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WHCTPYKUNA no NPUMEHEHUIO
Habop peareHTOB 418 KOJIMYECTBEHHOrO onpeaeneHna akTMBHOCTU ramma-I' T
B CbIBOPOTKE W nnasme KpoBu venoseka (ganima-GT liquicolor)

CefieHus 0 Bbinycke
Jara nocnepgHero nepecmotpa: 02-2023

HANMEHOBAHVE

Habop peareHTOB [/19 KO/IMYECTBEHHOrO ONpefeneHnst akTMBHOCTM ramma-I'T B CbIBOPOTKE W Mnasme KpoBu
yenoBeka (gamma-GT liquicolor) (ganee - Habop peareHToB «gamma-GT liquicolor», Habop peareHToB, Habop,
nsgenue)

HA3HAUEHVE

Habop peareHTOB A/151 KOMMYECTBEHHOIO ONpedesieHnss akTMBHOCTU ramma-I'T B CbIBOPOTKE W Na3me KPoBU
yenoeka (gamma-GT liquicolor) npegHasHayeH [Ans1 KOIMMECTBEHHOTO OMpeaesieHust akTMBHOCTW ramma-
rnyTammnTtpaHcgepasbl  (ITT) B KpoBM  4enoBeka (CbIBOPOTKE M MAa3Me) MeToaoM  (DEPMEHTHOINA
crnekTpohoToMeTpMM Ha aHanmdaTope 6umoxmmmdeckom HUMASTAR 600. 15 npodheccnoHasibHOro npuMeHeHns
B AMarHocTuke in vitro. MonynsunoHHble, AeMorpagmyeckme orpaHMYeHns NPUMEHEHUS MeAULIMHCKOro m3genwus
OTCYTCTBYHOT.

MOKA3AHVA K MPUMEHEHWIO, MPOTUBOINOKA3AHNA N NMOBOYHBLIE ABJTIEHNA

MokasaHus: HaGop peareHToB MCNOMb3yeTcs /19 KOSIMYECTBEHHOIO OnpeaesieHnss akTMBHOCTM  ramma-
rayTaMmunTpaHcgepasbl B CbIBOPOTKE U MN/1a3Me KPOBY YesioBeka.

MpoTnBOMNOKa3aHUsA 1 NOBGOYHbIE SIBJIEHUA MPU PaboTe C U3AEIMEM HEe BbISIB/IEHBI.

CNEUNPUNYHECKAA MATONOTINA, COCTOAHNE U ®AKTOP PUCKA

AKTVBHOCTb ramma-rinyraMmmaTpaHcgepasbl B CbIBOPOTKE W M1a3Me KpPOoBM YesioBeka, /19 KOJMYECTBEHHOrO
onpeaeneHnst KOTopoli npeaHa3HayeH Hab6op peareHToB «gamma-GT liquicolor», He siBnsieTcs cneumduyHbIM
MapkepoM NaTosiorMm, COCTOAHUA WK dhakTopa pucka.

OnpepgeneHne akTMBHOCTU ramma-I'T MCnosb3yeTcsa Npu KOMMJIEKCHOW AMarHOCTMKe 3ab0/ieBaHWini MEYeHn W
renatoéunvapHoro TpakTa. VI3MeHeHWe aKTUBHOCTM ramma-I'T B KpoBW He ABASEeTCs cneuuduyHbiM - 41s
KOHKPETHOI naTtonormn. PesynbTaT KOIMYECTBEHHOrO onpefenieHns akTMBHOCTM ramma-I'T ¢ nomollbio Habopa
peareHTOB «gamma-GT liquicolor» He MOXeT CNyXWTb €OUHCTBEHHbIM OCHOBaHWEM A1 MOCTaHOBKM AMarHosa.
[varHoctuka 3abonieBaHusl, NpU KOTOPOM akTMBHOCTb [AHHOIO aHasiMTa BbIXOAWUT 3a npegesibl pediepeHcHOoro
AvanasoHa, OCyLeCcTBNSeTCA N0  COBOKYMHOCTU  pe3ynbTatoB  N1abopaTopHblX, WUHCTPYMEHT&/IbHbIX 1
PYHKLMOHANBHBIX UCCNeA0BaHUIA, a Takke KIMHUYECKUX AaHHbIX.

MOTEHUMANBbHBLIE NMOTPEBUTENN
Bpaun KInMHMYEeCKoin nabopaTtopHOli ANarHOCTUMKM U Apyrne cneynanucTbl B 061acTM KNUHMYECKol nabopaTopHo
AnarHocTukn. TOsbKO AN NPOGIECCUOHAIBLHOIO MCMOMb30BaHUS.

MPUHUNIMT METOOA

KWHETUYECKMI KONOPMMETPMYUECKMIA MeToA ANsi onpedeneHnss aktTuBHocTM ramma-I'T no Persijn & van der Slik.
CraHfapTM3oBaH OTHOCMTE/IbHO MeToha, pekoMeHAOoBaHHOro MexayHapogHol depepaumeid no KnnHuyeckon
Xumun (1FCC). OnTnyeckas NAOTHOCTb peakLMOHHOW cMecy U3MepsieTcsl Npu Ucnonb3oBaHuM ceeTodunbTpa 405
HM B AHanmzaTope 6uoxnmmyeckom HUMASTAR 600.

CXEMA PEAKLUAN
1-ramma-rnytTamun-3-kapookcu-4-HUTpoaHUNng, rAMUMA-rTANUMH - ========>

ramma-I'T
L-raMMa-ITIyTaMVIﬂ-I'ﬂVILJ,VIﬂFﬂVILI,VIH + 5-aMVIHO-2-HVITp068H30aT

COCTAB HABOPA PEAITEHTOB

1  PactBop 6ydepHsbiii (R1) 2 chnakoHa no 100 TecTtoB
2  PactBop cy6cTtpata (R2) 2 chnakoHa no 100 TecToB
3 VHCTpyKuMA No npuMeHeHuo 1w

BapuaHT ncnosiHeHus 1 Habopa peareHTOB paccuntaH Ha nposefeHue 200 TecToB.
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BapwvaHT ncnonHeHusa 2

1 PactBop 6ydepHbliii (R1) 3 chiakoHa no 250 TecToB
2 PactBop cybeTpaTa (R2) 3 dhnakoHa no 250 TecToB
3 VIHCTpyKUMA Mo NpUMEHeHuto 1um

BapuaHT ncrnonHeHus 2 Habopa peareHToB paccuvTaH Ha nposegeHune 750 TecToB.

COCTAB KOMIOHEHTOB HAEOPA

KomroHeHT Habopa CocTtaB 1 KOHUeHTpauus
TPWC o6ydhep 125mmonb/n
PacTtBop 6ycdhepHsbiii (R1) ramumArnnumH 150mMmorb/n
A3ng HaTpus 0,095 %
1-ramma-rnytamusi-3-kap6oKcu-4-HUTPOaHUNNG 20 mmonb/n
PacTtBop cybcTpata (R2) Asng HaTpus 0,095 %

OBOPYOOBAHVE W MATEPUAJIbI, HEOBXOOUMBIE A1 PABOTbl, N HE BXOAAWWE B COCTAB
HABOPA

AHanmzatop 6uoxmmudeckuii HUMASTAR 600 ana nabopaTopHO AUarHoOCTUKM in Vitro ¢ NpUHaAIeXHOCTAMM
(8 Tom uncne Habop peareHToB AN passegeHus gnsa npo6 (Diluent)) npomssoactBa HUMAN Gesellschaft fur
Biochemica und Diagnostica mbH, 'epmaHusa (permctpaumoHHoe yaoctoBepeHne Ne ®C3 2008/02214).

Habop mynbTukanuoépatopos Autocal, npoussogctesa HUMAN Gesellschaft fur Biochemica und Diagnostica
mbH, F'epmaHusa (peructpaynoHHoe ygoctoepeHne Ne ®C3 2009/04769).

YCNoBUA XPAHEHWA N SKCMNYATAUNW, TPAHCTIIOPTUPOBKIA

XpaHeHne v aKcnslyarayms

Habop cnegyet xpaHuTb npu TemnepaType ot +2°C go +8°C.

HeBCKpbITblIE KOMMOHEHTbI Habopa COXpPaHsAT CTabubHOCTL B TEYEHME BCErO0 CpoKa rogHOCTM Habopa
(18 mecsueB), npu cCOBAEHNN YCNOBUIA XpaHEHWS.

Mocne BCKPbITMS WM YCTAHOBKM Ha OOPT aHanmM3aTopa peareHTbl, BXOAaw4ne B cocTaB Habopa, CTabwibHbl B
TeueHne 56 gHel.

He 3amopaxusatb Habop!

Henb3a ncnonb3osatb HA6op MM /1060 KOMMNOHEHT Habopa nocne UCTEYEHUS CPOKa roAHOCTY.

W3penua, xpaHuBLUMECA C HApYLUEHWEM YC/I0BUIA XpaHeHWs, NPUMEHEHWIO He Noa/iexar.

TpaHcnopTMpOBKa

TpaHcnopTUpoBKa W3L4ENNs MOXET OCYULIECTBAATLCA BCEMM BMZAMW TpaHCNOpTa B KPbITbIX TPAHCMOPTHbIX
cpefcTBax B COOTBETCTBUM C MpaBuiaMn NepPeBO30K, AECTBYIOWUMN Ha TpaHCNOPTEe AAaHHOIO BMAA.
TpaHCNopTUPOBKa BO3MOXHa TO/IbKO C COO/0AEHNEM YCOBWIA XpaHeHus (Temnepartypa ot +2°C go +8°C).
M3penvs, TpaHCNopTMPOBaHHbIE C HapYLLUEHWEM TEMMEPATYPHOTO pexunma, NPUMEHEHNIO He Noasexar.

TUIM OBPA3UA. B3ATUE, NMOATOTOBKA N CTABN/IbHOCTb OBPA3LA

Tun obpasua: CbiBOpOTKa, renapvHusvpoBaHHas wim S4TA-nnasma KpoBu YesioBeka.

Mpouenypa B3ATUA W NOArOTOBKM o6pasua: lMpouedypa B3ATMA W MOAFOTOBKM o6pasua 61Monornvyeckoro
mMatepvana K MWCCNefOoBaHUI0 OCYLLECTBNSAETCA B COOTBETCTBMM C TpebosaHuamn [FOCT P 53079.4-2008
«TexHonornm naéoparopHble KMHUYeckne. ObecneyeHne KavecTsa KIMHUYECKMX N1abopaTopHbIX UCCef0BaHuiA.
UacTb 4. lMpaBuna BefeHUs npeaHaMTUyeckoro sTana». ChnegyeT Takke MNPUAEPKMBATLCA PEKOMeHAauui,
cofepXaLLnxcs B UHCTPYKUUAX U3rOTOBUTENS MO UCMOb30BaHMIO NPO6UpoK ansa cbéopa obpasLos.

[na nonyyeHuss nnasmMbl KPOBWU MOTYT MCMOb30BaTbCA NPO6upkn ¢ Li-renapuHoM, Na-renapuHom, 3ATA-K2 wnm
SATA-K3,

CTtabuibHOCTb 06pa3ua: O6pasLbl NauneHToB, nNpefHasHayYeHHble A8 UccnefoBaHus, MOryT XpaHUTbes 7 aHell
npu Temnepatype oT +20°C go +25°C u 7 gHeil npu Temnepartype oT +2°C go +8°C. 3amopo3ka 06pasLoB He
JonyckaeTcs.

TpaHcnopTMpoBKa 06pasLoB AOMYCKAETCHA B YC/TOBUSIX XPaHEHUS.

NoAroToBKA VI CTABW/IbHOCTb PEATEHTOB
PeareHTbl rotoBbl K MCMOJSIb30BAHMIO U MOTYT ObITb YCTAHOB/IEHLI HENOCPEACTBEHHO Ha 60OPT aHa/mM3aropa.
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MPOBEAOEHVE AHAJIN3A

Mpn npoBefeHWn aHanu3a Ha aHanusatope O6uoxummyeckom HUMASTAR 600 ocylecTBNseTcs KOMMeKe
npoueayp, NpeayCMOTPEHHbIX MHCTPYKUME nonb3oBartens k npubopy. OHM BKAOYAKT cnegytolme aTanbl:

1) YctaHoBKka ¢h/1aKOHOB C peareHTaMu B KO/1eCO An1s peareHToB aHaninmsatopa HUMASTAR 600.

2) YcTaHoBKa Npo6 naumMeHToB (KOHTpoOsieit) B Koneco Ans npob aHanusatopa HUMASTAR 600.

3) BBog, gaHHbIX Npob, HasHayeHue TecToB (Mpu nogkmoveHun K JINC atan ocyllecTBNseTcs aBToMaTuyeckun) B
nporpaMmve npubopa.

4) 3anyck aHanusa,

5) KOHTpO/b BbINOSIHEHUS TECTOB.

6) MpocMOTp ¥ NPUHATME pe3y/ibTaToB TECTOB.

7) MNeyaTb 61aHKOB pe3y/bLTATOB.

KAJIMBPOBKA

[Nns KanMbpoBKM [aHHOr0 MeToda MCMNo/b3yeTcsi Habop MynbTukanmbpaTtopoB Autocal, npoussogctBa HUMAN
Gesellschaft fur Biochemica und Diagnostica mbH, 'epmaHusi.

ATTeCTOBaHHOe 3HayeHve pgna wmetoga c  [-ramma-rnytamun-3-kapbokcu-4-HUTPOaHUINAOM, YKasaHHOoe B
WHCTPYKLUMN K MY/IbTUKaIMGPATOpy, AO/HKHO ObITb BBEAEHO B NpOrpaMmMmy aHasmsaropa.

AKTMBHOCTb 'TT B MynbTukanuopartope Autocal onpegeneHa ¢ ucnonb3oBaHnem pedepeHTHoro matepuasia ERM-
AD 452.

C1abunbHOCTb KaIMbpoBKM - 56 AHEN.

Kanunbposky criefyeT NpoBOAUTL B C/EAYIOWMX CyYasX:

- 3HAYEHNA KOHTPOJIbHLIX MaTepuasioB He NonaaarT B AOMYCTUMbIN AnanasoH;

- NpY CMEHe /10Ta peareHTos;

- COrNacHoO NPUHATLIM TpeboBaHWAM nadopaTopun,

- NOC/e OKOHYaHMS CpoKa CTabu/IbHOCTU KaniMbpoBKy,

PACYET PE3YJ/IbTATOB
AHnanmsatop 6uoxmmmdecknin HUMASTAR 600 aBTOMaTM4eCku NPOBOAUT BbluMCieHUE alauBHOCTM aHa/MTa B
npob6ax.

JAHHbBIE O MNMPOCJ/IEXXMBAEMOCTU
HenpumeHumo.

KOHTPO/Ib KAUECTBA

[na  KOHTpoNsi KayecTBa MWCNOJb3YATE HWKENEPeYUC/IEHHbIE PEKOMEHAYEMbIE KOHTPOJIbHblE MaTepuasibl
npomssoactea komnaHum HUMAN Gesellschaft fGr Biochemica und Diagnostica mbH (Ha6op KOHTPONbHbIX
mMaTepuanoB (Humatrol N) n Hab6op KOHTpOsnbHbIX MaTepuanoB (Humatrol P), PY N° &C3 2008/02395, Habop
KOHTPOJIbHBIX MaTepuasioB HopMa (Serodos) u Habop KOHTPOMbHbIX MaTepuanoB naronorus (Serodos Plus), PY
Ne ®C3 2010/08794). llony4yeHHble 3HA4YeHUs [O/MKHbl HaxXoAWUTbCA B YCTaHOBMEHHbIX npegenax. Kaxgas
nabopartopuss Ao/MKHA 06ecneyvnTb KOPPEKTMPYIOLLME MeponpusaTia B C/ydae, €cnyM 3HAYeHUs BbIXOAAT 3a
YCTaHOB/IEHHbIE Mpesesbl.

PE®EPEHTHbLIE 3HAYEHUNA
Hwke npeacTasneHbl pediepeHTHbIe AnanasoHbl A8 UcCneayemMoro aHanuta. OfHako PeKkoMeHayeTcsl, uTobbl
kakgas abopatopusi  CaMOCTOSITE/IbHO — YTOYHSiA  TpaHuupl  pepepeHTHOro  AvanasoHa C  Y4YeToMm

BospacTt Mon BHecuctemMHble eguHNLbI EanHnybl CU

B3pOC/ible MY>KCKOW <60 E/n <1,0 mKkat/n

B3poOC/ible XEHCKUI <40 E/n < 0,65 mkkat/n
1-7 pgHen MYX.DKEH. 18-168 E/n 0,30 - 2,80 mMKkaT/n
8-30 pHent MYX./KeH. 16-174 EIn 0,27 -2,90 mkkat/n
1-3 mecsiya MY>X.DKEH. 16-174 Eln 0,27 - 2,45 mkkat/n
4 -6 MecsueB MY)KCKOW 5-93 E/n 0,08 - 1,55 mkkat/n
4 -6 MecsueB XXEHCKMIA 13-123 E/n 0,22 - 2,05 mkkat/n
7-12 mecsues MY>XCKOVA 8-38 E/n 0,13 - 0,63 mkkat/n
7-12 mecsueB YXEHCKNI 8-59 EIn 0,13 - 0,98 mkkKat/n
1- 6 net MYK./)KEH. 2-17 EIn 0,03 - 0,28 mKkKat/n
7-9 net MYXK./)KEH. 9-20 E/n 0,15 - 0,33 mkkat/n
10-11 net MY>X.KEH. 12-25 E/n 0,20 - 0,42 mkkat/n
12-13 nert MYXCKOM 12-39 E/n 0,20 - 0,65 mKkat/n
12-13 net XEHCKuIA 10-20 E/n 0,17 - 0,33 mKKat/n
14-19 net MY>KCKOW 6-30 E/n 0,10 - 0,50 mkkat/n
14-19 net XEHCKNI 6-23 E/n 0,10 - 0,38 mkkat/n

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



AHANTMTUNYECKNE XAPAKTEPUCTWKN

AHanutTnyeckasa 4yBCTBUTENILHOCTL (Npeaen 06HapyXeHUs)
Mpepen obHapyxeHus: 1,25 E/n.

TOYHOCTb N3MepPeHUns

e [lpeun3noHHOCTb
MoBTOpPsSAEMOCTb: KO3(PPMLUMEHT Bapraummn (BHyTpucepuiiHblin) CV ~ 5 %,
BocnponssognmocTb; koadhpuumMeHT Bapmauun (MexcepuiitHbliii) CV A 5 %.

e [lpaBUNBHOCTDL
OTHOCUTE/IbHOE OTKIOHEHME CPeAHUX 3HAYEHUI aHanUTa OT LeNeBoro 3HaveHnst <10 %.

JInHenHoCTb

MeTog NMHeeH B gnanasoHe aktuBHocTel 2 - 1300 E/n (0,03 - 21,7 mkkat/n).

Mpobbl C aKTUBHOCTLIO Bbllle AOMNYCTUMOW rpaHuubl AuanasoHa [O/DKHblI ObiTb pasbasneHbl (OU3N0I0rMYecKumM
pacTBOpoM WM Habopom peareHToB ansd passegeHus npob (Diluent) npoussogctBa HUMAN Gesellschaft fur
Biochemica und Diagnostica mbH, 'epmaHus. aHHas npouegypa npoBOAUTCA aHaIM3aToOpoM B aBTOMAaTUYeCKOM
pexume B COOTBETCTBUM C IKCM/TyaTalMOHHON JOKYMeHTaLMeN.

MeTopg, cpaBHeHuA

Mpy cpaBHUTESIbHBIX UCCNEAOBaHUAX KIMHUYECKUX O0OpasLOB M KOHTPOJ/IbHbIX CbIBOPOTOK C WCMOMb30BaHWEM
Ha6opa peareHtoB «gamma-GT liquicolor» Ha aHannsatope HUMASTAR 600 1 Hab6opa peareHtoB yGT IFCC
37°C, npoussoactBa Beckman Coulter, Ink, Ha 6uoxmmundeckom aHanmsatope Olympus AU 400, koppensyus
coctaBnna r = 0,9984. 3HaunTeNbHbIX OTKIOHEHMI He Habnwaaiockb, ypaBHeHue perpeccuun: Y = 0,9532X +
2,0132 (E/n).

BnvsiHve nHTepdhepmpyoLWmx BELECTB
Ha pesynbtaT Tecta He BAMSIET NPUCYTCTBME CEAYIOLWMX KOHUEHTpauwini: 6unupybuHa - go 40 wmr/gn,
remorniobuHa - o 500 mr/gn, nHTpannugos - 4o 1000 mr/gn, ackop6uUHOBOI KMCAOTLI - 4o 20 mr/gn.

[unarHoctnyeckas 4yyBCTBUTENIbHOCTb
HenpumeHnmo,

JnarHoctmnyeckasa crneunduyHoCTb
HenpriveHumo.

OrPAHNYEHNA, NPEAYMPEXXAEHNA N MEPbI MPEAOCTOPOXHOCTU

Vi3genve npegHa3Ha4vyeHo TObKO A1 AMAarHOCTUKM in Vitro.

V3genve npegHasHa4YeHo TOMNbKO /1S UCMOMb30BaHNs B /Ta60pPaTOpPHbIX YCNOBUSIX.

Mepen WCNoONb30BaHMEM MOMHOCTHHD MNpoYUTaiTE MHCTPYKUMIO. Bo un3bexaHuwe MonyvyeHuss HeBEPHbIX WK
OLUMBOYHbIX Pe3y/ibTaToB CTPOro CNeAyinTe NHCTPYKUMN.

He ncnonb3yite KOMNOHEHTLI HAbopa N0 UCTEYEHUM CPOKA FOAHOCTU, YKa3aHHOTO Ha 3TUKeTKe Habopa.

He ucnonb3yiite Habop Npy Ha/ MY BUAMMBIX NOBPEXAEHWI YNaKOBKM.

Cnepyiite cTaHAapTHbIM Mepam NpPeAoCTOPOXHOCTU, HeobXoAMMbIM AN paboTbl C peareHTamu K obpasuamm
NauneHToB.

XpaHWTb TOMIbKO B OPUrMHA/IbHBIX (D/TaKOHAX.

Mpn paboTe ¢ Habopom peareHTOB MCNONb30BaTbh CPEACTBA MHAMBUAYANIbHON 3awmTbl (MEQULMHCKMIA Xanar,
nepyarkm).

He gonyckaTb nonagaHus peareHToB B [/1a3a WM Ha Koxy. py nonagaHvum B rfiasa; 0CTOPOXXHO MPOMbITh BO/ON B
TEeYEHNe HECKOJIbKUX MUHYT. YAa/ITb KOHTaKTHbIE /INH3bI, €C/IN OHW MMEKTCA, U NPOAO/KUTL NPOoMbIBaHve. Mpu
pasgpaxkeHun rnas obpaTutbes K Bpady. Mpu nonagaHum Ha KOXy: CMbITb BOAONW. Mpu pa3gpaxeHnn Koxu
06paTUTLCA K Bpauy.

TEXHNYECKOE OBCNTY>XUBAHVE 1 PEMOHT
[aHHoe n3fenve He NoAIeXUT TEXHNUECKOMY 06C/TY)XMBAHUIO N PEMOHTY.

YTUINIALMST

Habop gomkeH 6bITb YTUAN3MPOBaH MNOC/E OKOHYaHWS CpoKa roAHOCTA WM MO OKOHYaHWWM Ero WUCMosib30BaHus.
YTunmsauys Habopa, ero KOMNOHEHTOB W YNAKOBKW [O/KHA OCYLLECTBASTLCA B COOTBETCTBUM C YCTaHOB/IEHHLIMM
B siabopatopuu npaBuWnamy  yTUAM3aUMM  GUosiorMyeckux  otxogoB.  C  uccriefyembiMy - oGpasuamu,
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Wanm6paTopaM|/|, KOHTpONAMK criefyeT obpalartbCa kKak C NOTeHUMaslbHO WHMUUMPOBaHHLIMK MaTepuaiamu.
OHV MOryT cofepXarb onacHble BeLecTBa Ye/I0BEYECKOrO NMPOUCXOXAEHNS.
Jiobble pacxofHble maTepuasibl O0/MKHbI ObiTb 06e33apakeHbl, NMOMELLEeHbl B KOHTeliHep Ans 6uonornyecku
OTX040B W Ae3UH(hMLMPOBaHbI C MOMOLLBID YTBEPXAEHHbIX npoueayp, nocreaywowas ytunmsauusa Ao/xHa
NPOXoAMTb B COOTBETCTBUU C MECTHLIMU/TOCYAapCTBEHHLIMU HOPMaMW.
Heucnonb3oBaHHble U34S U YNakoBka nognexar yTunusaumm Kak knacc A «anuaemmonormyecks 6esonacHole
0TX0Apbl, Mo cocTaBy NpubmkeHHble K TKO» B cootBeTcTBUM € CaHlMuH 2.1.3684-21.
Ob6pasyowpeca npu  ucnosb3oBaHMM  Habopa  peareHToB  OTXOAbl  yTWAM3uposatb kak knacc b
«3MUAEMUNOSNIOTMYECKN  OMacHble  oTxodpl» B cootBeTctBuM C¢  CadluH  2.1.3684-21  "CaHutapHo-
3aMMAEMMONOrMYeckne TpeboBaHUSA K COAEPXaHWUIO TEPPUTOPUIA TOPOACKUX U CENIbCKUX MOCENEHUR, K BOAHbLIM
obbekTam, MUTLEBOW BOAE W NUTLEBOMY BOAOCHAOXEHWID, aTMocthepHOMYy BO3A4yXy, MNOYBaM, >XWU/bIM
MOMELLEHNAM, 3KCM/TyaTaumMm MNPOU3BOACTBEHHbIX, OOLLECTBEHHbIX MOMELLEHWIA, OpraHu3auMn 1 NPOBEAEHUIO

[

CaHUTapHO-MPOTMBO3NMAEMMYECKMX (MPOCOMNNIAKTUYECKMX) MEPOTPUSTUIA".

CPOK rofHocTM Ha6opa - 18 mecsiueB. Ha6op w/unm KOMMoHeHTbl Ha6opa Heo6GXoAMMO WCMO/b30BaTh A0 AATbl
«oAeH [10», yKa3aHHOI Ha yrnakoBKe. He NpuUMeHsiTb Mo UcTeuyeHun 3Toli aaTbl. CPoK CTabWU/IbHOCTA HEBCKPbITbIX
peareHTOB COOTBETCTBYET CPOKY FOAHOCTM U COCTaBMAeT 18 MecsueB.

FAPAHTUVHBIE OBA3ATE/IbCTBA

MapaHtns HUMAN Gesellschaft fur Biochemica und Diagnostica mbH, FepmaHua AelicTBYET TOIbKO MpY YC/I0BUU,
4To Habop MCNo/Mb3yeTcA B COOTBETCTBMU C UHCTPYKUMEN NO NpMMEHeHW0. Bce npeaynpexaeHns, cogepxalumecs
B MHCTPYKUMM MO MPUMEHEHUIO, CregyeT cuutaTb Heobxogumon dactbio rapaHtum HUMAN Gesellschaft fur
Biochemica und Diagnostica mbH. HUMAN Gesellschaft fur Biochemica und Diagnostica mbH o6ecneunBaet
rapaHTUiO Ha CBOW u3genus o datbl «[OAeH [0», yKa3aHHOW Ha ynakoBke. B cnydyae BbISBIEHMS Kakux-1mbo
OedeEKTOB YyNakoBKA WM CaMnX W3LENWA cBshxuTecb C npeactasutensamm 3A0 “AHANTUTUKA", senstouierocs
yrnonHoMoYeHHbIM npeactasuteniem KomnaHunm HUMAN Gesellschaft fur Biochemica und Diagnostica mbH B
Poccuiickoin denepaumn.

CumBon Pacwumndposka
[ref| Homep no katanory
1o tl Kog naptum

5 Vcnonb3osaTb [0

Mpegen Temnepatypbl

W CofepX1MmMoro AoCTaToYHO 4151 MPOBEAEHMS
nTecToB

[LU] MeauumHeKoe usgenue ANns AMarHocTUkM in vitro

Us Ob6patutecb K MHCTPYKLUW N0 NMPUMEHEHUIO

C €, ] Mapknposka CE

SUB PacTtBop cybcTpaTta

BUF PacTBOp 6ydhepHblii

NMPON3BOOUNTENb N PA3PABOTUMK

HUMAN Gesellschaft fur Biochemica und Diagnostica mbH (XymaH ezenblwiadt dorop briokemunka yHA
OnarHoctuka m6X), Max-Planck-Ring 21,65205 Wiesbhaden, MepmaHus

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

MECTO NPON3BOACTBA
Max-Planck-Ring 21, 65205 Wiesbaden, MepmaHus
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YNONHOMOYEHHLIA NPEACTABUTENDL HA TEPPUTOPUN POCCUMCKOIK ®EAEPALIMA
3akpuitoe akuuonepHoe obuectso "AHANTUTUKA" (3A0 "AHANTUTUKA™)

IOpuanueckuii u daxruveckuin agpec: PP, 129343, r. Mockea, npoesa Cepebpaxosa, A. 2, kopn. 1
Aapec aAnsa xoppecnonaeHuuu: PO, 129343, r. Mockea, a/s 93
Tenedon: (495) 737-03-83, (800) 200-19-89

dakc: (495) 737-03-65
CalT. www.analytica.ru
E-mail: info@analytica.ru
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NEPEYEHL MEXAYHAPOAHLIX CTAHOAPTOB/ HOPMATUBHBIX

[ICKYMEHTOB

Ne | Crangapr Ha aHrnuickom asbike Ha pycckom fAabike
1 EN ISO 15223-1 Medical devices - Symbols to be Uapnenua meanuyrHCKMe. CumBon.,
used with medical device labels, NPUMEHAEMbIE NPY MAPKUPOBAHWU Ha
labeting and information to be MEAVLIMHCKWX W3ASNUAX, ITUKETKAX K B
supplied. Part 1: General CONPOBOANUTENBHON AOKYMBHTALNMA.
reguirements Yacrb 1, OcHoBHbe TpeboBaHna
2 | ENISO 18113-1 In vitro diagnostic medical devices — | M3genua meguunHckne AnA
Information supplied by the AUErHOCTIKM in vitro. ngopmaLiun,
manufacturer (labelling) - Part 1. npenoccTaBnsaemMan NponsEoaUTENemM
Terms, definitions and general {mapkupoBka). Yacts 1, TepmuHb!,
- requirements onpeaeneHun u obwue TpeSosanun
3 | ENISO 18113-2 In vitro diagnostic medical devices — | Wsgenus meamLnHCKne aAns
Information supplied by the AavarHoctuky in vitro. Undopmauun,
manufacturer (labelling} - Part 2: In NPeaccTaBnNaeMan npoussoguTenem
vitro diagnostic reagents for {mapkupoeka), Yacte 2, Pearentel gns
professional use AWArHOCTUKM in vitro AnA
NPOoPECCUOHANLHOIO NPUMEHEHUSR
4 | ENISO 23640 In vitro diagnostic medical devices - | WUsaenua Meavumsckue ans
Evaluation of stability of in vitro AnarsocTyky in vitro. Oyexka
diagnostic reagents ¢cTabunNbHOCTH peareHTos AnA
ANArHOCTHKK in Vitro
5 EN ISO 13485 Medical devices - Quality Uapenus meauuuxckue. CuctTemsl
management systems - MeHexmMeHTa kadecTsa. TpebopaHna
Requirements for regulatory ANA Lenei perynuposaHns
purposes
6 EN ISO 14971 Medical devices — Application of risk | Wapenus meguuuHckne. MNpumerexue
management to medical devices MEHBQKMEHTA PHCKa K MeANLIMHCKUM
N3NENUAM
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UVZ-Nr. 141/2023 C. Roll of Deeds No. 141/2023 C.
Vorstehende, vor mir anerkannte The above, acknowledged before me
Unterschhft von signature of
Dr. Torsten Borchers, Dr. Torsten Borchers,
geb. am 19.04.1962, born on 19 of April 1962,
geschaftsansassig Max-Planck-Ring 21 based at Max-Planck-Ring 21,
65205 Wiesbaden 65205 Wiesbaden
wohin sich der Notar auf Ersuchen des where the notary has gone at the request
Erschienenen begeben hat of the person who has appeared

- mir personlich bekannt -. - who is personally known to me -.

Der Notar fragte nach einer Vorbefassung  Upon the question by the Notary Public

im Sinne des § 3 Abs. 1 in accordance with sect. 3 para. 1 of the
Ziff. 7 BeurkG. Sie wurde von dem German Notarization Act {Beurkundungs-
Erschienenen verneint. gesetz), the person appearing replied that no

such prior involvement existed.

iesbaden, den 21. Februar 2023 Wiesbaden, dated on
21 of February 2023

C. Kal
Notar/Notary Public

D20/341-23
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XN

9.

Apostille
{Convention de La Haye du 5 octobre 1961

. Land: Bundesrepublik Deutschiand

Diese tffentliche Urkunde

. ist unterschrieben von Christopher K&R
. in seiner Eigenschaft als Notar,
. sie ist versehen mit dem Stempel des Notars Christopher K&6

in Wiesbaden.

Bestiitigt

. in Wiesbaden

. am 24, Februar 2023

. durch die Prasidentin des Landgerichts
. unter Nr. 91 Ef 387/2023.

Stempel __ 10. Unterschrift
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Xyman
lezenswadpT rop buokemuka
yHua JInarHoctnka M6X

Makc-ITnank-Punr 21,
65205 Bucbanen, Nepmanua
Tenedou +49 6122 9988-0
®akc +49 6122 9988-100

3Kcnnyarauuouuas AOKYMEHTAIIHA HA MEAHIIHHCKOE H31€HE

Habop peareHToB A/ KOJIH4eCTBEHHOro onpeenenua aktuBHoctu Namma-I'T
B CbIBOPOTKe H NJia3mMe KpoBH 4esoBeka (gamma-GT liquicolor)

Bucbanen, 21 despans 2023

Xymas lesenbwadr drop buokemuka yna Anarnoctuka M6X

/noonuce/

Hp. Topcren bépxepc

Buue- npe3naeHT no Bonpocam peryauMpoBaHus u obecneyeHns KavecTna

/mawn/

Xyman

Iesenbwadt drop brokemuka

yHa JlnardHoctrka M6X

Makc-Inank-Punr 21,

65205 Bucbanen-/lenbkexxaim, Nepmanus

Ynpasasiomnit: ap. bedph bper Mexayunapoansiii Ne kovnannu 40 33145 www. human.de
000006

fpeacenarean cosera: Slopent don Hpéacp Houra: human« human.de
W DET13854181

Peructpaitonnniii ¢y 1: Bucbasren HRB 10782
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"OGC_T_QQE_Iglﬁ Ne 141/2023 C.

/ HacToswuM yaocTOBEPAIO BbILLECTOALLYIO MOAMUCH, NOCTABNEHHYIO COOCTBEHHOPYYHO

Op. TopcteHoM B&pxepcom,
/ 19 anpens 1962 r. p.,
cnyxebHoin agpec: Makc-lNnank-Punr 21,
65205 BucbageH,
rae v 0opMNeHoO HoTapuanbHoe 3aBepexune no npockBe BbieykasaHHOro Nuua,

'

- NUYHOCTb €ro MHOW yCTaHOBNEHa.

Ha BONpoC O 3aMHTEpPeCOBAHHOCTW HOTapuyca B npeaMeTe HoTapuanbHoOro AewucTeuA
cornacHo § 3, pasgen 1, Ne 7 3akoHa 06 yctaHoBneHun ob6asatensHon hopMbl AOKYMEHTauun
6bin AaH oTpuUaTenbHbIi OTBET.

BucbapneH, 21 cespans 2023 r.

/noonucs/
K. Kacc
HoTtapuyc

TucHenas nevams: Kpuctodep beHegukr Kacc * Hotapuyc 8 Bucbagene

D20/341-23
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ANOCTUNb
(Faarckast KOHBeHUUA OT 5 okTAGpPA 1961 r.)

1. CrpaHa: degepatnsHasa Pecnybnuka NepmaHus

HacTtoawwmin ocnymanbHblii OKYMEHT

2. nognucaH: Kpuctotepom Kaccom

3. OEeCTBYOLUIMM B KayecTBe: HoTapuyca

4, CKpenneH nevyatblo: HoTapuyca Kpuctodepa Kacca B BucbageHe
Y[LOCTOBEPEHO

5. B BucbageHe

6. 24 (pespana 2023 .

7. Mpeaceparenem 3emMenibHOro cyaa

8. 3a Ne 91 Ef 387/2023.

9. MevaTs: 10. Mopnucek:

fepboBas neyaThb: /nognuce/

Mpepcepatens 3emenbLHOro cyga B Bucbapgewe, 4 Op. MeHxodgep

FepboBas NneyaTb Ha ClIUBKe: 3eMenbHbIn cyd B BucbaaeHe, 51

TeKCT faHHOro oKyMeHTa nepeBesl C HEMEUKOT M aHINIMNCKOTo SI3bIKOB Ha PYCCKUI A3bIK
nepesoauuK NleBawwoBsa AHHa HOpbeBHa.

Poccuiickan depepaupus.
"opoa Mocksa.
BocemMHaguaToro anpenst ABe Tbicsun ABajuaTb TPETLETO roga.

A, EpokoBa CeeTt/iaHa VBaHOBHa, HOTapuyc ropoga MockBbl, CBUAETENIbCTBYO  MNOA/IMHHOCTL
noanucn nepesogumnka JlesaloBoi AHHbI FOpbEBHBI.

Mognuck coenaHa B MOEM MPUCYTCTBUN.

JInyHoCTb NognucasLIero fOKYyMEHT yCTaHOB/IeHa.

3apeructpuposaHo B peectpe: Ne 77/184-H/77-2023-1-
YnnayeHo 3a coBepLUeHne HoTapuasibHoro genctens: 400 pyo6.
C.1N. EpokoBa
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Bcero npowHypoBaHa,
NMPOHYMCPOB™O U ckpeun”o
nevatbio

Horarme

Poccuitickas depepauus
'opog Mocksa.
BocemHaguaroro anpensa Age Tbicaux ABajLaTb TPETLEro roga.

A, EpokoBa CBeTnaHa lVBaHOBHa, HOoTapuyc ropoga MoCKBbl CBUAETENLCTBYHO BEPHOCTb
Konuu Cc NpefcTaB/IeHHOro MHe AOKYMeHTa.

3aperncTpuposaHo B peectpe: Ne 77/184-H/77-2023-1-902

YnnayeHo 3a coBepLLUeHMe HoTaprasbHOoro gencrems: 1200 pyo6.

C. V. EpgokoBa

Bcero npoLuHypoBaHo, NpoHyMepoBaHO
N CKpPEen/IeHo neyaTblo O4MHHAALATL JINCTOB.
HoTtapuyc
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