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MHCTPYKLUWNA NO MPUMEHEHUNIO
Habop peareHToOB A/151 KO/IMYECTBEHHOIO ONpeAesieHNsl akTUBHOCTU
rnaHKpeaTuyeckoi ammnasbl B CbIBOPOTKE M NiasMe KpoBu YenoBeka (Pancreas-Amylase liquicolor)

CsefieHuns 0 BblInycke.
[Jara nocnegHero nepecmotpa: 02-2023,

HAVMMEHOBAHNE

Habop peareHTOB A7151 KONMYECTBEHHOIO OMPEAENEHNS] aKTUBHOCTU MaHKpeaTU4ecKkol amuiasbl B CbIBOPOTKE U
nnasme kposu yenoseka (Pancreas-Amylase liquicolor)

(manee - Habop peareHToB «Pancreas-Amylase liquicolor», Ha6op peareHToB, Habop, nsgenve).

HA3HAYEHVE

Habop peareHTOB AN KO/IMYECTBEHHOrO OMNpefenieHns akTVBHOCTM NaHKpeaTM4yeckol amwuiasbl B CbIBOPOTKE U
nnasme kpoeu 4enoseka (Pancreas-Amylase liquicolor) npegHasHayeH [J/19 KOSIMYECTBEHHOTO onpeaeneHuns
aKTMBHOCTW MaHKpeaTM4ecKoi amMmnasbl B KPOBU 4vesioBeka (CbIBOPOTKE M nia3me) MeETOAOM CrnekTpoddoToMeTpun
Ha aHanusatope 6uoxummyeckom HUMASTAR 600. [519 npodecCcroHasibHOro NpUMEHeHNs B AMarHOCTUKE in Vitro.
MonynauMoHHble, Aemorpaduyeckme orpaHuyeHns NpUMEHeHUss MeANLUHCKOTO U34eins OTCYTCTBYIOT.

MNOKA3SAHUVA K MPUMEHEHWIO, MPOTUBOMNOKA3AHUA U MOBOYHbLIE ABNEHNA

MokasaHus - Habop peareHToB UCMOMb3yeTCs A/1s1 KOSIMUYECTBEHHOIO OnpeaesieHnst akTMBHOCTM NaHKpeaTuyeckoi
amusasbl B CbIBOPOTKE M N/la3Me KPOBU YesioBeka.

MpoTUBOMNOKa3aHWst U NOGOUYHbIE ABMEHNS Npu paboTe C U3e/IMEM HE BbISIB/IEHBI.

CNEUNPUNYECKAA NMATONOTNA, COCTOAHUNE WU PAKTOP PUCKA

AKTMBHOCTb MaHKpeaTW4eckol amwiasbl B CbIBOPOTKE W NJa3mMe KPOBM YesioBeKa, A1 KOJIMYECTBEHHOrO
onpeaeneHnst KOTOpol npegHasHavyeH Habopa peareHToB «Pancreas-Amylase liquicolor», He sBnsietcs
cneumgmryHbIM MapkepoM NaTonorMmn, COCTOSHUSA unm doakTopa pucka.

OnpegenexHve akTUBHOCTM MaHKpeaTU4ecKoin amuiasbl WCMONb3yeTcs AM1A AMArHOCTMKM W KOHTPOAS Tepanun
MPOLECCOB, BbI3BaHHbIX HapyLIeHNsIMM paboTbl MOLKENTYAOYHOW >Kenesbl, B 4aCcTHOCTU L1 AWAarHOCTUMKU W
MOHWUTOPVHIa Jfle4YeHWss OCTPOro naHkpeatuta un gnga audppepeHuymauumn naHkpeatuta OT APYrMX  OCTPbIX
abaoMVHaNbHbIX  PaccTpoicTB. PesynbTaT KOMMYECTBEHHOrO OMpeAesieHnss NaHKpeaTuyeckoh amwniasbl ¢
nomoLbto Habopa peareHToB «Pancreas-Amylase liquicolor» He MOXeT CNyXuUTb eAUHCTBEHHbLIM OCHOBaHUEM A5
MOCTAaHOBKM AmarHosa. [JuarHocTuka 3abosieBaHus, NPy KOTOPOM KOHLIEeHTpaums AaHHOIo aHasmTa BbIXOAWT 3a
npegensl  pediepeHcHOro AuanasoHa, OCYLWEeCTB/IAETCA M0 COBOKYMHOCTW  pe3y/ibTaToB  /1abopaTopHbIX,
NHCTPYMEHTA/IbHBIX U (DYHKLMOHASIbHbLIX UCCe0BaHNA, a Takke KIMHUYECKMX JaHHbIX,

MOTEHUMANBHBIE MOTPEBUTEJIN
Bpauu KnMHWYeckoii nabopaTopHOi AUArHOCTMKU U ApYrve CreumanucTbl B 06/1aCTV KIIMHUYECKOW N1aGopaTopHoii
fAnarHocTukn. TosbKo /1S NPOCHECCUOHAIBHOTO UCTIO/Ib30BaHMSI.

MPUHUWMM METOOA

Cy6ctpatr 4,6-atunmgeH (0O?) -p-Hutpodpenun (Gi) -1-O-manbTorentaos3ung (EPS-G7) pacuwennseTrca nop
JeicTBueM a-ammnasbl Ha pas/iyHble KOMMOHEHTbl. Ha BTOpON cTagumM 3TW KOMMOHEHTbI TMApPO/M3YyTCs a-
rNOKO3n4asol ¢ o6Gpa3oBaHMEM [/1H0KO3bl U M-HUTPOheHoNa. B TeuyeHun npenHkybaumm CrloHHast amunasa
n36bmpaTenbHO MHIMBUPYETCA MOHOK/IOH&JIbHBIMU @HTUTENaMK, B CBSA3M C YeM YBE/IMYEHUE ONTMYECKOW NMOTHOCTU
CBSI3aHO TOJIbKO C aKTMBHOCTbI MaHKpeaTU4eckoi amunasbl B Npobe npu AnnHe BoMHbl 405 HM, Ontuyeckasi
M/IOTHOCTb  PEakUMOHHON CMecM M3MEpSIeTCAa Mpu  WCMOJ/Ib30BaHUM  COOTBETCTBYHOLLEr0 CBeTouibTpa B
AHanunzatope 6uoxummnyeckom HUMASTAR 600.

Cxema peakumnu

a-Avunasa 2 9tunngeH-G5+2 G2PNP
5 EPS-G? + 5H2O <---------m-omeeo- >+ 2 3tunngen-G4 +2 G3PNP
+ Otnnnaen-Gs+ G4PNP

a-l'mokosngasza
2 G2PNP + 2 G3PNP + G4PNP +14 H2O < > 5 MapaHuTtpodgpeHon (PNP) + 14 ntokosa (G)
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COCTAB HABOPA

1 Pactaop bydepHbin (R1) 2 bnaxona no 100 Tecros
2 | Pactaop cyScetpara (R2) 2 nakora no 100 TecTos
3 UuHCTpYKUMS NO NpUMeHeHuio | 1 wr.

HaGop pearenToB paccuynTan Ha npoeepenue 200 TecTos.

COCTAB KOMNOHEHTOB HABOPA

KomnoHenT HaBopa CocTaB M KOHUEHTpauuA
Goods 6ydep 0,1 monb/n
Xnopua HaTpua 62,5 mmons/n
Xnopua mMarHust 12,5 mmonein
Pacrsop GycepHuid (R1) | a-Iniokosuaasa >25kE/N
MoHOKrIOHaneHBIE aHTUTeNna
K CRIIOHHON o-amunase > 31 wmr/n
A3ug HaTpus 0,95 rin
Goods Gydep 0,1 mons/n
Pacteop cybcrpara (R2) | EPS-G7 8,5 mmonu/n
Asng Harpus 0,95 rin

OBOPYAOBAHUE U MATEPUANDBI, HEOBXOAWMBIE ANA PABOTHI, 1 HE BXOAALUVE B COCTAB
HABOPA

. Ananusarop Ouoxumuuecknd HUMASTAR 600 ana  nabopaTopHO#W AWArHOCTMKM in vitro ¢
npuHagnexHocTaMM (B ToM wucne HaGop pearentos ans paseeaenns ans npeb (Diluent), npoussoactea HUMAN
Gesellschaft for Biochemica und Diagnostica mbH, Mepmanua (perucrpauwoHHoe ygocrosepenne Ne ®C3
2008/02214).

. HaSop mynerukanubpatopos Autocal, nponssoacrea HUMAN Geselischatt fir Biochemica und Diagnostica
mbH, Fepmanua (perncrpayuonHoe yaoctoeeperue Ne @C3 2009/04769).

YCNOoBUA XPAHEHUA W IKCMNYATALUWN, TPAHCNOPTUPOBKN

Xpanetne W akcnayaTauua

HaGop cneayeT xpaunTb Npu remnepatype or +2°C go +8°C.

HeeckpbiThie KOMAOHEHTH Habopa COXpaHAIOT CTabWNBLHOCTL B TEYeHWe BCEr0 CpoKa roRHOCTW Habopa (24
MECAUa), npu cOBNIOASHNN YCNOBUIA XPaHEHKS.

MNocne BCKPLITMA K YCTAHOBKU Ha GOPT aHanusaropa peareHTsl, BXOAALME B cocTag HaGopa, cTabunbHbl B
TeveHue 58 gHei.

He 3amopaxuBaTh HaGop!

Henvan ncnonoaosate Habop unu noGoi komnoHeHT HaGopa NOCNEe UCTEHEHNS CPOXA FOAHOCTH,

U3nenus, XpaHMBLUKECH C HapyLLEeHWeM YCNOBUA XPAHEHUS, NPUMENBHWIO He NOANEeXaT.

TpaxcnopTHpoBka

TpaHCNOPTUPOBKA W3A4eNUs MOXET OCYLUECTBNRTBCA S8COMM BUASMH TPAHCNOPTa B KPbIThIX TPAHCNOPTHBIX
cpeacTeax 8 COOTBETCTBUN C NPaBUNaMu NEPEBo3oK, ASACTBYIOLMMI HAa TPAHCNOPTE AaHHOMO BUAA.
TpaHCNOPTUPOBKA BOIMOXHA TONLKO ¢ COBNIDASHUEM YCNOBUIA XpaHeHun (Temneparypa or +2°C go +8°C).
HM3nenus, TPAHCNOPTUPOBAHHLIE C HAPYLUISHWEM TEMNEPaTYPHOrO PeXmMMa, NPUMEHEHMIO He NoANexXar.

TAN OBPA3LA. B3ATUE, NOANOTOBKA U CTABWIbHOCTR OBPA3LA

Tun oSpasua: Cusoporka, renapuHusnposakHan unu STA-NNa3Ma KPoBK Yenosexa.

Npoueaypa B3IATHMA ® nogrotrosxu oGpa3ua: lMpouesypa 839TMA M NOAroToBKM OGpasua GMOROrUMECKOro
Mmarepuana K WCCNefoeaHWwd OCYLLECTBNAETCA B COOTBETCYBMU ¢ Tpebomannamu FOCT P 53079.4-2008
«TexHonorun nadoparopHuie knuHuueckne, ObecneyeHue KauecTsa KNMHUIECKMX NAGOPaTOPHBIX UCCNER0BaHWN.
YacTe 4. Mpasuna BeAEHWA NpeaHaNUTUYECKOro aranas. CneAysT TaKke NPUAGPKUBAETBCR PEKOMEHAALMNA,
COAGPXKALLUXCA B MHCTRYKUMWAX MSFOTOBUTENA NO uCnonb3osaHmio npoBupok ana cBopa obpasuos.

Ans nony4exuA NNamul KPOBU MOTYT MCNONL308aTLCR NPOGHPKM ¢ Li-renapuHom, Na-renapuHom, TA-K2 unu
IATA-K3.

Crabunbnocrh: OGpasubl NaUMeHToB, NPeaHasHaveHHbIe ANA MCCNeA0BAHNA, MOTYT XPAHWTLCA 20 7 AHER npu
TemnepaTtype oT +20°C o +25°C, no 1 Mecsua npu Temnepartype or +2°C g0 +8°C 1 80 1 roga npw Temnepatype
20°C. NoeTopHan 3amopoaka 0Gpa3LOB HE AOMYCKAeTCH.

TpaxcnopTupoeka 06pasLos AONYCKAETCH B YCNOBHAX XPAHEHUS.
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NnoAroToBKA N CTABW/IbHOCTb PEATEHTOB
PeareHTbl roOTOBbI K MCMO/Ib30BaHUIO 1 MOTYT GbITb YCTAHOB/IEHbI HEMOCPEACTBEHHO Ha GOPT aHasIM3aTopa.

MPOBEAEHNE AHAJTN3A

Mpu npoBegeHUN aHam3a Ha aHanusatope broxummnyeckom HUMASTAR 600 ocyLecTBASIETCA KOMIM/IEKC
npoueayp, NpeayCMOTPEHHbIX MHCTPYKUMEN Nosib3oBatens K npubopy. OHM BKIKOUAIOT criedytoLwme atanbi:

1) YcTaHoBKa (DNakoHOB C peareHTamy B KONeco A1 peareHToB aHanusatopa 6uoxmmmyeckoro HUMASTAR 600.
2) YctaHoBka npob nauneHToB (KOHTPO/eR) B Koneco A4nsa npob aHanmnsatopa 6uoxummyeckoro HUMASTAR 600.
3) BBOA, AaHHbIX NPo6, Ha3HaveHue TecTos (Npw noaxaroyeHnn K JINC atan OCyLLEeCTBAETCA aBTOMaTUYeckn) B
nporpamMme npubopa.

4) 3anyck aHanM3a OCYLLECTBAETCA HaXaTVeM KHOMKM C PUCYHKOM K/THoua.

5) KOHTPO/b BbINOSIHEHWS TECTOB.

6) MpocMoTp 1 NPUHATUE pe3yNbTaToB TECTOB.

7) MeyaTb 6/1@aHKOB Pe3y/LTATOB.

KAJITMBPOBKA

[ns kannbpoBKM faHHOro MeToda MCNosb3yeTcst Habop MynbTuKannbpaTopoB Autocal, npomssoactea HUMAN
Gesellschaft fur Biochemica und Diagnostica mbH, MepmaHus.

ATTECTOBaHHOe 3HauyeHne gnsa metoga EPS-G?, ykazaHHOE B MHCTPYKUMU K My/IbTUKaNNMbpaTopy, AO/MKHO ObiTb
BBEJEHO B nporpammy aHasmsaTopa.

3HayeHne naHKpeaTnyecko ammnasbl B My/ibTMKanimbpaTope Autocal onpegeneHo ¢ ucnosb3oBaHnem EPS-G?
MeToa.

CTabunbHOCTb KaNnMbpoBKM 56 AHeiA.

KannbpoBky criefyeT NpoBOAUTbL B CeyoWwmnx cryyasx;

- 3HAYEeHNs KOHTPOSbHbIX MaTepuanioB He nonajatoT B AONYCTUMbIA AManasoH;

- MpY cMeHe floTa Habopa peareHTos;

- COrNacHo NpPUHATLIM TpeboBaHUAM naboparopuu;

- MOC/Ie OKOHYaHWS CpoKa CTabuibHOCTU KaJInbpOBKM

PACYET PE3YJIbTATOB
AHnanmzatop 6uoxmmmnyecknii HUMASTAR 600 aBTOMaTMYeCku NPOBOAUT BbIUYMC/IEHME aKTVBHOCTY aHauTa B
npob6ax.

JAHHbBIE O MNMPOCJIEXXMBAEMOCTU
HenprmeHumo.

KOHTPO/Ib KAUECTBA

[na  KOHTpoNs kayecTBa WCNO/Mb3YATE HWKENepeuuc/ieHHble PeKOMeHAyeMble KOHTPOJibHble MaTepuasibl
npounssoactea komnaHum HUMAN Gesellschaft fur Biochemica und Diagnostica mbH (Habop KOHTPO/bHbIX
mMaTepuanoB (Humatrol N) n Habop KoHTponbHbiXx MaTepuasioB (Humatrol P), PY Ne ®C3 2008/02395, Hab6op
KOHTPO/IbHLIX MatepuanoB Hopma (Serodos) un Habop KOHTPOMbHbLIX MaTepuanoB natosnornsa (Serodos Plus). PY
Ne ®C3 2010/08794). [lonyyeHHble 3HAYEHUS [AO/MKHbI HaxXOAUTbLCA B YCTAHOB/IEHHbIX Mpedenax. Kaxgas
nabopatopusa [o/mkHa obecneunTb KOPPEKTUPYIOLWNUIA MeponpuaTua B Criydae, €Cnv 3HaYeHUs BbIXOAAT 3a
YCTaHOB/IEHHbIE Mpeaensl.

PE®EPEHTHbLIE 3HAYEHWNA

Hwxe npeacTtaBneHbl pedbepeHTHble AuanasoHbl Ansi uccnegyemoro aHanmTta. OfHaKo PEKOMeHAyeTcsi, YToObl
Kaxgas nabopatopusi  CamMOCTOSITE/IbHO — YTOYHs/Ia  rpaHvubl  pedhepeHTHOro  AuvanasoHa € Yy4eToMm
Aemorpamyecknx 0Co6eHHOCTEIA.

Tun obpasua Bo3pacTt BHecucTtemMHble eanHNLbI EanHuubl CA
cblBOpOTKa/nnasma B3pocC/ible <53 E/n <0,88 mkkat/n

AHAJTUTUYECKUME XAPAKTEPUCTWKK
AHanuTuyeckas 4yBCTBUTE/IbHOCTL (Npeaesn 0O6HapyXeHus)
Mpenen obHapyxeHus: 0,93 E/n.

TOYHOCTbL U3MepeHUs
. MpeunsnoHHOCTb

MoBTOpsAeMOCTb: kOaddhmumeHT Bapraunn (BHyTpucepwuiiHbiii) CV s 5 %.
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BocnpoussoaMocTb: KoaddhmumeHT Bapuauym (MexcepuiiHblil) CV ~ 5 %,
. MpaBUNbLHOCTb
OTHOCUTENIbHOE OTK/IOHEHWE CPEAHUX 3HAYEHWUIA aHa/IMTa OT LLe/IeBOro 3HavyeHns <10%.

JInHeHOCTb

MeTopg, nnHeeH B avanasoHe ahnsHocTu 5 - 2300 E/n (0,08 - 38,3 mkkart/n).

Mpobbl C aKTMBHOCTLIO Bbille AOMYCTUMON FpaHuUbl AuanasoHa AO/MKHblI ObiTb pasbaBneHbl U3M0N0TNYECKNM
pacTBopoM WM HabopoM peareHToB A pasBegeHuns ans npob (Diluent) npoussoactea HUMAN Gesellschaft fur
Biochemica und Diagnostica mbH, Nepmanus. [JaHHas npoueaypa NpoBOAMTCS aHa/IM3aTOPOM B aBTOMATUYECKOM
pexvuMe B COOTBETCTBUM C 3KCMN/yaTaLMOHHONM AOKYMEHTaLEN.

MeTop cpaBHeHUA

Mpy cpaBHUTESBHBLIX UCCNEefOBaHMAX KIMHUYECKNX 06pa3uoB C¢ ucnosb3oBaHnem Habopa peareHToB «Pancreas-
Amylase liquicolor» Ha aHanu3atope HUMASTAR 600 n Ha6opa peareHToB Pancreatic amylase, npov3soicTsa
Diagnostic Systems GmbH, FepmaHus, Ha 6uoxmmunyeckom aHanmsartope Hitachi Modular, npoussoactea Roche
Diagnostics GmbH, koppensiums coctasuna r = 0,9994. 3HaunTesIbHbIX OTK/IOHEHUA HEe Ha6MAAI0Ch, YpaBHEHNE
perpeccumn: Y = 1,03372 X + 0,0529 (E/n).

BnuvsiHne nHtepdepunpyroumx BeLecTs

Ha pesynbtar tecta He BAWSET NPUCYTCTBME Cnefylowmx MoTeHUMasribHO UHTepdepupyowLmMx BeLecTs B
yKa3aHHbIX KOHUeHTpauusx: ounupybuHa - no 60 mr/gn, remornobuHa - go 500 mr/gn, nHtpanunugos - 4o 1000
mr/gn, Tpurauuepvaos o 2000 mr/an, ackopbyuHoBoi kucnoTel - Ao 30 mr/an.

[JnarHoctnyeckas 4YyBCTBUTENIbHOCTb
HenpumeHnwvo.

[JnarHoctuyeckas cneyMdnyHOCTb
HenprmeHumo.

OrPAHNYEHNA METOLOA

1. OcTaTouHas aKkTMBHOCTb C/IOHHOI a-aMuniasbl cocTaBnsieT Ao 3%. KpaiiHe peako 3aBblleHHbIe 3HAYEeHUs
aKTVIBHOCTM C/IHOHHOW ammniasbl MOTyT MPUBOAUTL K 3aBbILLIEHWIO aKTVBHOCTY MaHKpeaTMyeckoil amunasbl. o,
MPUCYTCTBYIOLLWIA Ha KOXe, U C/loHa codepXaT a-aMunasy. V36eraiite KOHTaKTa peareHToB C KOXeii 1 C/IoHOIA.

2. B peakux cnyyasix raMmanatiisl y naumeHToB MOXET NPUBOAUTL K MOJTyHEeHUI0 HEKOPPEKTHbIX Pe3y/bTaToB.

2. XXenToBaTtoe okpaluMBaHue, KOTOpoe MOXET npuobpeTaTth B TeueHne cpoka rogHocT PacTteop cy6eTpata (R2),
HE BNUSIET Ha €ro MpPUroHoOCTb.

MPEAYNPEXAEHNA N MEPbI NMPEAOCTOPOXXHOCTW

M3pgenune npegHasHavyeHo TOMbKO A/19 AUArHOCTUKM in vitro.

V3genve npegHa3HavyeHo TOMbKO 4718 UCNO/b30BaHNA B 1abopaTopHbIX YCNOBUSAX.

Meped WCNo/b30BaHMEM MOJIHOCTbIO MpoOYMTaiiTE MHCTPYKUMIO. BO n3bexaHme MoMyyeHnss HEBEPHbIX WU
OLLIMBOYHBIX Pe3yNbTaToB CTPOro creayiite MHCTPYKLMN.

He ncnonb3yiite KOMMNOHEHTbI Habopa Mo UCTeYeHUn Cpoka rogHOCTU, YKa3aHHOro Ha aTUKeTKe Habopa.

He ncnonb3yitte Habop Npu Ha MUY BUOUMbIX MOBPEXAEHUIA YNAKOBKN.

Cnepynte cTaHOapTHbIM Mepam MpefoCTOPOXHOCTN, HEOo6XOoAMMbIM AN paboTbl C peareHTamu M obpasuamu
NauyeHTOB.

XpaHuUTb TOJTbKO B OPUTMHAJTbHBIX EMKOCTSIX.

Mpn pabote ¢ Habopom peareHTOB WMCMNOMb30BaTb CpPeAcTBa WHAMBUAYasIbHOW 3alimTbl (MeAUUMHCKWIA Xanar,
nepyartku).

He gonyckaTb nonagaHus peareHToB B /1a3a Win Ha Koxy. MNpy nonagaHuun B rfiasa; 0CTOPOXHO MPOMbITb BOAOW B
TeYeHne HeCKOSTbKUX MUHYT. YAa/UTb KOHTaKTHbIE JIMH3bI, €C/IM OHU UMETCH, Y NPoAO0/HKUTL NpoMbIBaHue. Mpu
pasgpaxeHun rna3 obpatutbcsa K Bpady. pu nonagaHuy Ha KOXy: CMbITb BOZOW. [lpy pasgpakeHun Koxu
06paTnTLCS K Bpady.

TEXHNYECKOE OBCNYXVUBAHVE U PEMOHT
JaHHoe u3aenme He NOANEXUT TEXHUYECKOMY OBC/TY)XMBAHWIO U PEMOHTY.

YTUIN3ALMSA

Habop [0/KeH 6biTb YTUNM3UPOBAH MOCME OKOHYaHWSI CPOKa FOAHOCTV WM MO OKOHYaHUM €ro MCMosib30BaHuS.
YTunuzauusi Habopa, ero KOMMNOHEHTOB W YNaKOBKM A0/MKHA OCYLLECTBAATLCS B COOTBETCTBUM C YCTAHOB/IEHHbIMY
B na6opaTopuum npaBuWnamy  ytuausauum  6uonormdeckux  otxogoB. C  uccnegyembiMu  o6pasuamu,
KanimépaTopamMyl, KOHTPOMAMM crieflyeT 06pallaTbCa Kak C NOTeHUMasnbHO MHMULMPOBaHHLIMU MaTepuaniamm.
OHM MOTYyT coflepXaTb OMacHble BELLECTBA YE/IOBEYECKOTO NMPOUCXOXAEHUS.
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Jliobble pacxofHble Martepuvabl [O/DKHbl ObiTb 06€e33apakeHbl, MOMELLEHbl B KOHTElHep 415 6MO0rmyeckm
OTXO[0B W Ae3NHULMPOBAHbI C MOMOLLBI0 YTBEPXAEHHbLIX Mpoueayp, nocneayolwan ytunmsaumsa [Ao/mkHa
MPOXOAWTL B COOTBETCTBMU C MECTHLIMWU/TOCY4aPCTBEHHBIMU HOPMaMU.

MoTpebuTenbckaa ynakoBka NOLMIEXWT YTUIM3aLUM Kak Knacc A «3nuaemmnosnornyeckn 6esonacHble oTXofbl, No
cocTaBy npubnmkeHHble K TKO» B cootBeTcTBMM ¢ CaHlnH 2.1.3684-21.

O6pasylowpecss oTxoAbl Npu Ucnosib3oBaHUM Habopa peareHTOB, HEWCNOSIb30BaHHblE peareHTbl U o/1aKoHbI
yTunu3npoBatb Kak Knacc b «anugemuosniornyecku onacHble oTxofbl» B cooTBeTcTBuMM € CaHlnH 2.1.3684-21
"CaHuTapHO-3anuaemMmosnornyeckne TpeboBaHns K COLEPKAHNIO TEPPUTOPUIA TOPOACKMX U CEMbCKUX MOCENeHUR, K
BOAHbIM OObeKkTaM, NUTLEBOW BOAE W MUTLEBOMY BOAOCHAOXEHWIO, aTMOCEpPHOMY BO3AyXy, MO4YBaM, XWU/bIM
MOMELLEHNAM, 3KCnJlyaTaumn Mnpov3BOACTBEHHBIX, OOLLECTBEHHbIX MOMELLEHWA, OopraHusauum W NpOoBeAEHUIO
CaHNTapHO-NPOTMBO3NUAEMNYECKUX (MPOOUIAKTUUYECKNX) MEPONPUATIIA".

CPOKTOOHOCTHU

CpOK rogHocT Habopa - 24 mecsua. HaGop w/wam KOMMOHeHTbl HaGopa HeoGXOAMMO WCMOoMb30BaTb A0 AAThl
«ofeH J0», yKa3aHHO Ha yrnakoBke. He NpuMeHsITb Mo UCTeUYeHMo 3Toi aaTbl. CPOK CTabWUIbHOCT HEBCKPbIThIX
peareHTOB COOTBETCTBYET CPOKY FOAHOCTU M COCTaBASIET 24 Mecsua.

TAPAHTUMHBIE OBA3ATE/IbCTBA

MapaHtus HUMAN Gesellschaft fGr Biochemica und Diagnostica mbH, F'epmaHusa geiicTByeT TONbKO MpW YC/10BUU,
4TO HAbop UCMO/b3YyeTCs B COOTBETCTBUM C MHCTPYKUMEN MO npuMeHeHuo. Bce npegynpexaeHus, cogepxalumecs
B MHCTPYKUMM NO MPUMEHEHWIo, cnefyeT cuMTaTb Heobxoaumoi uvactblo rapaHtum HUMAN Gesellschaft fur
Biochemica und Diagnostica mbH. HUMAN Gesellschaft fur Biochemica und Diagnostica mbH o6ecneunBaet
rapaHTUIO Ha CBOM U3Aenust A0 gatbl «lfofeH [0», yKasaHHOW Ha ynakoBke. B criyyae BbISBNEHUS KakMX-M60
OeheKTOB YNakoBK/ WNM camux M3ennii cesxutecb ¢ npeactasutenamm 3A0 “AHAJIMTUKA", saBnswowerocs
YyNo/sHOMOYEHHbIM npeacTtaButenem komnaHun HUMAN Gesellschaft fur Biochemica und Diagnostica mbH B
Poccuiickoii degepaunn.

MPA®UNYECKNE CNMBOJIbI, NCIMOJIb3YEMBIE HA MAPKPOBKE HABEOPOB

CumBon Paclndposka
| ref| Howmep no katasiory
|1ot] Kog, naptum

2 Mcnonb3osaTb 80

MNpegen Temnepartypsbl

CoAepXnMoro AoCTaTouHo /15 NPOBEAEHMS

V n-KonuyecTsa TECTOB
||V D| MeAnuuHcKoe nsgenve Ans ANarHoCTUKK in vitro
LLl O6paTtnTeCch K MHCTPYKLMK N0 NPUMEHEHNIO
C € Mapkuposka CE

SuB PactBop cybcTpaTa

BUF PacTtBop 6ytepHbIii
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NPOU3BOAUTENDL U PA3PABOTHYUK

HUMAN Gesellschaft fur Biochemica und Diagnostica mbH (Xyman NesenswadT diop buokemuka yHa
Ownarnoctuka M6X), Max-Planck-Ring 21, 65205 Wiesbaden, epmarus

TenedoH:; +49 6122 9988-0, +49 6122 9988-100

MECTO NPOU3BOACTBA
Max-Planck-Ring 21, 65205 Wiesbaden, NepmaHxus

YNOAHOMOYEHHbIW NPEACTABUTEND HA TEPPUTOPUN POCCUACKOW ®EAEPALIUKA
3akpbiToe akumoHepHoe obwecteo "AHAJIMTUKA" (3A0 “AHAINTUTUKA")

Opuanyeckun u pakTuneckun agpec: PO, 129343, r. Mockea, npoesg Cepebpsikosa, 4. 2, kopn. 1
Aapec ans koppecnoHaeHuvun: PO, 129343, r. Mocksa, a/a 93

Tenedon: (495) 737-03-63, (800) 200-19-89

dakc: (495) 737-03-65

cawT: www.analytica.ru

E-mail: info@analytica.ru
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CNUCOK MEXAAYHAPOAHbLIX CTAHAAPTOB/ HOPMATUBHbIX AOKYMEHTOB,
KOTOPbLIM COOTBETCTBYET MU

Ne | Crangapr

Ha anrnunuckom

Ha pycckom

1 | ENISO 156223-1

Medical devices - Symbols to be used
with medical device labels, labeling
and information to be supplied. Part 1:
General requirements

WU3nenua meanumHckwe. Cumsone!,
NPUMEHREMbIE NPY MApPKUPOBaHWN Ha
MEeAULIMHCKNUX U3AENnAX, STUKETKaX 1 B
CONpPOBOAUTENBHOW AOKYMEHTaLWW.
YacTs 1, OcHoBHble TpeboBaHwa

2 {ENISO 1811341

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

U3pnenus meanumnHCKne AN ANarHoCTrKK
in vitro. UHpopmaums, npegocTaBNAemMan
npoussoguTenem (Mapkuposka). Yactb
1, TepmuHbl, onpeaenexus v obuwve
TpeboBaHua

3 [ ENISO 18113-2

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

N3genus meanuuHcKkue 4NA AnarHoCTUKK
in vitro. UHdpopmauun, npegoctasnaeman
npoussoguTeneM (Mapkuposka). Yacte
2, PeareHnTbl gns AnarHOCTrKK in vitro anA
npodHeccUoHanbHOro NPpUMeHeHWs

4 | ENISO 23640

In vitro diagnostic medical devices -
Evaluation of stability of in vitro
diagnostic reagents

Uspenus meauuuHcKue AN AnarHoCTUKK
in vitro. Ouexka cTabuNbHOCTH peareHTos
ANA AWArHOCTUKMW in vitro

5§ | ENISO 13485

Medical devices - Quality management
systems - Requirements for regulatory
purposes

WU3nenusa meauumnHckue. Cucremsl
MeHeaXMeHTa kavecTea. TpebosaHun
ANS uenen perynnposaHus

6 | ENISO 14971

Medical devices - Application of risk
management to medical devices

U3penna meavuuHckue. NpumereHve
MEHeKMEHTa PUCKa K MeAULIMHCKUM
U3nENUAM
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T meme e

Unterschrift von

Dr. Torsten B&rchers,

geb. am 19.04.1962,

geschiftsanséassig Max-Planck-Ring 21,
65205 Wiesbaden

wohin sich der Notar auf Ersuchen des
Erschienenen begeben hat

- mir persdnlich bekannt -,
Der Notar fragte nach einer Vorbefassung
im Sihne des § 3 Abs. 1

Ziff. 7 BeurkG. Sie wurde von dem
Erschienenen verneint.

sbaden, den 21. Februar 2023

~T. K8

Roll of Deeds No.  126/2023 C.

The above, acknowledged before me
signature of

Dr. Torsten B8rchers,

born on 19* of April 1962,

based at Max-Planck-Ring 21,

65205 Wiesbaden

where the notary has gone at the request
of the person who has appeared

- who is personally known to me -,

Upon the question by the Notary Public
in accordance with sect. 3 para. 1 of the
German Notarization Act (Beurkundungs-
gesetz), the person appearing replied that no
such prior involvement existed.

Wiesbaden, dated on
21% of February 2023

Notar/Notary Public

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Xymau
Iesenswwadr ¢rop buokemuka
yHa Jluarsoctuka M6X

Makc-InaHk-Punr 21.
65205 Bucbdanen, 'epmanna
Tenegon +49 6122 9988-0
®akc -49 6122 9988-100

3KcnnyaTauuonuan AOKYMEHTAUHA HA MCAHUHHCKOE H3Q€/IHE

Habop pearenToB 118 KOJIH4ECTBEHHOr0 Onpe/e/ieHHA AKTHBHOCTH NaHKPeaTHYeCKo# aMHIa3bl
B CLIBOPOTKE H MJ1a3Me KpoBH 4esnoBeka (Pancreas-Amylase liquicolor)

Bucbanen, 21 dpespans 2023

Xyman l'esenvwadT prop Bruokemuka yna [luarHoctuka M6X

/noonucy/

Jp. Topcren bépxepe

Buue- npe3uaeHT no Bonpocam peryauposanus U obecneyeHus KauecTsa

/LImavin/

XyMmaH

[esenbwmadt dprop buokemuka

yHA AnarHoctuka m6X

Makc-Ilnauk-Punr 21,

65205 Bucbaneu-enbkenxaiim, epmanus

Yupasasiounit: ;1p. boéph bpet Mex.tynapo.iHbiit Ne komnanuu 40 33145 www.human.de
000006

Hpeaeeaare.ns conera: Jlopenit doun 1lpeaep lloura: human @ human.de
WHH: DE11385418)

Perucrpatmonnnii ey Bucbaten HRB 10782
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PeectpoBbini Ne 126/2023 C.

HacToswmm yaoCTOBEPSAD BbIWECTOALWYHO NOA4NUCb, MOCTABAEHHY0 COOGCTBEHHOPYYHO

Ap. TopcTteHoOM BEépxepcom,

19 anpensa 1962 r. p.,

CNnyXeb6Hbln agpec: Makc-MnaHk-PuHr 21,

65205 BucbaaeH,

roe v opopmsieHo HoTaprasibHOe 3aBepeHue No Npocb6e Bblleyka3aHHOro nuuya,

- JINYHOCTb €ro MHOW yCTaHOBJIEHA.

Ha Bonpoc 0 3aMHTepecoBaHHOCTM HOTapuyca B npeameTe HOTapuasibHOro [AelicTBus

cornacHo 8§ 3, pasgen 1, Ne 7 3akoHa 06 ycTtaHOBAEHUM 065a3aTeNbHON (POpMbl AOKYMEHTaL NN
OblN faH oTpuuaTesibHbI OTBET.

BucbageH, 21 deBpansa 2023 .

/noagnucb/
K. Kacc
HoTapuyc

TucHeHasn nevaTsb: Kpuctohpep BeHeankt Kacc * Hotapuyc B BucbageHe

D20/327-23
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AMOCTUNb
(Faarckas koHBeHUMA OT 5 okTAGPSA 1961 r.)

1 CtpaHa: ®epepaTtuBHasa Pecnybnuka NepmaHus

Hactoawmnin odonumnanbHbli JOKYMEHT

2. nognucaH; Kpucrtogepom Kaccom

3. AelcTBYOLWMM B KayecTBe: HoTapuyca

4, cKkpenneH nevatblo: HoTapuyca Kpuctocgepa Kacca B BucbageHe
/ YpoctoBepeHo

5. B BucbageHe

6., 24 cheBpansg 2023 r.

7. Mpeacepartenem 3emesibHOrO cyga

8. 3a Ne91 Ef402/2023.

9. MevaTs: 10. Moanwuce:

fepboBas neyaTb; /nognucb/

Mpencepatens 3emenbHoro cyga B Bucbapexe, 4 Op. MeHnxodep

FepboBas NevyaTb Ha CLUMBKE: 3eMesbHblii cyg B BucbageHe, 51

TeKcT AaHHOTo AO0KYMeHTa nepeBen C HEMELKOrO M aHI/IMIACKOro A3blKOB Ha PYCCKUiA S3blK
nepeBoaunk NleBawoBa AHHa HOpbeBHa.

Poccuiickaa ®epgepauyms.
opon Mocksa.
[ecaTtoro anpens gBe TbiCA4YM ABajuaTb TpeTbero roga.

#, EgokoBa CBeTnaHa lBaHoBHa, HoTapuyc ropoga MOCKBbI, CBUAETENILCTBYHO MNOAJ/IMHHOCTb
noanucu nepesogyuka SleBawoBoii AHHblI KOpbEeBHbI.

Moanucb caenaHa B MOEM MPUCYTCTBUN.

JInyHocTb nognucaBLlLEero 4OKYMEHT yCTaHOBJ/IeHa.

3apeructpupoBaHo B peectpe: Ne 77/184-H/77-2023-1-
Ynna4yeHo 3a CoBepLUeHMEe HOTapuanbHoro gencrtensa: 400 py6.
; C.WN. EpokoBsa

Vi
IR
\// K4

1
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Poccuiickaa ®epepaums
Fopog Mocksa.
[JecAtoro anpens Ase TbiCaun ABajUaTtb TPETbero roga.

{1, EpokoBa CBeTnaHa VBaHOBHa, HOTapuyc ropoga MoCKBbI CBUAETE/IbCTBYHO BEPHOCTb
KOMUM C NPeACTaB/IEHHOTO MHE AOKYMEHTA.

3apeructpuposaHo B peectpe: Neo 77/184-H/77-2023-1-715

YnnayeHo 3a COBepLUeHne HOT ManbHOro gerictens: 1200 py6

C.N. EpokoBa

Bcero npoluHypoBaHo, npoHymepoBaHo
N CKPEeneHo ney” b0 OAMHHAALATbL JINCTOB.
HoTapuyc
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