6432-9146-0
AnekTpoHHas noyta: info@diasys.de

YNOMIHOMOYEHHbIN NpeacTaBuUTeNb Ha TeppuTopun PP
AkKumoHepHoe 06LwectBo «AVNAKOH» (AO «JNAKOH»)
142290, MockoBckast 06nacTtb, r. MNywmHo, yn. N'pysosas, 4. la
Ten.:+7 (495) 980-63-39

AnekTpoHHasA noyta: sale@diakonlab.ru
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UrkundenroUe Nummer -913- des Jahres 2021

Der Notar fragte den Erschienenen nach einer Vorbefassung im Siime des § 3 Abs. 1 Nr. 7
BeurkG; diese wurde von dem Erschienenen vemeint.

Dies vorausgeschickt, wird hiermit die vor mir

anerkannte Unterschrift

des Heim Peter Zoller, geb. am 12.03.1967,
dienstansassig Alte StraBe 9 in 65558 Holzheim,

sich ausweisend durch Vorlage seines giiltigen
6ffentlich beglaubigt.

Limburg/Lahn, den 08 Nav-mher 2021
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R@p&m der Bundesrepublik Deutschland,




Apostille
(Convention de La Haye du 5 octobre 1961)

1. Land; Bundesrepublik Deutschland
Diese dffentliche Urkunde
2. ist unterschrieben von dem Notar Dr. Wolfgang Hofmann in Limburg

3. in seiner Eigenschaft als Notar

4. ist sie versehen mit dem Siegel des Notars Dr. Wolfgang Hofmann
in Limburg

BestStigt

5. in Limburg a. d. Lahn 6. am 11.11.2021

7. durch den PrSsidenten des Landgerichts
8. unter Nr. 91 a i E- 1337 Nr. 1098/2021
9. Siegel/Stempel
10. Unterschrift
Der President des Landgerichts

K
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MepeBOof C aHINNIACKOTO 1 HEMELIKOTO 13bIKOB Ha pYCCKUIA A3bIK

YT1BepxaeHo «AnaCuc AnarHoctnk Cnctems MTmM6X»
(DiaSys Diagnostic Systems GmbH)

AnbTe W Tpacce, 9, 65558 Xonbuxam, MepmaHus
MecTo noanucu Xonbuxanm

leHepanbHbIl gupeKTop___ /mognuce/

LLTamn KoMmnaHunu

WTramn: [«AunaCuc AnarHocTnk Cuctems FTm6X» (DiaSys Diagnostic Systems GmbH),
AnbTe WTpacce, 9,65558 Xonbuxanm (Jinuméypr) ¢ FepmaHus

(Alte Strasse 9,65558, Holzheim (bei Limburg) « Germany)

TenegoH: 0 64 32/91 46-0 « dakc: 0 64 32/91 46-32]

MHCTPYKUMA no NMPMMEHEHNIO
«KoHTponbHas cbiBopoTKa «lMaTtonorusa» (TruLab P) gnsg KOHTpons npaBuibHOCTU H
BOCMPOM3BOAMMOCTIN Pe3y/ibTaTOB 6MOXUMUYECKUNX UCCed0BaHM W VUromy

npoussogcTea «DiaSys Diagnostic Systems GmbH», N'epmaHus

/TEeKCT Ha pycCKOM si3blke/

HoTapunanbHblin peecTp Homep -913- 2021 roga

B cooTBeTcTBUM C § 3, ab3aL 1, Ne 7 3akoHa 06 ycTaHOB/IeHNW 0653aTe/IbHON (hopMbl
LOKYMEHTaLMn HoTapuyc onpocua SIBUBLLEFOCS; OT SABUBLLETOCA MONYYEH OTpULATeNbHbI
0TBeT.

Ha ocCHOBaHMW BbILWEN3T0XXEHHOTO MHOK O(PnLManbHO YL0CTOBEPSAETCA NOANUCH
rocnoguHa lMetepa Lennepa, pogusieroca 12.03.1967 r.,

pa6oTatouero no agpecy AnbTte LLITpacce 9, 65558 Xonbuxaiim,

NoATBEPAUBLLENO CBOI SIMYHOCTb NPeACTaB/EHUEM AeACTBYHOLLEr0 NacnopTa rpaxaaHnHa
depepaTmMBHOM Pecnybnmkn MepmaHus.

r. Inmoypr-Ha-JlaHe, 08 HosAA6psA 2021 T.

MeyaTb-CLUMBKA: L-p top. Hayk BonbraHr XogpmaHH
JOKTOp topuanyeckux Hayk (4.10.H) B. XopmaHH
HoTapuyc (nognwuce) HoTapuyc

Numbypr-Ha-JlaHe

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



Meyatsb:
Mpeacenatens OKPY>XHoOro cyga Jiumoypra-Ha- flaHe 1

ATIOCTUIb
(Faarckas KOHBeHUMSA 0T 5 oKTSA6psa 1961 roga)
1. CtpaHa: defiepaTuBHas Pecny6nvka MepmaHus
HacToawwii opmumnanbHblii LOKYMEHT
2. nofnucaH HOTapuycoMm JOKTOpoM BonbdraHrom XomaHHom B Jlumbypre
3. BbICTYMALLMM B Ka4ecTBe HoTapuyca

4. cKpenseH nevaTbio HoTapuyca JoKTopa BonbdraHra XogmaHHa B JIumbypre

Y [0CTOBEpPeHOo
. B Jlumbypre-Ha-JlaHe 6. 11.11.2021
. NpefcefaTenieM OKPY>XHOr0 cyfa

. 38 HomepoM 91alll-1337Ne 1098/2021

© 0 ~N o

. OTTUCK/NeyaTb
Meuatb: MpeacenaTenib OKPYXXHOro cyga Jiumbypra-Ha-JlaHe 1
10. Mognuck

Mpeacenarens OKPYXHOMO cyfa

/Mognuce/
(bek)

Meuatsb:
Mpepacepatens oKpyxHoro cyfa Jiumbypra-Ha-/laHe 1
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MepeBof AaHHOr0 TeKCTa C aHIMMIACKOTO 1 HEMELLKOT 0 A3bIKOB Ha pyCCKUI 13blK caenaH MHo™
nepesogunkonyOleansckum Cepreem Anekceesnyem,

Poccuiickas Pepepauus
"opog Mocksa
[BajuaTb 4eTBEPTOro HOS6PS ABe ThiCAYM ABajuaThb NEPBOro roga,
A, AkumoB 'ne6 bopucosuy, HoTapuyc ropoga MockBbl, CBUAETENLCTBYH
NoAMHHOCTb nognucu nepesoaynka Casanbckoro Cepres Anekceesnya.
Mognuck chenaHa B MOEM NPUCY TCTBUN.

JINYHOCTb NOANUCABLLENO JOKYMEHT YCTaHOB/EHA.

3aperucTpuposaHo BpeecTpe: No 77/09-H/77-2021- . n0,1/
YnnaueHo 3a A&BeTVieHie HOTapuaibHOro geiicTema: 400py6. 00 Kon.

-HUAK*,

; y/
CA-

\lWro 3 pga MPOHyMepoBaHO
W.CKpaMNBHOMIK mcT(a)(oB)
HoTapuyc
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Poccuiickaa ®egepayums
MNopog MockBa

[JBafuaTtb 4eTBEPTOro HOA6PA ABe ThicAYM ABajuaTbh n&fioi™ n
A, AicHVOB 'ne6 BopucoBny, HoTapuyc ropoga Mockebl, |\
CBUAETE/ICTBY BEPHOCTb KOMWUW C NMPeACTaB/IEHHOI0 MHE [

3a 0BaHoO B peectpe: Ne 77/09-H/77-2021-
epLleHne HOTapUasIbHOTO AENCTBIS: py6. 00 kon.

OHYMepOoBaHO, CKPernieHo

nuct(a) (oB)

HoTtapuyc
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