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Barcelona, August -jj"bapce.iona, 29 asryct 2023
t,2au?a Lopez, Regulatory AtTairs Manager at BioSysiems cetlify. that attached documents arc true and accurate
User Manual of the product and adaptation of translation r's documents into Russian lansuacc. accordinu the

Rusian federation with use onlv in Russian | cdcration

Also. | hereby cenify that the attached documents are for purposes of product registration in Russia and in the countries of
[Furasian Economic Union.

A, Na)pa Jlones, mene/mKep Mo BONpocam perynupoBaHus BioSysiems S..A.. HaCTOSILLMM FHONTBEPXKAAlO. YTO MpuiaraeMble
[OKY.MEHTbI SIBAAIOTCA AOCTOBEPHLIMU W TOYHbIMKM 14 KOBOACTBaMMN MO/b30BaTENs MPOAYKTa M ajanTauueli nepeBojoB
OOKYMEHTOB MPOM3BOAWUTENS Ha PYCCKUM A3bIK B COOTNETCrnuM C TpeboBaHMAMM Poccuiickoin depepauun s
1cnonb30BaHMa TonbKO B PoccniicKoti ®efepauun.

Takke y[OCTOBepslo, UTO MNpuaaraeMble SIOKYMCArbl WMCMO.Tb3YKOTCA € Me.Tblo pcrncTiTaiunj nponykmum B Poccuiickoit
depepaunn n ctpaHax EBpasumiickoro '[Jkono.muyeckoro Corosa.

Number of pages in
document/KonunuecTso
Ne rille/HanMcnoBaHiie CTPaHUL, B JOKYMEHTE
1 User manual of medical product; Reagents Kit for quantitative dclennination by
spectrophotometric method of Creatine Kinase in human blood senim and plasma.
Version Creatine Kinase (CK) (A) (Russian version, for Russian tnarket only)/
WHcTpyKkuua nonb3oBatenss «Habop peareHTOB A1 KOMMYECTBEHHOTO OMpejeneHns
KpeaTuHkumnasbl (Creatine Kinase) (CK) B CbIBOPOTKE WM MNnasmMe KpPOBW 4esioBeKa
CNEKTPO(OTOMETPUYECKUM METOJSIOM B BapuaHTax UCMOSHEHMA» BapuaHT UCNOHEHWS
KpeatuHkumnasbl (Creatine Kinase) (CK) (A) (Bepcusi Ha pyccKoM si3bike. TonbKo ans
Poccuiickoin degepaumn).
2. User manual of medical product: Reagents Kit for quantitative detennination by
spectrophotometric method of Creatine Kinase in human blood serum and plasma.
Version Creatine Kinase (CK) (BA) (Russian version, for Russian market only)/
)yKuwia nonb3osatens «Habop peareHroB Ans KOAWYECTBEHHOK OMpefenieHmns
KTMHKHHa3bl (Creatine Kinase) (CK) B CbIBOpPOTKe W Nnas3.Me KpOBW 4esoBeka
CnelrrpoPOTOMETPHYECKHM METO0.M B BapuaHTax UCMOSIHeHWSA» BapuaHT UCnosHeHus
KpéatnHkunHasbl (Creatine Kinase) (CK) (BA) (Bepcusa na pycckom a3bike. TOMbKO ANd
Poccuiickoii degepaumn). . .
n”~r manual of medical product; Reagents Kit for giiamitaii\e determination by
ctrophotomctric melliod of Creatine Kinase in human blood serum and plasma.
Version Creatine Kinase (CK) (AU) (Russian version, for Russian market only)/
W lcTpyKuHs nonb3oBatens «Habop peareHTOB A/ KOMUYECTBEHHOTO OMpejeneHns
K)leatuHxmHasbl (Creatine Kinase) (CK) B CbIBOPOTKE W MNja3.Me KPOBWU YesnoBeka
CNbKTPOHOTOMETPUYECKMM METOAOM B BapMaHTax UCMONHEHUA» BapuaHT UCMoNHeHus
KpeatuHkumnasbl (Creatine Kinase) (CK) (AU) (Bepcus na pycckom si3bike. TONbKO 415
Poccuiickoii ®egepaumn). _
4. User manual of medical product: Reagents Kit for quantitative determination by
spectrophotometric Incthod of Crentine Kinase in human blood scrum and plasma.
Version Creatine Kinase (CK) (U) (Russian version, for Russian market only)/
WHcTpyKuma nonb3osatens «Habop peaienTon /1S KO.IMUCC! BCUMOTO ONpenenenns
KpeatnHkunasbl (Creatine Kinas™'(CK) B CbIBOPOTKE W Nfa3Me KpOBW YesloBeKa
CNeKTPOHOTOMCTPUYECKMM METOAOM B BapraHTax UCNOAHEHMS» BapuaHT ncnoiHeHus
KpeatnHkumasbl (Creatine Kinase) (CK) () (Bepcus Ha pycckoM f3blike. TONbKO AL
Poccuiickoii ®efepaumn).
User manual of medical product: Reagents Kit for quantitative determination by

Version Creatine Kinase (CK) (!) (Russian version, for Russian market only)/
WHCTpyKuns nonb3osatens «Habop pealoOHTOB [f15 KOMMYECTBEHHOIO OMpefeneHuns
KpeatunHkumnasbl (Creatine Kinase) (CK) n eblIOpOrke W naasme KpoBW 4YesioBeka
CNeKTPOHOTOMCTPUYECKMM METONIOM B BapuraHTax UCcnoanenms» BapnaHT ucnonHeHus
KpeatuHkumnasbl (Creatine Kinase) (CK) (I") (Bepcusi na p\ cokom s3blke. TONbKO A
Poccuiickoin deaepaunn).

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX U3AENM



Blosystems

6. | User manual of medical product: Reagents kit for quantitative determination by
spectrophotometric method of Creatine Kinase in human blood serum and plasma
(English  version)) HMuctpyxmus nomesossrens «HaGop pearenTon  ang
KonsMecTeHsoro onpeaenctna Kpearunknnasn (Creatine Kinase) (CK) B chinoporie
W TUIa3Me KpORR NeloBeka CNEXTPOPOTOMETPHYECKHMM METONOM B BapHawrax
HeNoilHeRHay (BepchAa 1Ha aHrNUHCKOM A3LIKe).

BioSystems BioSystems
uaurs Lopez costa Brem, 3008030 BCN Jaypa Tlones\: oy
Regulatory Affairs Manager NIF; ADSET8823 i Mexnemxep no Boapocan Perynnpos
BIOSYSTEMS S.A. > BIOSYSTEMS S.A.

BIQSYSTEMS, S.A. Regulatory Affairs Department

Costa Brava, 30, BIOSYSTEMS S.A.

08030 BARCELONA Hopez@biosystems.es

Tel. +34 933 11 00 00 Barcelona, August, 29%, 2023 *
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TESTIMONIO.- ANTONIO ROSSELLO MESTRE, Nota-
te-- Coloqgic de Ca:.a:una, con rcsider:c::a

or. roelona,

DOY FE: gi.;e ei presente test. es reru‘odi::;-

'd%n, per fotocopia, del documentc or Lginal, one me
®-;-:n:rv.. ™ para que conste libro ei presente, extendi-

aos folios de papel del Timbre del Esr.ado, e:<-
*'i.-ca-Vc paxa oocumciitos bolLarj.oieso sex re iir, rjuniex
ei presente y el anterior correiativo en orden ascen-
uerito.

j-iili a catorce de sep L roe dos mi vcini—

y.,..n en c¢1 libro indicador con ei Ne 9ct/2023 c-
feccLon Segunda.

HOB
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VHCTPYKUMN NoMb30BaTeNs

JKcnnyaTaymMoHHas foKyA]eHTaUHs HAa MeaMLUNHCKOe U3AeNNeE:

Habop peareHTOB A4N1A KOIMYECTBEHHOI O OnpesesieHns
KpeatunkunHasbl (Creatine Kinase) (CK) B CbIBOPOTKE U N/1a3Me KPOBU YenoBeKa
CNeKTPOPOTOMETPNUYECKHM METOAOM B BapmaHTax UCMNOSIHEHUS

(aHrAnincKasa 1 pycckue Bepcumn)

User manuals/instructions for users of medical products Reagents Kit for quantitative determination by
spectrophotometric method of Creatin Kinase in human blood serum and plasma (English and Russian versions)

Y[OocToBepeHo:

BioSystems Approved by:

Cotta Brava.30.08030 8CN
bl1P:[108878823

ra L6pez
> Regulatory Affairs Manager
BIOSYSTEMS S.A.

. (Naypa Jlones
MeHefkep noBonpocam PerynvuposaHus
4 " BIOSYSTEMS S.A)

bapcenoHa, untonb 2023
Barcelona, July, 2023
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Kopn 12524
3x12mn +1x10mn
BapunaHT ncnonHenus: Kpeatyhkxasa (Creatine Kinase) (CK) (A)
XpaHuTb npn 2 *C-8*C

Wcnonb3oBatb TONbKO AnA pab6oThl fin vitro» B K1MHU4Yeckoit na6opaTtopumn

HA3HAYEHWE

MonHoe HaupueHoBaHWe: HaGop peareHTOB ANs KONMYECTBEHHOTO onpeAeneHns KpeaTuHKMHA3b!
(Creatine Kinase) (CK) B CbiIBOPOTKe 1 nnasme KpoOBW YesoBeKa CMeKTpo)oTOMETPUYECKMM MEeTOAOM B
BapuUaHTax UCMONHEHNA.

Vicnonb3yeTcs B KIMHNYECKO NabopaTopHON NpakTike Kak BCOMOraTe/lbHoe CPe/ACTBO B AMArHOCTUKe
[Vl KONMYECTBEHHOTO ONpe/AeNneHns KpeaTUHKMHa3bl B CbIBOPOTKE KPOBM W Mnasme KPOBW 4enoBeka
MeTo/i0M (hepMEHTHOT0 CNeKTPO(OTOMETPUYECKOTD aHanunsa.

JaHHblii BapUaHT WCMNONHEHUA npefgHasHadyeH Ans paboTbl ¢ GUOXUMUYECKUMW aHanusaTtopamn Al5 n
A25 npoussoacTea BioSystems S.A.

MPEANONATAEMBIA MOJSIb30OBATE/b
NPoeCCOHANbHbIA  MONb30BaTENb,  MEAUUMHCKWA  PaBOTHUK €  BLICWMM  WAW  CPEAHUM
npocheccuoHanbHeIM 06pa3oBaHNEM, UMEIOLNIA COOTBETCTBYIOLLYI0 KBaNM(hNKaLmIo 1 4onyck K pa6oTe.

HAPALaEPUCTVKNA MEAVNLIMHCKOIO U3AENS

HABOP
KOpA 12524
A PeareHt 3x12 mn
B. PeareHt 1X10mn
YUMNYECK COCTAB:

PeareHT A; ummngason 125 mmons/n, EDTA 2 mmonb/n, auetar mariusa 12.5 mmons/n, D-rawokosa 25
umvonb/n, N-aLeTunuucTenH 25 Mmone/n, rekcoknHasa 6000 ea/n, NAOP 2.4 mmons/n, pH 6.7.

PeareHT 6: ®ocat kpeatuHa 250 mmonb/n, AD P 15 mmons/n, AMP 25 mmons/n, P1.P5-gn(ageHosnH-
5-) nenTadocar 102 pmonb/n, rnokosa-64()Occhar gernaporeHasa 8000 ea/n.

Uncno aHanmsmnpyemblx Npo6: He MeHee 150 (BK/OYas N3MepeHns 6N1aHKOB, KanubpaTopos n
toHTpOnei]

MPAHLWAN METOZA
OwpochoTomeTpuyecknii  (a6cop6umoHHas CNekTpo(oMeTpua) aHann3 OCHOBAH Ha U3yueHun
CreKTPoB NornolyeHns B ynbTpacunoneTosoii (200—400 Hm), BuaMMOii (400— 760 HM) 1 nHdpakpacHoin
(>760 HM) 061acTAX CNEKTPa M ONpejenseT 3aBUCUMOCTb UHTEHCMBHOAM MOTMOWEeHNs najaiouiero
CeeTa OT ANMHbLI BOMHbI. VI3MepsieMas onTuyeckas MAOTHOCTb 3aBUCUT JIMHENHO UAN HEeNMHENHO oT
KOHLEHTpaLym BelecTBa. CnekTpo)OTOMETPUS B ONUCLIBAEMOM aHanu3e nNpuUMeHseTcs Ans
KOMMYECTBEHHOTO  ONPEJENEHNst  aKTUBHOCTU (hepMEHTa KpeaTWHKWUHa3bl. OCHOBHbIM 3aKOHOM
a6COPBLVMOHHOI CNEKTPOMOTEMETPUN, MPUMEHSAEMbIM AN USMEPEHWS aHANNTOB KINHUYECKON XuMum,
ABNAETCA 3aKOH Bbyrepa-/lamGepTa-bepa.
KpeatnHknHasa (CK) katanusupyeT cocopunuposanne ADP B npucytcTBum  KpeaTuHdocdarta,
obpasyst ATP 1 KpeaTuHa. AKTUBHOCTb (hepMeHTa onpegensieTcs No ckopocTu o6pasosaHus NADPH,
OMTVYECKYIO NIOTHOCTL KOTOPOTO U3MePSItOT Npu 340 HM, B Psifie peakuuii ¢ ydacTuem rekcokiuHassl (MK)
0 wrnioko3o-6-thocchat gerngporenasa (G6P-DH)™
CK
1 KpeaTuHdochat+ADP > KpeaTun* ATP
A HK
ATP +Tnioko3a » ADP+Inioko3a-6-thocchar

G6P-DH
[ Inioko3a-6-hocthat+NADP™* 6-docornokoHaT-bNADPH +H"
onpefeneHns MONYYeHHbIli pe3ynbTaT abcop6uun nocie MNPOXOXAEHUS  peakuuu
CPaBHMBAETCSA C Ka/MGPOBOYHOI KPUBOK ANA aHanusa, 4Tobbl MONYYUTL KONMYECTBEHHOE W3MEpeHne
KOHLEHTPALWM aHaNN3Npyemoro BellecTsa B obpastie.
3raTexHONorMs NCMOMb3YeT XKUAKME PeareHThl, AeNOHNPOBaHHbIE BO (DlakoHaxX C peareHTamu ¢
HapKVpoBKOWi A 1 B. O6Liee BpemMsi aHann3a cocTaBnsieT 3 MUHYThI.

AHAJTIUTNYECKWNE XAPAKTEPUCTUKI N3AENNA

MeTponoTyeckie XxapakTepUCTUKi, ONUCAHHbIE HIKE, BbIIM NONYHYEHb! C UCMO/b30BAHNEM
aHanmsatopaA25. Pe3ynbTaTbl aHaNOrMYHbl pesyabTartam, Noy4YeHHbIM C UCNONb30BaHNEM
aHanmsatopa A15.
A. MNoporoBas 4yBCTBUTENbHOCTb; 10 EA/n=153 HKat/n.
6. Mpegensl nuueitHocTn: 1300 Ea/n=21671 Hkat/n. [ins 6Gonee BbICOKWX 3HAuYEHWii cnepyeTt
passecTvi o6paseL} AUCTUNNNPOBAHHOM BOAOI B 2 pasa 1 NOBTOPUTL N3MEPEHUeE.
C. TouHoCTb;

CpefHAA KOHLEHTpaLus

MosTopHOCTbL (CV) BHyTpnna6opaTopHblii nokasartenb

145 Ep/n = 2417 uxat/n 1.5% 2.9%
446 Ef/n = 7435 Hkat/n 0.9% 3.3%

0. [vanasoH onpeaensieMbix KOHLeHTpauuii KOEA/n -1300 Ea/n

PE®EPEHTHbIE 3HAYEHNA
Temn, peakuym My>kumHbl " JKeHLWmHb! *
ENo1 KKat/n T HKaT/n
29C 10-65 167-1084 7-55 117-917
YK 15-105 250-1750 10-80 167-1334
X 38-174 633-2900 26-140 433-2334

[laHHble BeNNUMHBI OPUEHTUPOBOYHBI, Kax/asa nabopaTopus JONKHa ycTaHaBNNBaTb CBOU
[ManasoHbl HOPMasbHBIX 3HAYEHWIA.
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OTCYTCTBMEM pethepeHCHOro MaTepuana B cocTaBe Ha6opa Ans ONpejeneHns KpeaTuHKUHasbl.

BioSystems

Ha6op peareHToB A4NS KONMYECTBEHHOTrO onpeAeneHuns
KpeatnHknHasbl (Creatine Kinase) (CK) B cbiBOpOoTKe
nnasme KpoBW 4YesoBeKa CNEKTPO(OTOMETPUYECKUM

MeToAOM B BapuaHTax UCMNOJSTHEHUA
PeructpaynoHHoe yaoctosepeHne XXX ot 440.MM.TTTT

F. TOrpewHocTb; pe3ynbTaTbl, NONYYEHHbIE C NPUMEHEHNEM AaHHOTO peareHTa, He [eMOHCTPUpYIoT
cucTemMaTUYeckylo MOrpewHocTh B CPaBHEHUM CO  CTaHAapTHbIM peareHTOM  JlaHHble
CPaBHUTE/NbHbIX IKCNEPUMEHTOB NPeAOCTaBNSIOTCA N0 TPeGoBaHMIO.

G. BocnpowussoanmocTb (MccneosaHo Ha npuéope A25)

145 U/L 446 U/L
2417nkat/L 7435 nkat/L
CxoAumMocTb (BHyTpUCepuiiHas) 20 1.5% 0.9%
Bocnpoun3sogumocTb (Mexceouniikas) 25 2,9% 3.3%

NHTEP®EPEHUNA

VHTepdepeHTbl 3HAOreHHble: 6unnpy6uH (ao 20 mr/an), remonus (remorno6uH o 1000 mr/an) v
runepaunnaemns (TpUraulepnasl 40 500 Mr/AN) He BANSIOT Ha pesynbTaTbl.

WHTepdepeHTbl 3K30reHHble, Hanbonee 4acTo NpUMEHsieMble: aueTamMmHogeH (napauyetamon) (40
20 wmr/pn), ackopbuHosas kucnota (4o 6 mr/gn). [ipyrue noApo6HO W3y4YeHHble Ha NPOTSXEeHWUn
nocnegHux 50 neT uHTeptepeHTbl ykasaHbl B 6ubnaunorpapun”™

HEOBEXOAVMOE OBEOPYAOBAHWE I MATEPUATbI (B COCTAB HE BXOAAT)

- Ananusatopsl Al5 nnnm A25 npoussoactBa BioSystems S.A. unu apyrne aHannw3atopbl OTKPbITOro
TWNa c TepMOCTaTUPyeMOii U3MepPUTENbHON sYeiiKoli C TeMnepaTypHbIM pexumom 37*C , ¢ hnnbTpom
340 HM U KNHETUYECKUM METOA0M U3MEpPeHNs

Ans  npoBefeHus TecTUpPoBaHWA naGopaTopus AOMKHA GbiTh  YKOMMJEKTOBaHA CTaHAapTHbIMU
Na6opaTopHbLIMU NPUHAANEXHOCTAMU ANA NPOBEAEHNS GUOXMMNYECKUX UCCNe0BaHNi:

-A03aTOpbl MEPEMEHHOT0 WM MOCTOSHHOrO 06bema M naGopartopHas nocyja AN passefeHus u
[l03MPOBAHUS KOHTPONbHbIX 1 KANMBPOBOYHBIX MaTepPUanos:

- NepBUYHbIE /UM BTOPUYHbIE NPOBUPKM ANs GUoMaTepuana:

-kanuépatop Ans 6UOXUMUYECKUX uccnepoBaHuii (BioSystems kog 18011) wnn kanubpatop Ans
B6MOXUMUYECKUX NCCNeA0BaHNI HA OCHOBE YeN0BeYeCKOi CbiBOPOTKN (BioSystems kog 18044)

AHANNN3NPYEMBIE MPOBbI

Bug aHanusnpyemoro marvepvana: CbiBOPOTKa KPOBM WAW Mnasma c AuTwii-renapuHom wnu 3ATA,
0TOGpPaHHbIX BEHEMYHKUMEl C MOMOLbI0 CTaHAAPTHbIX NPOLEAyp. B kauecTBe aHTUKoarynsHTa cnegyet
ncnonb3oBaTb NNTWiA-renapuH nnm 3ATA.

KpeaTuHK1Ha3a B CbIBOPOTKe U Naa3me KPoBW CTabu/ibHa B TedeHue 7 fHell npu 2*C-8*C, noatomy
BO3MOXHO XpaHeHue Npo6 B XONOAUNbHUKE NP TEMAEPaTypHOM pexxume 2*C-8*C 0 7 AHeil.

MEPbI MPEAOCTOPOXHOCTW NPU PABOTE C N3AE/INEM

CobniojaiitTe cTaHAapTHbIe Mepbl NPeAOCTOPOXHOCTH, Heo6XoAuMble AN Pa6oTbl C /06bIMK
na6opaTopHbIMM  peareHTamu.  llacmopT  6e30nacHOCTW — MOXeT  6biTb  MpeAocTaBneH
NPOIOCCMOHANBHOMY M0/1b30BATE/I0 MO 3anpocy. YTUAU3aLMUA BCEX 0TXOA0B JOMKHA NPOU3BOANTLCS
B COOTBETCTBUW C MECTHbIMM npaBunamu. O NIOGLIX CEPbe3HbIX WMHUMAEHTaX, KOTOpble MOryT
BO3HUKHYTb B CBSI31 C YCTPOWCTBOM, cneAyeT coobuaTh B BioSystems S.A.

Mpn pa6oTe ¢ npo6amu COTPYAHUKM KIAMHUYECKOW NaGopaTopuu AOMKHbI NPEANPUHAMATL Mepbl
NPeAoCTOPOXHOCTU MPU paboTe C NOTEHUMANLHO OMAacHbIMU B WHAEKLYMOHHOM NiaHe MaTepuanamu:
pa6oTaTh B 3aWMTHBIX MepyaTkax U C MPUMEHEHUEM WHBIX CPEACTB WHAMBUAYaNbHOM 3aWuTel C Tem,
4TOGbI He 3apasnTheca BUY, MH(EKLMOHHBIMKA FrenaTuTamMmm 1 MHbIMN 3a60NeBaHUAMN, NepejaBaemMbiMu
yepes KpoBb.

PeareHT A: ONMACHO; H360: MoxeT oTpuuaTefibHO NOBAUATL HA CNOCOBGHOCTb K

[ETOPOXAEHUNIO UNK Ha He poauBlierocsi peberka. P201: Mepep ucnonb3oBaHnem

NPOTU MHCTPYKTaX No paboTe ¢ AaHHOW npogykuymneit. P202: He npuctynath k o6paboTke
[0 TeX Mop, NokKa He NPoYMTaHa 1 He MOHsATa MH(OPMALMA O Mepax NPejoCTOPOXHOCTU. P280:
Vicnonb3oBaTh NepuaTkv v CpeAcTsa AN 3alnThl rNas/nuua (Tun ykasslBaeTcs U3roTosuTenem).
P308*P313: MPW okasaHun BO3AeiNCTBUA 1AM 06€CNOKOEHHOCTU: O6paTuThea k Bpady P405:
XpaHWTb N0/ 3aMKOM.

NnoAroTOBKA KOMMOHEHTOB A/14 AHANU3A

MpuroToBneHne PaGoyero peareHTa. [lns Havana pa6oTbl OTKPYTUTE KPbILWKY C hakoHOB PeareHTta A
n PeareHta B. [lo6aBbTe [03UpOBaHHbIi 06bemM 3 M peareHTa B Bo (hnakoH C peareHTom A.
TwaTtenbHo nepemewaiTe. [pyrne 06bembl paGoyero peareHTa MOXHO MPUrOTOBUTL CeAyiolnm
o6pasom: 4 mn peareHta A 1 mn PeareHTa B. PaGouuii peareHT Bo (hnakoHe A ycTaHOBUTE Ha GopT
aHanusatopa B COOTBETCTBYWOLYIO f4eiiKy (CM. WHCTPYKUWIO MO WCMO/Mb30BAHUIO aHanu3artopa).
CrtabunbHocTb Pabouero peareHta coctasnseT 15 gHeil npu 2-8*C npu XpaHeHUM B 3auUiuiieHHOM OT
cBeTa MecTe.

Kann6paTtop Ans 6uoxummyeckux uccnegoBauuii (BioSystems kop 18011) unu kanubpatop Ans
6UOXUMUYECKNX UCCNeAOBaHW Ha OCHOBe YenoBeveckoil cbiBOpoTkM (BioSystems kop 18044)
MCNoNb3yeTcs B COOTBETCTBUM C NPUAaraemMoii K HeMy WHCTPYKUUeli 1 ycTaHaBNuBaeTcs B COOTBETCTBAN
C WHCTPYKUMeli K aHanusatopy.

NPOBEAEHVE AHANTN3A, PACHET
KpaTkoe onucaHne npoueaypbl aHanu3a onpe/jeneHns KpeaTuHkMHasbl Ha aBTOMaTU4eCKOM aHanusartope
BBITIAAUT CeAyiow M 06pasom:
1. 3anyck aHanusaTtopa B pa6oTy, COFaCHO UHCTPYKLMM MO NPUMEHEHMIO
2. MporpamMMMpoBaH1e aHann3aTopa, COrNacHo MHCTPYKLUM MO NPUMEHEHMI0
3. Pa3meuleHne peareHToB, KannbpaTopoB, KOHTPONel, npo6 Ha 6GOpPT aHarwaj3pBryornacHo
WHCTPYKLUMW MO NPUMEHEHMNI0 aHanusatopa u peareHtos, “f"ijipriT"f w f i
4. PaboTa aHannsatopa B aBTOMaTU4eCKOM pexu
. OT60p, A03MPOBAHME M NEePeHOC peareHTa”™  peakuioH™ ) p;a>mky” \
OT160p, AO3UpOBaHME W NepeHoc pearagrar ~ n
OT60p, [03MpOBaHME W NEPeHOC™ peakLNoHHYlo — sueiiky (g™
3anpodammupoBaHHoronsmepenus) |
[AvctunnupoBaHHoii BoAbl (4NF UBMAHKTNaw pAprei N/ AN
KannGpatopa/ctaHaapTa (™8 NOCTPMHUA KannbpoBOYHOI KpuBOIA!
KoHTponbHoro matepuana (g4nsa npriniinriiim unntpenn 1111 iii u
Mpo6bl naunerTa (AN NONyYeHUs pesynbTata nayneHTa)
WHKy6aums B 0eakMMOHHOI siueiike

o o o o



N3meperne
PacyeT u Bblgaua pesynbTaTa (6naHk, Kanubposka/gakTop, pe3ynbTaT KOHTPONs,
pesynbTaT NauneHTa - B 3aBUCUMOCTY OT 33/jaHHOI 0NepaTopoMm 3ajaun)

[laHHblii HAGOP peareHTOoB MOXET GbiTb UCTIO/Nb30BaH /4151 P/ ABTOMATUUECKIX aHa/IM3aTOPOB.
KOHKpETHble MHCTPYKLMM M0 NPUMEHEHNIO NPUNAraloTest K aHan3atopam.

R1:ucnonb3osath Pabouuii peareHT

A25 Al5
OBLME
HaumeHosasuune CK CK
Tun o6pasya SER SER

Cnoco6 nsmepeHna MOHOPpear. KuH. MOHOpear. KuH.

EanHUUbI En/n Ea/n
VicnbiTaHne Typ6uaumMeTpun HeT HeT
AECATUYHbIE [e] [0}
Tun peakuuu HapacTatouas Hapactaloujas

MPOLIEAYPA
CunTbiBaHue MOHOXP. MOHOXP.
OCHOBHOW (hUnbTP, HM 340 340
CnpaBoYHbIi (UNLTP, HM
O6paseu, Mkn 15 15
Vol.RI.LMKn 300 300
Vol. R2, mkn 0 [e]
MpombiBKa,MN 12 1.2
YreHue! (uukn) 13 9
YreHue 2 (unkn) 25 16
PeareHT 2 (u1kn)
KoathuumneHT passeaeHus

KANNNBPOBKAM BJIAHK
Tun KanMGpoBKU My/bTU KanuépaTop MynbTUKanu6parop
Konnyectso kann6patopos
KanuGposouHas Kpusas

onumm
Mpepen a6e. 6naxka 0.300 0.300
Mpepen 6naHka KUHETUKMN
Mpegen nuHeitHoCTU 1300 1300

Cy6cTpat notpe6nsetcs

KOHTPOJIb KAYECTBA

[ns npoBefeHWs KOHTPONS KayecTBa TecTa W NpPOUEAYpbl WCCNEeAOBaHUsS peKoMeHgyeTcs
ncnonb3osaTb KOHTPONbHYIO CbIBOPOTKY YpoBeHb | (koa 16905,18009 u 18042) n yposeHb W (koa
18007. 18010 w» 18043). Kaxgas naGopaTtopus [Jo/KHa BblpaboTaTb COGCTBEHHYK CXemy
BHYTPEHHEro KOHTPO/A KauyecTsa M NpoLeaypsl AN KOPPEKLUKN AeCTBII B Cydae, ecNit KOHTPO/b
KauecTBa He YK/Ia/JblBaeTCA B NPUEMIEMbIE ANanasoHbl.
XonocToii onbIT (6naHk peareHTa) A0/KEH NPOU3BOANTLCA KaXk/Abli IeHb, a KannbpoBKa - No kpaviHelt
mMepe pas B 2 Mec., NOC/E Hayana UCno/b30BaHUs HOBOM NAapTUK peareHTa UNn B COOTBETCTBUN C
TPeGOBaHNAMN K KOHTPO/IIO Ka4yecTBa, NPUHATLIMU B 1abopaTopuu.
V13MepeHns ¢ KOHTPONbHLIMIA MaTepuanamu Ans KOHTPO/A KauyecTsa fOMKHbI 6biTb NPOBEAEHbI:
. Mocne kanM6poBKu
. Ecnu npoueaypbl OLEHKM BHYTPEHHEro KauecTBa WM COGCTBEHHOIW CXeMbl KOHTPONs
KayecTBa PeKOMEHAYIOT X NPOBECTU
. Korja MecTHble, rocyAapcTBeHHbIe 1 heaepansHble npasuna PeKOMEHAYIOT UX NPOBECTH.

LEMOTPA®UYECKWIA 1 MOMYNALUMNOHHBIA ACMEKT

HaGop npumeHseTcs Ans onpefeNneHns ypoBHN KpeaTUHKNHA3bI B N1a3me KPOBU U CbIBOPOTKE KPOBU
IBCEX BO3PACTHbIX FPynnax nauMeHToB He3aBMCMMO OT Nona W packl.

ONATHOCTUYECKUE XAPAKTEPUCTUKN

KpeaTuHkuHasa (CK) nrpaeT BaxkHyto ponb B Mbilyuax, o6ecneynsas npespaujeHne AOP B ATP, npu
COKpalLeHU MyCKyNaTypbl, UCIONbL3Ys KpeaTuH (ocdart Kak pesepsyap hochopunmpoBaHns.
CbiBOpOTOYHas CK BbipabaThiBaeTCs rNaBHbIM 06pa3oM B MbllLaX U €e KOHLEHTPauus 3aBucuT oT
pAfa GU3NONOTUYECKNX XapaKTEPUCTUK (MON, BO3PACT, MbilleyHas Macca, (husnyeckas akTUBHOCTb,
paca).

KoHueHTpaums CK B CbIBOPOTKE 3HAYNTENbHO YBENAUYEHA Y NaLUWEHTOB C  HEKOTOPbIMU
3a60/1eBaHNAMU CKENETHOI MYCKYNaTypbl (MOAMMUO3UTHI, 3N10KaYECTBEHHAs rMNepTepmMus, TpaBma,
OCTpblii  pa6aoMMONn3). LEHTpanbHOl HepBHOW cucTembl  (OcTpoe uepebpoBackynapHoe
3abonesanune, Lepe6panbHas NWemMus, CUHAPOM Pelie) 1 LWUTOBMAHOI Xenesbl (TMnoTMponamam)”™.
Mocne nepeHeceHHOro nHthapkTa MMokapja NoAbem akTusHocT CK HabnogaeTcs yepes 3-6 4acos
¥ A0CTUraeT CBOEro nuka 4yepes 24-36 4acos. ®EPMEHT GbICTPO BbIBOAMTCS M3 N/asMbl, Tak 4To
06bI4HO €r0 aKTUBHOCTb BO3BPALLAeTCa B HOPMY Yepes 3-4 gHa™.

KnuHWYecknii AnarHo3 He JO/KEeH OCHOBbLIBATLCS Ha pesyNbTaTax OT/AENbHOro TecTa, OH OMKeH
COrNacoBbIBATLCA C PesyNbTaTaMy KANHUYECKUX 1 1aBoPaTOPHbIX AaHHBIX.

MPUMEYAHNA

1. JaHHblii Habop MOXeT 6biTb MCMONb30BAH B Pa3/NuHbIX aBTOMATUYECKUX aHa/nM3aTopax.
O6paTnTech K MHCTPYKL MM MO UCMO/b30BaHNIO KOHKPETHOrO aHanmsaTopa.

YCNOBWA XPAHEHNA, PAHHCMOPTNUPOBAHW 1 SKCMTYATALINA
TpaHCnopTMPOBKa W XpaHeHWe AOMKHbI OCYLeCTBNATLCA B COOTBETCTBUM C Tpe6oBaHuamu n. 12
FOCT P 51088-2013.

Vi3genve TPaHCMOPTUPYIOT BCEMW BWAAMW TPAHCMOPTa B KPbITbIX TPAHCMOPTHbIX CPeACTBaX B
COOTBETCTBUM NpaBMNamMu NepeBo3kM rpy3oB, AEMCTBYIOWMMY Ha KaX/0M BUje TpaHcnopTa.
TemnepaTypa TpaHCMOPTMPOBKW; 2*C-8*C ¢ ycnoBuAMKW COGNIOJEHNA  «XONOAOBOW  Lenn»,
o6ecneunsaiolieil  COXPaHHOCTb  TemnepaTypHOro TPaAHCMOPTUPOBKA  A0/KHA
OCYyILLeCTBNATLCA B TEPMOKOHTEiHEPaX 0HOPa30BOr0 MO/b30BaHNS, COAEPXKAILNX XNaA031IEMEHTDI,
VNN B TEPMOKOHTE/iHepax MHOTOKPaTHOTO MPUMEHEHNs C aBTOMATMYeckn MNOoAAepXKuBaeMoit
TemnepaTypoii unM B aBTopedhpuxepaTopax ¢
3amopaxuBaHue He l0nycKaeTcs.

pexuma,

WNCNONb30BaHMEM  TEPMOWHAMKATOPOB..

OTHOCUTENbHAA BNaXHOCTb OKpyXalouleid cpefbl Npu TpaHcnopTuposke: 10 % - 85 %. Mpu
HapyleHn TeMnepaTypHOro PeXxnMa TPaHCNOPTUPOBaHNSA, U3AeNINe He MOANEXNT NPUMEHEHMIO.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

VISJEIINE JOIDKHU XPAHNTBUA HA CKIIGAAX 1UCIABLYVKA 1 11U 1PEON e B OPUTNHANBHON ynakoBke B
COOTBETCTBUM C YKA3aHMAMM PYKOBOACTBA MO 3KCM/lyaTaLuu U3roToBuTeNs.

XpaHutb npu 2 *C - 8 B XONOAMW/bHbLIX Kamepax WAW B XONOAWNbHWKaX, obecneuvnBaloLimnx
PernameHTUpPOBaHHbI TeMMepaTypHbIi PeXUM C  eXeAHEBHOW peructpayueil Temneparypbl.
3amopaxkuBaHue He fonyckaeTcs. Mpu HapylweHUM TemnepaTypHOro pexuma XpaHeHus, a Takxe
MCTEYEHUM CPOKA XPAHEHUS U3leNINe He NOANEXNT NPUMEHEHNIO.

BCKpbITblE 1 HE CMellaHHble MeX/y co60ii peareHTbl A 1 B cTabuNbHbl 40 OKOHYaHNA CPOKA FOAHOCTK.

yKa3aHHOro Ha aTukeTke, Npu XpaHeHWu B NJIOTHO 3aKpbITOM cocyAe 1 npeaoTBpaleHnn 3arpsasHeHKN
BO BpemMs UCNONb30BaHUA.

CTabunbHOCTL PaGoyuero peareHTa coctasnsieT 15 fHeii npu 2-8*C Npu XpaHeHUW B 3aljnL{EHHOM OF
cBeTa mecre.

Mpu3Hakn 3arpAasHeHus:

QPeareHThbl: NPUCYTCTBNE B3BELIEHHbIX YacTUL, MyTHOCTb, abcopbumna 6naHka Bbiwe 0.300 npn 340 Hv
(1 cm koBeTa).

Cpok rogHocTu: 36 mecsueB. CPOK OKOHYaHWA rOAHOCTMU YKasaH Ha ynakoBke

YTUAN3AUNA N YHUYTOXEHVE MEAVUWHCKOIO N3AENNA

Mpu NCNonbL30BaHUN B MEANLMHCKUX YUPEXAEHUAX YTUAN3NpOBaTk no knaccy A unu b (CanMuH 2.1.36bl
21 'CaHWTapHO-3NUAEMMONOTUYECKNE TPEGOBAHNA K COAEPXaHNI0 TEPPUTOPUI FOPOACKNX W CeNbCK
noceneHni, K BOAHbIM 0GbeKTaM, NMUTLEBON BOAE M NUTLEBOMY BOAOCHAGKEHWIO, aTMOCHEPHOM
BO3/yXY, NOYBaM, XXW/bIM NOMELLEHNAM, IKCMyaTalLu NPON3BOACTBEHHbIX, 0GLECTBEHHbIX NOMELEKH
OpraH13aLuu 1 NPOBE/EHMUIO CAHUTAPHO- NPOTUBO3NUAEMUYECKMUX (MPOMNUNAKTUYECKIX) MEPONPUATIIA*
Mpu yTuansaumm usgenus Heo6XoAMMO CNeAoBaTh HALWMOHANbHOMY CTaHAapTy B COOTBETCTBUM
Tpe6oBaHuamMu N.13 TOCT P 51088-2013. V3genve, npuieawee B HENPUrOAHOCTb, B TOM YUC/Ee B CBSB
C MCTEYEHMEeM CPOKEe TOAHOCTM, MOANeXWUT yTunusauuu. [ocTaBUNKMA, NPOAABLbI, UMMOPTEPbI MOM
OCYW|ECTBAATL YHUUTOXKEHNE U3AeNnii, NOTEePABLINX CBOM NOTPe6GUTeNbCKUE CBOWCTBA WM C UCTEKLM
CPOKOM TOHOCTM, MPU MCNONb30BAHUA METOAOB, COFNACOBaHHBLIX C TEPPUTOPNUANbHLIMU OpraHam
OTBETCTBEHHBIMI 33 CAHUTAPHO-3MNAEMUONOTMYECKOe 6N1arononyyne HaceneHns.

M3genue yHUUTOXaeTCsH BCKPbITUEM (hAKOHOB C NOCAEAYIOWUM pa3BejeHeM ux COAEPXUMOro Bop;
1:100. cnuBoM pacTBOpa B KaHanusauuio. ®nakoHbl YHNUTOXAOT NyTem CkuraHus. C yyeTom Toro,
thnakoHsl MOTYT GbITb NepepaboTaHbl Kak BTOPUYHOE Cbipbe, X HanpaBneHne Ha nepepaboTky A0/1»
6bITb COTNACOBAHO C PErnoHanbHbIM OpraHom PocnoTpe6Hajgsopa. KapToHHble KOpoGku noane»
BTOPUYHOI nepepaboTke. MepcoHan, OCYWeCTBASIOWNA YHNUTOXEHNE W3AENUA, AOMKeH cobnioar
npasuna 6e3s onacHoOCTV NPOBE/iEHUA TOra UM NHOO CNOCO6a YHUUTOXEHMA.

OTBETCTBEHHOCTb /I FTAPAHTUN

NioGoe n3MeHeHne Habopa W/unum 06MeH UMM 3aMeHa KakuX-160 KOMMOHEHTOB PasHbiX NapTuii M3k
OfHOrO HaGopa Ha [pyroii MOXeT HeraTMBHO CKa3aTbCA Ha OXWAaeMmblX pesynbrartax
060CHOBAHHOCTM aHanu3a B Llelom. B cnyyae Takux M3MeHeHuit W/unm sameH no6oe Tpe6osaHue o
3ameHe Habopa He/lelicTBNTENbHO.

MpeTeH3nM, NofjaHHbIe B CBA3N C HEBEPHOI MHTepnpeTaLueli pe3ynbTaToB aHann3a KINeHToM, Takke
HefelicTBUTENbHLI.  HecMoTps Ha 3T0, B C/ly4ae Kakux-nuGo MPETEeH3Wil, OTBETCTBEHHOCTb
Npou3BOANTENS HEe [OMKHA MpPEeBbIWaTh CTOMMOCTb Habopa. Bpes, NpuuvHeHHbli Habopy npu
TPAHCMOPTUPOBKE U XPAHEHUW Y NOTPEGUTENSA, HE NOANEXKMUT OTBETCTBEHHOCTI NPON3BOAUTENS.
rapaHTuu npoussoguTens «BioSystems S.A.» PacnpoOCTPaHAITCA HA TO, YTO HACTOAWMIA MPOAYKT
COOTBETCTBYET creunduKaLnuam, 3asBeHHbIM Ha 3TUKETKE, HO TONIbKO MPW YCIOBUN UCMONb30BaHUS
npoAykTa KBanuduuMpoBaHHbLIM NEPCOHaNOM B COOTBETCTBUM C YKa3aHUAMN, W3NONKEHHBIMU Ha
JTUKETKE M B HACTOAWEN WHCTPYKUMN, U MPUMEHEHUS MaTepuanos [0 UCTEUEHUS CPOKa FOAHOCTH
YKa3aHHOT0 Ha 3TUKETKe.

TEKYLLNM PEMOHT

He TpebyeTca

TEXHWYECKOE OBC/TY>XUBAHVE

He TpebyeTcs

NH®OPMALIA O HAIMYA B MEAVLIHCKOM
N3OENN NEKAPCTBEHHOIO CPEACTBA

He copgepxut

NHOOPMALIA O HAIMYIAN BUONOTNMYECKUX BEYECTB U
WNHIPEAMEHTOB XXMBOTHOIO 1 YEJTOBEYECKOTIO NMPOUCXOXAEHNA

He coaepXuT Matepnanos YenoBEYECKOr0 1 XMBOTTIOTO NMPOUCXOXAEHNS, aHTUTeNa, aHTUTeHbl 1
npaiimepbl HYKNEMHOBbIX KWUCMOT.

NMOKA3AHNA KMPUMEHEHWIO |

[ns knnHuyeckoii nabopaToOpPHOIA AUArTIOCTUKM B Ka4ecTBe BCMOMOraTe/lbHOro cpejcTaa

NPOTUBOMOKA3AHUA K NPUMEHEHWNIO

MpoTuBonoKa3aHUil K MPUMEHEHUIO HET, MOCKOMbKy He OKa3biBaeT AeiiCTBMS Ha OpraHuam, He
BO3/lefiCTBYET Ha romMmeocTas opraHusma yenoBeka

CTEPWIbHOCTb

MocTaBnAeTca B HecTepunbHOM BUAe. CTepUNLHOCTL He TpebyeTcs

NH®OPMALIMA O BOSMOXXHOCTU MOBTOPHOI O NMPUMEHEHA

He nonexuT NOBTOPHOMY NPUMEHEHMIO

MEPEYEHb CTAHOAPTOB. KOTOPOMY COOTBETCTBYET MEAVLVHCKOE
M3AENVE

1SO 9001, 1S0 13485, TOCT P 51088-2013, FOCT P MCO 15223-1-2020, TOCT P NCO 23640-2015
FOCT P MCO 18113-1-2015, TOCT P UCO 18113-2-2015.

NPON3BOANTENDb n AAPEC NPON3BOACTBA

-BioSystems S.A.,08030, Costa Brava, 30, Barcelona, Spain

(BnoCuctemc C.A., 08030 yn. Kocta bpasa, 30, bapcenoHa, Vicnanus)

= Poligono Indusfrial Can Tapioles Naves 12,13,21.22,08010 Montcada IReixac - Barcelona, Spar

YMOJIHOMOYEHHbIV MPEACTABUTE/b MPOU3BOAUTESNSA B PO

000 cMA-KoHcanTuHr n Paseutue», Mocksa, Apocnasckoe wocce, 4. 6, kopn. 2 o. 106
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21790 2x60un-b2x15mn 23790 1x60mn +1x15mMn
BapuakricrionHeHms; BapuaHT UCTIONHeHMs:
KpeatvHkiHasa (CrerlAne Kinase) (CK) (AU) KpeamHkuHasa (Creatine Kinase) (CK) (AU)

XpaHuTb npn 2 *C-8*C

Mcnonb3oBaTh TONLKO AN PaboThl «in vitro» B KAMHUYECKOi na6opaTopuu

HA3SHAYEHUE

MonHoe HaumeHoBaHue: Habop peareHTOB A/ KONMYECTBEHHOTO ONpe/eneHns KpeaTWHKNHa3bl
(Creatine Kinase) (CK) B cbIBOPOTKe 1 nna3me KpoBW YenoBeka CnekrpooTomMeTpuyeckum MeToAom B
BapuaHTax UCMONHEHMS.

Vicnonb3yeTcs B KAMHWYECKOW N1aGopaToOpHOI NPaKTUKe Kak BCMOMOraTe/lbHOe CPeACTBO B ANArHOCTUKE
IR KONMYECTBEHHOTO ONpe/ieNleHns KpeaTUHKMHa3bl B CbIBOPOTKE KPOBM M Nna3me KPOBW 4enoseka
MeTO/0M (hePMEHTHOTO CMEKTPO(OTOMETPUYECKOTO aHaNN3a.

[JaHHblii  BapnaHT WCMOMHEHWs npeaHasHayeH ANns paboTel C BGUOXMMUYECKUMM aHannsaTopamu
AU480/640/680/2700/5800 nponssoacTea BeckmanCoulter, CLUA

MPEAMONATAEMbIA NMOb30OBATE/Nb

rMpodheccnoHanbHblii  NONb30BaTeNb,  MEAULMHCKMA  PAGOTHUK C  BBICWUIAM WM CPEAHWM
o6pasc , UMeoWNiA COOTBETCTBYIOWYIO KBaU(UKALMIO W [OMYCK K

pa6ote.

XAPAKTEPUCTUKN MEANLUWHCKOIO USAENNA

HABOP KOZ 21790 KOZ 23790
A. PeareHT 2x60 M1 1x60 M1
B. PeareHT 2x15mn 1X15M1

xumuueckuii COCTAB:

PeareHT A: umupaason 125 mmons/n, EDTA 2 mmons/n, auyetat mariusa 12.5 mmons/n, D-
rnioKosa 25 MMonib/n, N-aueTununcTenH 25 MmMonb/n, rekcokuHasa 6000 ea/n, NADP 2.4
mmons/n, pH 6.7,

PeareHT B: ®ocar kpeatuHa 250 mmonwb/n, ADP 15 mmone/n, AMP 25 mmons/n, P1,P5-
Av(ageHo3unH-5'-) neHTadochat 102 pmons/n, rnokosa-6-pocdart gerngporeqasa 8000 ea/n.
Yucno aHanmsnpyemblx npo6:

Ans BapuaHTa ucnonHeHus KpeatuHkuHasa (Creatine Kinase) (CK) (AU) 2x60 mn w*-2x 15 Mn He
MeHee 500 (BK/OUAs U3MEpeHUA GNaHKOB, KanmMbpaTopoB 1 KOHTPOeil)

A BapuaHTa ucnonHenns KpeatnHkunasa (Creatine Kinase) (CK) (AU) 1x 60 mn + 1x 15 mn He
veree 250 (BKkNtoYas usMepeHus 61aHKOB, KannGpaTopoB U KOHTPONeil)

MPYHLN METOZA

CnekTpodoTomeTpuyeckuii  (a6copBLMOHHas CNeKTPOOMEeTPUA) aHanu3 OCHOBaH Ha W3yyeHun
CMeKTPOB NOTOWeEHNs B ynbTpaduroneToBoit (200—400 Hm), BUAUMOIE (400— 760 HM) N MHDpaKpacHoO
(>760 HM) 06nacTAX CnekTpa v onpeAensieT 3aBUCUMOCTb WHTEHCMBHOCTM MOTMOWEHUS Najaouiero
CBETA OT ANVHbI BO/HLI. VI3Mepsiemast onTuyeckas NAOTHOCTb 3aBUCUT IMHENHO MAN HENWHElHO oT
OHUEHTpayun Bewectsa. CnekTPOPOTOMETPUS B OMUCHIBAEMOM aHann3e MNpUMeEHsieTCs Ans
H0/IMYECTBEHHOTO  OMpPEe/eNieHUsi aKTUBHOCTU (PEPMEHTA  KpPeaTUHKWHA3bl. OCHOBHBLIM 3aKOHOM
a6COPOLUNOHHOI CNEKTPO(OTEMETPUN, NPUMEHSEMbIM ANS U3MEPEHUS AHANINTOB KIMHUYECKON XUMUK,
ABNsAeTCs 3aKoH byrepa-/lambepTa-bepa.

KpeatnHkuHasa (CK) katanusmpyet docopunuposanme ADP B npucyTcTBuM  KpeaTuHgocdara,
obpasys ATP 1 kpeaTuHa. AKTUBHOCTbL (hepMeHTa onpejenseTca No ckopocTu o6pasosaHus NADPH,
ONTUYECKYIO NIOTHOCTH KOTOPOTO M3MepAIoT Npu 340 HM, B psAfe peakuuii c yyacTuem rekcoknHasel (M)
HrNoK030-6-hocdar gernaporenasa (G6P-OH)" -2.

CK
KpeatuHdochar+ADP
HK

» KpeatuH +ATP

[ ] ATP +TInoko3a » ADP +Tlnioko3a-6-hochat

G6P-DH
Inoko3a-6-gpocdaT+NADP* -» 6-®octorniokoHat + NADPH + H*
6 peakuMn ONpejeneHus MONyYeHHbIi pesynbTaT a6copbuuu  nocne  MPOXOXAEHUS  peakuun
CPaBHVBAETCA C KaNNBPOBOYHON KPUBOI ANs aHanu3a, YTo6bl MONY4YUTb KONMYECTBEHHOE W3MEepeHune
OHLEHTPaLWM aHaNIM3MPYeMOoro BelecTsa B o6pasLie.
3TaTexHoNOMsA UCMOMb3YeT XIUAKNE PeareHTbl, AeNOHNPOBaHHbIE BO (hN1AKOHAX C peareHTamu ¢
napknpoBkoii A n B. O6uiee Bpems aHanusa coctaBnseT 3 MUHYTHI.

AHAJIMTUYECKUE XAPAKTEPUCTUKW N3OENNA

MeTponoruyeckne xapakTepucTUKU, ONMCaHHbIE HUXE, GblIM MNONYYEeHbl C UCMONb30BaHNEM
aHanmsatopa  BA400. Pe3ynbTaTbl  aHanOlNYHbI pesynbTatam, NONYYEeHHbIM  C
1cnonb3oBaHMem aHanusaTopos AU480/680, CA270, CS400.
A Toporosas 4yBCTBMTENbHOCTL: 1,92 Ea/n = 0,031 Hkat/n.
B, Mpepensl nuHeiinocTn: 1300 Ea/n=21671 Hkat/n. lnsa 60nee BbOOKUX 3HAYeHWii cnegyeT

pasBecT 06pasel, AUCTUNIMPOBAHHOI BOAOW B 2 pasa n NOBTOPUTL U3MEPEHMeE.
C. TO4HOCTb:

(NefHAs KOHLeHTpauus MoBTOpHOCTH BHyTpuna6opaTopHbIit
cv) nokasatens (CV)

1E[/N=2.6 HKaT/N 1,1 % 3.3%

299N =5.0H1Br/N 0.7% 2.0%

0. lnanas3oH onpeaensemMblx KoHueHTpayuit OEA/n -1300 Ea/n

PE®EPEHTHbIE 3BHAYEHUNA

Teiin, peakuym MyTuHb " KeHWwmHbI'
EA/N HKaT/n BAN HKat/n
ical 10-65 167-1084 7-55 117-917
30n 15-105 250-1750 10-80 167-1334
37 38-174 633-2900 26-140 433-2334

JlaHHbIe BENIMYNHBI OPMEHTUPOBOYHBI, KaxKaas NabopaTopus oMXHa ycTaHaBMBaTb CBOU

& 000 LIUPMH &) INFO@CIRMI.RU & WWW GOSZDRAVNADZOR RU

E. llpocnexuBaeMocTb U HEONpPEeAeNeHHOCTbL peepeHCcHOro matepuana: He npUMEeHnUmMo B
CBF3M C OTCYTCTBMEM Pe()epeHCHOro Matepuana B cocTaBe Hab6opa Ans onpejeneHus

BioSystems

Habop peareHToB A4/ KOJIMYECTBEHHOTO onpejenexHuns
KpeatnHkunHasbl (Creatine Kinase) (CK) B cbiBOpOTKe 1
nnasmMe KpoBu Yenoseka CNeKTPOHOTOMETPUYECKUM

MeTOoAOM B BapumaHTax UCNonHeHNA
PeructpaynoHHoe yaoctosepeHne XXX ot 44.MM.TTTT

KpeaTMHKMHa3bI.

F. MorpewHocTb: pe3ynbTaTbl, MOAYYEHHbIe C MNPUMEHEHWEM [aHHOro peareHTa, He
AEMOHCTPUPYIOT CUCTEMATUYECKYl MOrpewHocTs B CPaBHEHWM CO CTaHAapTHbIM
peareHToM. [laHHble CPABHUTENbHbIX 3KCNEPUMEHTOB NPeAoCcTaBNAlTCA No Tpe6oBaHNIo.

G. BocnpoussoaumocTb (MccnejoBaHo Ha npubope A25)

159 U/L 299 U/L
CxoAnMoCTb (BHYTPUCEPUiiH3A) 20 1 1.1% 0.7%
Bocnpon3eognmocTs (MexcepuitHas) 25 * 3.3% ,1-5.0%

NHTEP®EPEHLINA

VHTepdepeHTbl 3HAOreHHble: 6unnpybuH (no 20 mr/gn), remonus (remornobuH go 1000 mr/an) u
runepaunuaemus (Tpurauuepvasl 4o 500 Mr/an) He BAUSAIOT Ha pe3ynbTaThbl.

NHTepdepeHTbl 3K30reHHble, Hanbonee 4acTo NpuUMeHsiemMble: aueTamuHodeH (napauetamon) (Ao
20 wmr/an), ackop6uHoBas kucnota (go 6 mr/gn). Opyrue nofpo6HO M3yYeHHble Ha NPOTSHKEeHUW
nocnefHux 50 neT MHTepdepeHTbl yKasaHsl B Gubnuorpacdun’.

HEOBXOANMOE OBOPYAOBAHWE U MATEPUA/IbI (B COCTAB HE BXOAAT)

- Ananusartopbl AU480/640/680/2700/5800 npoussoacTBa BeckmanCoulter, CLIA wunu pgpyrue
aHanM3aTopbl OTKPLITOFO TUNA C TepMOCTaTUPyeMoil W3MepuTenbHOi sueiikoil ¢ TemnepaTypHbIM
pexumom 37*C, ¢ hunbTpom 340 HM 1 KUHETUYECKAM METOA0M M3MepeHna

Ons  nposefieHUs TecTWpoBaHWA nabopaTopus [AOMKHA OGbiTb YKOMNAEKTOBaHa CTaHAapTHbIMK
Na6opaTopHLIMKU MPUHAANEXHOCTAMU AN NPOBEAEHNS GUOXMMNYECKUX UCCNEe0BAHNN;

-03aTOPbl NMEPEeMEHHOro WM MNOCTOSHHOrO o06beMa W na6opaTopHas nocyda ANs pasBefeHus v
[l03MPOBAHNS KOHTPO/bHbIX 11 KANNGPOBOYHBIX MaTepnanos;

- NepBUYHbIE /WK BTOPUYUHbIE NPOGUPKN ANst GuoMaTepuana;

-kanubpatop Ana 6uoxumuyeckux uccneposanuii (BioSystems kop 18011) wnu kanuGpatop ans
6MOXMMUYECKUX NCCNef,0BaHNI HA OCHOBE Yen0BeYeCckoii CbiBOPOTKN (BioSystems kop 18044)

AHANTM3NPYEMBIE MPOBI

Buj aHanu3vpyemoro maTepuana; CbiBOPOTKa KpPOBM WAW nnasma C AuTWiA-renapuHom unu ATA,
0TOGPaHHbIX BEHEMyHKLMel C NOMOLLbI0 CTaHAAPTHBIX NpoLiedyp. 6 KauecTBe aHTUKoarynsHTa cnegyet
McnonbL30BaTh NNTHIA-renapnH unn 3ATA.

KpeaTuHKMHa3a B CbIBOPOTKE 1 NNa3Me KpoBU CTabU/bHa B TeueHne 7 AHeil npu 2*C-8' C, noaTomy
BO3MOXHO XpaHeHWe Npo6 B XONOAWUILHUKE NPU TEMNEPATYPHOM pexume 2*C-8*C Ao 7 AHeil.

MEPbI NPEAOCTOPOXHOCTU NP PABOTE C U3AE/IMEM

Cob6niofaaiite cTaH/AapTHbIE Mepbl NPeAOCTOPOXHOCTU, HeOo6XoaMMble ANA PaboTel C N10GbIMM
na6opaTopHbiMM  peareHTamu.  acnopT  6e30MacHOCTU  MOXeT  6biTb  MpeAocTaBfieH
npotheccoHanbHOMy Mo/b30BaTENIo MO 3aNpocy. YTUAN3ALMA BCEX OTXO/0B A0MKHA NPON3BOAUTLCS
B COOTBETCTBAM C MeCTHbIMM npasunamu. O NOGbIX CEPbe3HbIX WHUWAEHTaX, KOTOpble MOryT
BO3HUKHYTbL B CBA3W C YCTPOIICTBOM, cneayeT coobuiaTts B BioSystems S.A.

Mpu paGoTe ¢ npo6amu COTPYAHMKU KAWHUYECKOW nabopaTopuu [O/MDKHbI NPEANpUHUMATL Mepbl
NpefoCcTOPOXHOCTU Npu paﬁoTe C rioTeHymanbHO onacHbIMK B VIHd)eKL{VIDHHOM nnaHe marepuanamu:
paﬁo'ra'rb B 3aWUTHbLIX NepyaTkax U ¢ NpUMEHEeHNEeM UHbIX CPeacTB VIHF[VIBI/IF[yaI'IbHOFi 3auunTsl C TEM,
4YTOObI He 3apasntbcsa BUY, MHQ)EKL(I/IOHHHMM renatutTaMmn M UHbLIMKU SaGOHQBaHVIRMM, nepejasaembiMu
uepes KpoBb.

PeareHT A: OMACHO: H360; MoxeT oTpuLaTeNbHO NOBMATL HA CMOCOGHOCTb K
¢ AETOPOXAEHUIO UK Ha He poauBlueroca pebeHka. P201: MepeA ncnonb3oBaHnem
NPOATN MHCTPYKTaX No paboTe ¢ JaHHOIi Npogykuueil. P202: He npucTtynatb ko6pa6oTke
/10 TeX Nop, Noka He NpoYnTaHa 1 He NOHATa NHGoPMaLMs 0 Mepax NpeaocTOPOXHOCTU. P280:
Vicnonb3oBath NepyaTku 1 CPeACTBa ANA 3aWuUThl Fnas/nnua (TUn yKasbiBaeTcs U3roTOBUTENEM).
P308-*P313: MPW okazaHuu Bo3aeiicTBUS Unn o6ecnokoeHHocTn: O6paTuTbes K Bpady. P405:
XpaHUTb Nof 3aMKOM.

NnoAroToBKA KOMMNOHEHTOB AN1A AHAJTU3A

PeareHThl roTOBbI K MCMO/b30BAHNIO. [lONONHUTENbHBIE NPOLEAYPbI He TPEGYTCs. OTKPYTUTE KPbILLKY
¢ hnakoHoB PeareHTa A 1 PeareHTa B nyctaHoBuTe Ha 60PT aHanu3aTopa B COOTBETCTBYIOLLYIO AUEiiKY
(CM. MHCTPYKLMIO N0 UCNO/Nb30BAHNI0 aHANN3ATOPA).

Kanu6patop ans 6uoxumuueckux wuccnepoBaHuii (BioSystems kog 18011) unu kanubpatop Ans
6uoXMMMYECKUX WCCNef0BaHNAi Ha OCHOBE YesoBeveckoil cbiBOpoTku (BioSystems ko 18044)
UCNONb3YeTCs B COOTBETCTBUM C NPUNATaeMoil K HEMY MHCTPYKLMEN 1 yCTaHaBNNBAETCS B COOTBETCTBUM
C MHCTPYKUMEN K aHann3atopy.

MPOBEAEHWNE AHAJIN3A, PACYHET

KpaTkoe onucaHue Npoleaypbl aHanusa onpejeneHis KpeaTuHkuHasbl Ha aBTOMaTUYeCKOM aHanu3aTope

BLITIAANT CNeAyIoW UM 06pasom:
1. 3anyck aHanusaTopa B pa6oTy, COFNACHO UHCTPYKLMIA MO NPUMEHEH IO
2. TporpamMmupoBaHne aHasM3aTopa, COrnacHo MHCTPYKLN MO NPUMEHEHUIO
3. PasMmeljeHMe peareHToB, KannbpaTopoB, KOHTponeil, Npo6 Ha 6OPT aHanMsaTopa, COrNacHo
VHCTPYKLWM MO NPUMEHEHNIO aHann3aTopa 1 peareHTos, kannbpaTopos (He BXOAAT B COCTaB Habopa).
4. Pa6oTa aHanu3aTopa B aBTOMaTUYECKOM PeXUME:

. OT60p, A03MpOBaHME U NEepeHoC peareHTa Aj
. OT60op, 103MPOBaHNE U NEPEHOC peareHTam B peakLUMOHHYI aueliky
. OT6op, A03MpoBaHMe U MNepeHoc PpdKU«Tryto., AA6iixyHd--'38B1N1L|(NTh 10T

3anporpaMMUpOBaHHOT0 U3MEPEHNs); i
AuctunnuposaHHoil BoAbl (Ans n3mepermsa 61aHka peareHTa)
Kanu6paTopa/ctaHfapTa (fas noctpoeHa ka2*/6p9spunoii-|(pitb5i5ra30 B C N
KoHTponbHoro matepuana (ana nposefeHUs KoHTpolokavecra{/b623

o o oo

Mpo6bl nayneHTa (4NA NoNyYeHUs pesynbTarta nauyueHTa)

. WHKy6aums B peakLMOHHOM siyeiike L—

. N3mepeHne

. PacueT ¥ Bblfauya pesynbTata (6naHk, kanu6poska/thakTop, pe3ynbTaT KOHTPONS,
pe3ynbTaT nayueHTa - B 3aBUCMMOCTM OT 3aJaHHO onepaTopom 3ajaun)



JlaHHbIi HaBop peareHToB MOXeT BbITb UCMONb30BaH ANA Psfa aBTOMATUHECKNX aHa/IM3aTOPOB.
KOHKpeTHble MHCTPYKLWW MO NPUMEHEHWIO NPUNAratoTca K aHaim3aTopam.

CpoK rogHocTu; 36 mMecsleB. CPOK OKOHYAHNS TOAHOCTY yKasaH Ha ynakoBke

YTUAN3AUMA N YHNYTOXXEHUE MEAVLHCKOrO U3AENA

AnB40-8M Min OD Max OD Mpn ncnonb3oBaHUM B MEANLIMHCKNX YUpeXAeHNsaX yTunmsnposaTtb no knaccy A unn b (CanMnuH 2.1.38
Sample Volume 10 pL Dilution 0 DL L 0.0 H 1.0 21 "CaHuWTapHO-3nuAaeMnonoruyeckne TpeboBaHus K CoAepXaHuio TeppuUTOPWiA rOPOACKMX W cenm
Reagents R1Volume 160 ul Dilution 0 DL Reagent OD limit; noceneHui, K BOAHLIM 0GbeKTaM, NUTLEBOW BOAE M MUTLEBOMY BOAOCHAGKEHWIO, aTMOCHEpHO
R2 Volume BO3/lyXy, NOYBaM, XWUbIM MOMELLEHWUAM, 3KCM/TyaTaLuu NPOU3BOACTBEHHbIX, 0GLIECTBEHHBIX MOMeLLEH

40 pL opraHu3ayuu 1 NpPoBEAEHMIO CAHNTAPHO- NPOTUBOINUAEMUYECKNX (MPODUNAKTUYECKIUX) Meponpusin™

Mvelength. Ph. 340 Sec 700 FirstL 0.0 FirstH 28 Mpn yTMAM3aLUMM W3genns Heo6XOAMMO CNefoBaTb HaUMOHANbHOMY CTaHAapTy B COOTBETCTM

Method: RATE LastL 0.0 LastH 28 Tpe6oBaHuamn N.13 TOCT P 51088-2013. M3genve, npuiejLiee B HENPUrOAHOCTb, B TOM HYUCe Beek

Reaction slope: * Dynamic Range: C UCTEYEHMEeM CPOKa FOAHOCTM, MOANEXWUT yTunAusauuu. [lOCTaBUMKM, NPOAABLbI, UMMOPTEPbI HT

Measunng Point 1 First 21 Last 31 L OH 1300 OCYLECTBNATb YHUUTOXEHWNE U3AENNiA, NOTEPSBLUUX CBOW NOTPe6UTENbCKNE CBOMCTBA UK C WUCTenL
Measunng Point2  First 0 Last 0 Correlation Factor. CPOKOM TOAHOCTW, MPW MCMONb30BAHWN METO/O0B, COTNACOBAHHBLIX C TEPPUTOPUANBHBLIMUA OpraH»

_mearity 15 % A 1B 0 OTBETCTBEHHbIMU 33 CAHNTAPHO-3MUAEMUONOTMYECKOe 6Narononyyne HaceneHus.

40 Lag Time: NO On-board stability period: Vi3fenne yHUUTOXaETCH BCKPbITMEM (DNAKOHOB C NOCAeAYIOUUM pa3BeieHNeM UX COAePXUMOro Boj
1:100, cnMBOM pacTBOpa B KaHanu3auni. ®akoHbl YHUHTOXKAKT MyTeMm OkuraHus. C yuyeTom Toro.n
nakoHbl MOTyT GbITb NepepaboTaHbl Kak BTOPUYHOE CbIPbe, UX HAMpaB/ieHne Ha NepepaGoTky Aomn»
6bITh COrNACOBAHO C PErnoHanbHLIM OpraHom PocnoTpeGHaA3opa. KapToHHble KOpoGku nopie»

t H BTOPUYHOI Nepepa6oTke. MMepcoHan, OCyUecTBAAWMUA YHUUTOKEHNE U3LENUNA, [OMKEH COBAKLT
;: gz?z:zi;t:d 35 172 npasuna 6e3 onacHoCTU NPOBE/AEHUS TOTO UM UHOTO CMOCOGA YHUUTOXEHWS.
L H OTBETCTBEHHOCTb U FTAPAHTUN
Panic Value Unit:  U/L Decimal places: 0
Nio6oe M3meHeHne HaGopa W/Unn 06MEeH WM 3aMeHa KakuxX-MG0 KOMMOHEHTOB pasHbiX NapTuii 1B
ofHOrO Habopa Ha [APYroll MOXeT HeraTMBHO CKasaTbCs Ha OXWAAEMbIX pesynbTatax u

Calibration Specific 07NHOBAHHOCTU aHanu3a B LENOM. B ciydyae Takux U3MEHEHWH u/wnm 3ameH n6oe Tpe6osaHme o
3ameHe Habopa'HEéAenCcTBUTENbHO.

Calibration Type:  AB Formula:  YZAX4+B Counts: 2 Process: CONC. TPeTEeH3UN, NOAAHHbIE B CBA3N C HEBEPHOI MHTEPNPEeTaLMell Pe3ynbTaToB aHaNN3a KMEHTOM, Taloke

’ HeAelicTBUTENbHEI.  HecMoTps Ha 370, B Clyvae Kakux-nuGo MPEeTeH3wii, OTBETCTBEHHOCTb
Cal. N* ob CONC FactorfOD-L  Factor/OD-H Npon3BOANTENs He AO/MKHA NpeBbilaTh CTOMMOCTL Habopa. Bpes, NpUUMHeHHbIi Ha6opy npn
=0 « 9999 ) 9999 TPAHCMOPTUPOBKE W XPaHEHUW Y NOTPEBUTENS, HE NOANEXUT OTBETCTBEHHOCTU NPOU3BOAUTENS.

MB Type Factor:

*Enter the assigned standard
value

# User defined

FapaHTuu nponssoanTens «BioSystems S.A.» pacnpoCTPaHAKOTCA Ha TO, YTO HACTOAWMIA NPOAYKT
COOTBETCTBYET CreUMpUKaLUsM, 3asiBNIEHHBIM HA 3TUKETKE, HO TONLKO NPY YCNIOBUN UCTONL30BaHNN
npoaykTa KBannhuuMpoBaHHbLIM NEPCOHANOM B COOTBETCTBUM C YKa3aHWAMM, U3NOXKEHHLIMU Ha
3TUKETKE M B HACTOAULEH UHCTPYKLMM, N NPUMEHEHNs MaTepuanoB A0 UCTEYEHUS CPOKa roAHOCTY,
yKa3aHHOr0 Ha aTUKeTKe.

TEKYLWIA PEMOHT

He TpebyeTca |

KOHTPO/Ib KAYECTBA

[ns npoBejieHNs KOHTPONS KadyecTBa TecTa M MNpoLeAypbl WMCCNeA0BaHNA pPEKOMEeHAyeTcs
ncnonb3oBaTb KOHTPONbHYIO CbIBOPOTKY YpoBeHb | (kog 18005,18009 n 18042) u yposeHb Il (kog
18007, 18010 wn 18043]. Kaxpas nabGopaTtopus [o/kKHa BblpaGoTaTb COGCTBEHHYI CXemy
BHYTPEHHEr0 KOHTPO/ISi KauecTBa v Npoueaypsl AN KOPPEKLUN ACHCTBUI B Clydae, eCNi KOHTPONb
KauecTBa He YKNajbiBaeTcs B NpUeMnemMble 41anasoHsl.

XonocToit onbIT (6NaHK peareHTa) JOMKEH NMPOU3BOAUTLCS KaX/Abll AieHb, a KanubpoBKa - No KpaitHei
Mepe pas B 2 Mec., NOC/E Hayana UCnob30BaHUA HOBOW NapTUM peareHTa AN B COOTBETCTBUN C

TPeGOoBaHNAMN K KOHTPOMIO KAaYecTBa, NPUHATLIMI B na6opaTopuu.

TEXHWYECKOE OBCTYXVBAHWVE

He TpebyeTcs

NH®OPMALMA O HANYUA B MEAVNLUHCKOM U3OENNN NTEKAPCTBEHHOI
CPEACTBA

He coAepXuUT NekapcTBEHHbIX CPeACTB

NH®OPMALNA O HANTMYUIA BUOTOTMYECKUX BEHECTB U UHTPEOVEHTO
XXMBOTHOIO 1 YENOBEYECKOIO MPONCXOXAEHNA

N3mepeHns ¢ KOHTPO/IbHBIMU MaTepuanamu 4ns KOHTPONS KauyecTBa J0/KHbI GbiTb MPOBE/EHbI;

. Mocne kann6poskn He cofepXWUT mMaTepuanos 4en0BEYECKOrO U XUBOTHOTO NPOUCXOX/AEHUS, aHTUTeNa, aHTUreHbl 1
. Ecnn npoueaypbl OLEHKM BHYTPEHHEro KauecTBa WM/N COGCTBEHHOW CXeMbl KOHTPONs npaiiMepbl HYKNEMHOBbIX KNCIOT.

KauecTsa PEKOMEHAYIOT UX NPOBECTU .

. Koraa MecTHble, rocyAapcTBeHHble U heaepancHble NpaBina PEKOMEHAYIOT X NPOBECTY. MOKA3AHNA K MPUMEHEHWIO

[N KNMHWYecKoii nabopaTopHOW ANarHOCTUKN B KayecTse BCNOMOraTeflbHOro cpeAcTea

MPOTMBOMOKA3AHWA K MPUMEHEHUIO

MpoTuBONOKasaHUii K NPUMEHEHUI0 HET, MOCKOMbKY He OKasblBaeT [eiiCTBMA Ha OpraHusm,
BO3/elicTByeT Ha romeocTa3 opraHusma yenoseka

[LEMOTPA®UYECKUNI 1 MONYNALNOHHbINA ACMEKT

HaGop npumeHsieTcs ANs ONpeAeneHns YPOBHSA KpeaTUHKMHA3b! B N1a3Me KPOBU U CbIBOPOTKE KPOBN
4enoseka BO BCEX BO3PACTHbIX rPyNnnax nayneHToB He3aBMCUMO OT MOA W Packl.

ANATHOCTNYECKME XAPAKTEPUCTUKIN

KpeaTuHknHasa (CK) urpaeT BakHyto ponb B Mbilylax, o6ecneynsas npespaweHne ADP B ATP, npu
COKpALLEHUM MYCKYNaTypbl, UCNONbL3Ys KpeaTuH (ocdaT Kak pesepsyap (Pacc punmpoBaHus.

CTEPU/IbHOCTb

MocTaBnseTcs B HeCTepUbHOM Buje. CTePUNbHOCTL He TpebyeTcs
CbiBOpoTOYHas CK BbipabaTbiBaeTCs rNaBHLIM 06Pa30M B MbIWLAX U €€ KOHUEHTpaLus 3aBuCUT OT
pAna Gu3nonornyecknx xapakTepucTuk (non, BO3pact, MbilleyHas Macca, (usmnyeckas akTUBHOCTb,
paca).

NH®OPMALINA O BOSMOXHOCTW MOBTOPHOIO MPUMEHEHNA

He noanexuT noBTOPHOMY NPUMEHEHMIO
KoHueHTpauyus CK B CbIBOPOTKE 3HAYMTENbHO YBENAUYEHA Yy NaUUEHTOB C  HEKOTOPbIMK

3a60neBaHUAMN CKENeTHOI MyCKynaTypbl (MOAMMNO3NTLI, 310Ka4YECTBEHHAA rUNepTepmMus, TpaBma,
OCTpblii  pabaomMuonus), UeHTpanbHOW  HepBHOW cucTembl  (OCTpoe uepebpoBackynspHoe
3a6oneBaHue, LepebpanbHas uwemMus, CMHAPOM Peiie) 1 WUTOBMAHON xenesbl  (TunoTyponansm)”™.
Mocne nepeHeceHHOro HapkTa Muokapaa nogbem akTusHocT CK HabnlogaeTcs Yepes 3-6 4acos
M AOCTUraeT CBOEro NMnka 4epes 24-36 yacoB. ®epMEHT GbICTPO BLIBOAUTCS W3 MNasmbl, Tak YTo
06bIYHO €r0 aKTWBHOCTL BO3BpALLaeTCA B HOPMY yepe3 34 gHa™"

MEPEYEHb CTAHOAPTOB, KOTOPOMY COOTBETCTBYET MEANLIMHCKOE
W3AENVE )

1SO 9001, 1S013485,TOCT P 51088-2013, TOCT P UCO 15223-1-2020, FOCT P NCO 23640-201'
FOCT P 1 C018113-1-2015, TOCT P 1 C 0 18113-2-2015,

KNuHUYecknii AnarHo3 He [J0/KEH OCHOBBIBATLCA Ha pesy/nbTaTax OTAENbHOTO TecTa, OH [OMKEH
COrNacoBbIBATLCA C Pe3ynbTaTamit KNIMHUYECKUX U Na”\PaTOPHbIX JaHHbIX.

NPON3BOANTENDb n AAPEC MPOU3BOACTBA

-BioSystems S.A.,08030, Costa Brava, 30, Barcelona, Spain

(BnoCuctemc C.A., 08030 yn. Kocta bpasa, 30, bapcenoHa, Vicnanus)

-Poligono Industrial Can Tapioles Naves 12,13.21,22,08010 MontcadaiReixac-Barcelona, Spar

NPUMEYAHNA

1. [JlaHHblii HaGop MOXeT ObiTh MCNOMb30BAH B Pa3/IMYHbIX aBTOMATUYECKUX aHanu3aTopax.
06paTuTech K MHCTPYKLMN MO NCMONb30BaHUIO KOHKPETHOTO aHanusaTopa.

YCNOBUA XPAHEHWA, PAHHCNOPTPOBAHIW 1 SKCM/TYATALINA
TpaHCNOPTUPOBKA U XpaHeHWe [OMKHbI OCYLIECTBAATLCS B COOTBETCTBAW C TpeGoBaHWsMN n. 12
FOCT P 51088-2013.

V3genne TpaHCMOPTUPYKOT BCEMW BUAAMU TPAHCMOPTa B KPbITbIX TPAHCMOPTHbIX CPeACTBaX B
COOTBETCTBUW NpaBUaamMn NepeBo3KN rPpy3oB, AeACTBYIOLMMIA Ha KaX/OM Buje TpaHcnopTa.

YNOJIHOMOYEHHbIV NMPEACTABUTE/b MPON3BOANTENS B Pd

000 (MJ-KoHcanTuHr 1 Passutue», Mocksa, ipocnasckoe wocce, 4. 6, kopn. 2 o). 106

BUBNTNOTPADIUA

. Tietz Textbook of Clinical Chemistry and Molecular Diagnostics, 4th ed. Burtis CA. Ashwood ER, 6t
DE.WB Saunders Co. 2005.

[

TemnepaTtypa TPaHCMOPTUPOBKYM; 2®C-8*C C  ycnoBUsiMM COG/IOAEHNA  «XONOAOBON  Lenn», 2. Friedman and Young, Effects of disease on clinical laboratory tests, 4th ed. AACC Press, 2001.
obecneymnBaioweil  COXpaHHOCTb  TEMMEPATYPHOTO  PeXUMa,  TPaHCMOPTMPOBKA  AOMKHA 3. IFCC primary reference procedures for the measurement of catalytic activity concentrations ofenzy
OCYW|eCTBNATLCA B TEPMOKOHTE/iHEpaX 0AHOPA30BOrO M0/b30BAHWS, COAEPXKAULMX XNAA0INEMEHTI. at 37@C, Part 2. Reference procedure for the measurement of catalytic concentration of creatine kin
WM B TEPMOKOHTEiHEpaX MHOTOKPATHOro MPUMEHEHWs C aBTOMATUYecku MOAAEPXKMUBAEMON Clin Chem Lab Med 2002:40;635-642.

TemnepaTypoii wnm B aBTopedipu)Nepatopax €  UCNO/Mb30BAHUEM  TEPMOWHAUKATOPOB.. 4. IFCC reference procedures for measurement of catalytic concentrations of enzymes: conigenc
3amopaxuBaHue He JONYCKaeTCs. notes and useful advice. Clin Chem Lab Med 2010; 48; 615-621.

OTHOCUTENbHAA BNAXHOCTb OKPYXarloweid cpejpl Mpu Tpaucnoptuposke; 10 % - 85 %. Mpu 5.Young DS. Effects of drugs on clinical laboratory tests, 5th ed. AACC Press. 2000..

HapyLWeHU! TeMNePaTYPHOTO Pexunma TPaHCMOPTUPOBaHNS, U3[eNne He NOANEKUT NPUMEHEHNIO.

CBE/IEHNSA O PEJAKLIMAX HACTOSALLEN MHCTPYKLIN

Vi3genue [OMKHO XPaHUTLCS Ha Cknajax nocTaslyuka U NOTPeGUTeNs B OPUrMHaNbHOM ynakoBke B
COOTBETCTBUM C YKa3aHUAMKU PYKOBOACTBA MO 3KCMyaTalui N3rotoBuTens.

Jata BBeAeHus
XpaHute npu 2 N -

Howme
8 *C B XONOAWNbHLIX Kamepax MAW B XONOAMNbHUKAX, 06GecneynBarolinx P

ername oBa " Temnepa i pe C exe[HeBHOI perucTpauveil Temnepa 08/2009 M125247-A-10-09
rnamMeHTUpoBaHHbIN  Temmn TYPHbIN OKUM OKelHeBHOW TNCT] ven temn TYpPbI.
P P paryp P A P pay pamyp 08/2019 M12524r-A-10-19
3amopaxuBaHue He jonyckaetca. [pyU HapylWeHUU TemnepaTypHOro pexuma XpaHeHus, a Takke

08/2023 M12524r-A-10-23

ncTevyeHnn cpoka XxpaHeHus nsgenne He nNOANEXNT NPUMEHEHWNIO.

BCKpbITble N He CMelaHHble Mexay co6oii peareHTbl A U B cTabuibHbl 10 OKOHYAHUA CPOKa
rogHocTh, npy  XpaHeHun B
npeaoTBpalleHnmn 3arpA3HeHs BO BPEMS MCNO/b30BaHUA.
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- PeareHTbl: NpUCYTCTBME B3BELIEHHbIX YacTuL, MyTHOCTb, a6copbuns 6naHka Bbiwe 0.300 npu

yKa3aHHOTO Ha 3TUKeTke, NAOTHO 3aKpbLITOM cocyje W
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21790 2x60un-2x15mn 23790 1x60mn-b1 x15mn
BapuaHT vcroHeHms: BapuaHT CNoNHeHs:
KpealuHkTas3 (Creatine Kinase) (CK) (BA) KpeatuHkuHasa (Creadne Kinase) (CK) (BA)

XpaHutb npn 2 “C -8“C

Wcnonb3oBaTh TONLKO ANA paGoThl tin vitro» B KnMHU4Yeckoi nabopatopumn

HASHAYEHWE

MonHoe HauMeHoBaHNe: HaGop peareHToB ANs KONNYECTBEHHOTO onpeeneHns KpeaTuHKMHasb!
[Creatine Kinase) (CK) B CbIBOPOTKe 1 nna3me KpoOBM YenoBeka CNekTpothoToOMeTpUyecknm MeTo0M B
BapuaHTax UCMONHEHNS.

Vicnonb3yeTcs B KAMHUYECKON NaGopaTopHOi NPakTUKe Kak BCMOMOraTe/lbHOe CPe/ACTBO B AMArHOCTUKe
ANS KONMYECTBEHHOTO ONPejeNieHns KpeaTUHKMHA3bl B CbIBOPOTKE KPOBU W Mnasme KpOBW uYenoBeka
MeTof0M (DEPMEHTHOrO CNeKTPOthOTOMETPUYECKOrO aHanmnsa.

JlaHHbIii BapnaHT UCMONHEHNsI NpeAHa3HauveH Ans paboTbl ¢ GUOXMMUYECKUMU aHanu3aTopamn BA200 n
BA400 npoussojcTBa BioSystems S.A.

npegnonaraem bIA None3oBaTesb
MpodeccnoHanbHelli  Nofb3oBaTeNb, MEAULWHCKMA  paGOTHUK C  BBICWUM WM CPeAHWM

npocheccnoHanbHbIM 06pa3oBaHneM, WMEKW N COOTBETCTBYIOWYI0 KBAMMUKALMIO W AOMYCK K
paGorte,

)Y(APAKTEPVCTVKN MEONLIMHCKOIO U3AENUA

HABOP KOZ, 21790 KOZ, 23790
A. PeareHT 2x60 M1 2x60 M1
B. PeareHT 2x15mn 2x 15mn

Nmquecmﬂh COCTAB;
eareHT Al umugason 125 mmons/n, EOTA2MMonb/n, ayeTtaTt marius 12.5mmons/n, 0-

rnoko3a 25 mmonb/n, N-aueTunuuctenH 25 mmonb/n, rekcoknHasa 6000 ea/n, NADP 2.4
mmons/n, pH 6.7.

PearenT B: ®ocart kpeatuHa 250 mmons/n, ADP 15 mmonb/n, AMP 25 mmons/n, P1,P5-
Av(apeHo3nH-5'-) neHTacocdar 102 pmonb/n, rnokosa-6-cpoctart gerngporeHasa 8000 ea/n,
4UCNOaHanun3npyemblx Nnpo6:

' Ans BapuaHTa ucnonHenus KpeatuHkuHasa (Creatine Kinase) (CK) (6A) 2 x 60 mn +2 x 15 Mn - He
veHee 500 (BKkNtouas usMepeHus 61aHKoB, kKanMGpaTopoB 1 KOHTPOneil)

ms BapuaHTa ucnonHenns Kpeaturnkunasa (Creatine Kinase) (CK) (BA) 1x 60 mn +1 x 15 mn - He
KHee 250 (BKOYas n3MepeHns 6naHKoB, KanMbpaTopos U KOHTponeit)

MPHUMM METOOA

CnekTpodhoTomMeTpuyecknii  (abcop6uuoHHas CnekTpohoMeTpusl) aHanu3 OCHOBAH Ha W3y4eHun
CMEKTPOB MOrNOWeEHNs B ynbTpaduoneTosoit (200— 400 HM], BuAMMOIA (400— 760 HM) 1 nHpakpacHoii
(>760 HM) 06N1aCTAX CNEKTPa M OnpejensieT 3aBUCUMOCTb WHTEHCMBHOCTU NOT/OWEHUs Najalouiero
cBeTa OT A/MHBI BOMHLI. M3MepsieMas onTuueckas MAOTHOCTb 3aBUCUT NIMHENHO WUNW HeNUHEeNHO oT
KOHUeHTpauun BeujectBa. CneKTPOC}X)TOMETpUss B ONWUCLIBAEMOM aHannse npumeHseTcs Ans
KONMYECTBEHHOTO ONpEe/ieNeHns akKTUBHOCTM (epMeHTa KpeaTUHKWHasbl. OCHOBHBIM  3aKOHOM
abCoOP6LMOHHOM creKTpodoTEMETPUN, NPUMEHSAEMBIM 4151 USMEPEHUSI aHAIMTOB KAUHWUYECKOWH XumMum,
sABNseTcA 3akoH byrepa-/lamGepTa-bepa.

KpeatnHknHasa (CK) katanusumpyet docchopunuposaHne ADP B npucyTcTBUM  KpeaTuHcbocdaTta,
o6pasyst ATP 1 kpeaTuHa. AKTMBHOCTb C})epMeHTa onpefensieTcsa no ckopocTi o6pasosaHus NADPH,
OMTUYECKYHO NNIOTHOCTb KOTOPOFO M3MEPSAIOT Npu 340 HM, B Psifie peakLnii ¢ yHacTuem rekcoknHassel (MK)

nrnoko3o-6-goccar gernaporeHasa (G6P-DH)™ 2
CK

KpeaTnHd 0ChaT+ A D P -reremememmmmememeen ~ Kpeatun +ATP

| P T T G ———— > ADP-blnok03a-6-thochat

G6P-DH
[nioko3a-6-thochat*MAOP* -» 6-®octornokoHat ®»NADPH + H*
B peakuun OnpeAeneHus MOMYYEHHbIi pe3ynbTaT aGcopbuun Mocne MPOXOXKAEHWUS  peakuun
CpaBHMBAETCS C KaNNGPOBOYHOW KPUBOW AN aHanu3a, YTobbl MOAYYNTb KONWYECTBEHHOE W3MepeHue
CHLIGHTPaLMM aHaIM3MpyeMoro BelecTsa B o6pasue.
BraTeXHONOr1sl UCMONb3YeT XUAKNE peareHThl, leNOHMPOBaHHbIe BO (hakoHax ¢ peareHTamu ¢
KapKkupoBKOi A 1 B. O6liiee BpeMs aHannsa cocTaBAfeT 3 MUHYTLI.

AHANTMTUYECKWE XAPAKTEPUCTWKW U3AENNA

MeTporiornyeckme xapakTepUCTMKM, ONUCaHHbIE HINKE, BblNN NONYYeHbl C UCNONb30BaHMEM
aHa/m3atopa 6A400. Pe3ynbTaTkl aHaNorMyHbl pesy/ibTataM, NoNy4eHHbIM C UCMO/b30BaHEM
aHanusaropos AU480/680, CA270, CS400.
A MoporoBasi YyBCTBUTENbHOCTb: 1.92 Ea/n =0,031 Hkat/n.
B Mpegensl nuHeiiHocTu: 1300 EA/n=21671 Hkat/n. [ns 6Gonee BbICOKWX 3HauYeHwWii cnepyet
passecT o6pasel, ANCTUNNMPOBAHHOI BOAOH B 2 pasa U NOBTOPUTH U3MEPEHME.
C. TouHOCTb:

CpefHAa KOHUEeHTpaums MosTopHOCTL (CV) BHyTpuna6opaTopHblii nokasaTtens
159EAMN=2.6 HKar/n 1.1% 3.3%

299E/Vn=5.0 Hkar/n 0,7% 2.0%

D [vanasoH onpejensiembiX KoHUeHTpauwii OEA/n -1300 Ea/n

PE®EPEHTHbIE 3HAYEHNA
Temn, peakuym MyumMuHbI JKeHLmHbI
Eq/N HKaT/n BAN HKaT/n
25" 10-65 167-1084 7-55 117-917
30" 15-105 250-1750 10-80 167-1334
37~ 38-174 633-2900 26-140 433-2334

[laHHble BEIMUNHBI OPUEHTUPOBOYHbI, Kax/jas nabopaTopus o/KHa ycTaHaB1MBaTh CBOM

MUAMARNHKI HONMANMRHKIYX RHAURH U
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| DU ISMYIDASMUL 1B 11 ASUIIPEAS/ISANUL B PEWSpEnLAYI U matcprana. e 1IDUMEHUMO B CBA3N C
oTCyTCTBUEM pediepeHCHOTO MaTepuana B cocTaBe Habopa Ans ONpejeneHns KpeaTuHKIHAa3bI.

BioSystems

Habop peareHTOB 415 KOMYECTBEHHOTO ONpeaeneHuns
KpeaTnHknHa3sbl (Creatine Kinase) (CK) B cbiBOpOTKe 1
nnasme KpoBu YyesoBeKa CNeKTPOOTOMETPUYECKUM

MeToLOM B BapuaHTax UCMOMTHEHUSA
PeructpauunoHHoe ygoctosepeHue XXX ot 44.MM.ITTT

F. TorpewHocTb: pesynbTaThl, NOAYYEHHbIE C NPUMEHEHMEM JAaHHOTO peareHTa, He AEeMOHCTPUPYIOT
CUCTEMATUYECKYID MOTPEWHOCTb B CPaBHEHWW CO CTAHAAPTHbIM peareHToM.  [laHHble
CPaBHUTE/bHbIX IKCMEPUMEHTOB NPEAOCTABASIOTCS N0 TPEGOBAHMIO.

G. BocnpoussoaumocTs (MccnefoBaHo Ha npubope A25)

159 U/L 299 U/L
CxoaumocTb (BHYTpucepuitHas) 20 1,1% 0.7%
Bocnpou3soaumMocTh (MexcepuitHas) 25 3.3% 2,0%

NHTEP®EPEHLINA

NHTepepeHTbl 3HAOreHHble: 6unnpy6uH (o 20 mr/an), remonus (remorno6ud ao 1000 mr/gn) n
runepaunnaemus (Tpurauuepuasl 4o 500 Mr/an) He BAUSIOT HA pe3yNbTaTkl.

VIHTephepeHTbl 3K30reHHble, Hanbonee 4yacTo NpuMeHsemble: aleTammHodeH (napayetamon) (Ao
20 wmr/gn), ackop6uHosaa kucnota (g4o 6 mr/gn). [pyrue noApo6HO M3yYeHHbIe Ha NPOTHKEeHUN
nocnefHux 50 neT uHTepepeHTLl ykasaHbl B 6ubnuorpadun”,

HEOBXOAVMOE OBOPYOBAHVE U MATEPUA/LI (B COCTAB HE BXOASAT)

- AHnanusatopsl BA200 wunu BA400 npoussoacTsa BioSystems S.A. unu apyrue aHanusatopbl
OTKPLITOFO TUNA C TEPMOCTATUPYEMON U3MEPUTENLHON AUENKON C TeMnepaTypHbIM pexumom 37° C, ¢
hUNLTPOM 340 HM U KUHETUYECKUM METOA0M U3MEepeHust

AN npoBefeHWs TecTMpoBaHWs NabopaTopus [AOMKHA 6biTb YKOMMIEKTOBaHa CTaHAapTHbIMK
Na6opaTopHbLIMK NPUHAANEXKHOCTAMU ANS NPOBEAEHUS GUOXMMUYECKUX UCCNE0BaHNA:

+[103aTOPbI MEPEMEHHOT0 MW MOCTOSIHHOTO o6bema 1 naGopaTopHas nocyaa AN passefeHus u
[03MPOBAHUS KOHTPO/LHBIX 1 KANNBGPOBOUHBIX MAaTEpPUaNoB:

- NepBUYHbIE U/WUIN BTOPUYHBIE NPOBUPKYM ANst BUOMaTepuana;

-Kanuépatop ANs 6Guoxummyeckux uccneposaHuit (BioSystems kog 18011) wunu kanuGpatop Aans
B6UOXMMNYECKMX UCCNE[0BaHNIA HA OCHOBE YeN0BEYECKOM CbIBOPOTKM (BioSystems kog 18044)

AHANTM3NPYEMBIE MPOBbI

Buj aHanusupyemoro maTepuana: ChbiBOPOTKAa KPOBM WAM nnasma C AUTWA-renapuHom unu ATA,
0TOGPaHHbIX BEHENYHKLNE C NOMOLLbIO CTaHAAPTHbLIX NPoLeAyp. B kauecTBe aHTuKoarynsHTa cneayet
MCNoNb30BaTh NUTWii-renapuH unn SATA.

KpeaTuHk1MHa3a B CbIBOPOTKE U Nia3Me KpoBU cTabunbHa B TeueHne 7 gHeil npu 2*C-8*C, noatomy
BO3MOXHO XpaHeHne nNpo6 B X0N04UNbHNKe Npu TeMnepaTypHOM pexume 2”"C-8' C o 7 gHeil.

MEPbI NPEAOCTOPOXHOCTW NPV PABOTE C U3AE/TMEM

Co6niofaiiTe cTaHfapTHble Mepbl MNJOCTOPOXHOCTU, HEO6XOAUMbIE ANSt paGoThbl C NO6GLIMU
na6opaTopHeIMM  peareHTamu.  [acnopT  6e30nacHOCTM  MOXeT  6biTb  NpejocTaBfieH
npogeccMoHanbHoMy Nonb3oBaTenNto Mo 3anpocy. YTUAN3aLMa BCeX OTXO0/0B J0/KHA NPONU3BOAUTLCS
B COOTBETCTBAMW C MECTHbIMW Npasunamin. O /OGLIX CEPbe3HbIX MHLNWAEHTaX, KOTOpble MOryT
BO3HUKHYTb B CBA3U C YCTPOMCTBOM, cieyeT coobujaTs B BioSystems S.A.

Mpu pa6oTe ¢ npo6amu COTPYAHUKN KJAMHWUYECKOW Nabopatopuu [OMKHbI MPeAnpUHUMATL Mepbl
NPeAOCTOPOXHOCTI Ny paboTe C NOTEHLMANbHO ONAacHbIMIA B MH(EKUMOHHOM NNaHe MaTepuanamu:
pa6oTaTh B 3aWUTHBIX NepyaTkax 1 ¢ NPUMEHEHNEM WHBIX CPEACTB WHAMBUAYaANLHON 3alUUTLI C TeM,
4TOGbI He 3apasnTbest BUY, NH(EKLMOHHBIMYU renaTuTaMmu 1 UHbLIMM 3a60N1eBaHNAMM, NepesaBaeMbimMin
4epes Kposb.

PeareHT A; OMACHO: H360: MoxeT oTpuLaTenbHo NOBANATL HAa CNOCOBGHOCTL K

[IETOPOX/AEHWNIO NNV Ha He POANBLIErocs pebenka. P201: Mepes ncnonb3osaHnem

NPOWTW MHCTPYKTaX No pa6oTe ¢ AaHHON npoaykuneid. P202: He npuctynath kK o6paboTke
[0 Tex nop, noka He NpoYUTaHa 1 He NOHATA UH(HOPMALMA O Mepax NPejoCTOPOXKHOCTU. P280:
Mcnonb3oBaTh NepuaTku 1 CpeAcTBa ANs 3aluThl F1as/anua (TUn ykassIBaeTcs U3roTosuTenem).
P308/4/\313: MPU oKasaHUM BO3AENCTBUS UM 06€CNOKOEHHOCTH: O6PaTUTLCA K Bpady. P405:
XpaHUTh Moz 3aMKOM.

NnoAroTOBKA KOMMOHEHTOB A1 AHATM3A

PeareHTbl roTOBbI K WCMO/b30BaHNIO. [lONONHNTENbHbIE NPOLEAYPLI He TPeGyloTCs. OTKPYTUTE KPbILLKY
¢ thnakoHoB PeareHTa A 1 PeareHTa B nycTaHOBUTe Ha 6OPT aHanu3aTopa B COOTBETCTBYIOLLYHO SUeliKy
(CM. MHCTPYKLVIO N0 UCMO/b30BaHUIO aHanu3aropa).

Kanu6patop gna 6uoxumuueckux uccneposaHunii (BioSystems koa 18011) wnu kanubpatop ans
BUOXMMUYECKNX UCCNEf0BaHW Ha OCHOBE YenoBeyeckoi CcbIBOPOTKM (BioSystems kop 18044]
MCnosb3yeTcs B COOTBETCTBUW C NpUNaraemMoii KHeMy UHCTPYKLWel n ycTaHaBnuBaeTcs B COOTBETCTBUN
C VHCTPYKLUWeli KaHanusaTopy.

MPOBEAEHUE AHAJTN3A, PACHET

KpaTkoe onucaHue NpoLiealypbl aHann3a onpejeneHns KpeaTHknHaskl Ha aBTOMaTMYeCKOM aHanusaTope

BLIFNIAANT CeayoL M 06pasom:
1. 3anyck aHanusatopa B paboTy, COracHO MHCTPYKLUW NO NPUMEHEHWNIO
2. MporpamMMMpoBaH1e aHannu3aTopa, CorfacHo UHCTPYKLUN MO NPUMEHEHNIO
3. PasmeljeHne peareHToB, KanubpaTopoB, KOHTposeil, Npo6 Ha GOpPT aHanusaTopa, COrNacHo
VHCTPYKLN MO NPUMEHEHWNI0 aHaNN3aTopa v peareHToB, KannbpaTopos (He BXoAAT B cOCTaB Habopa).
4. Pa6oTa aHanu3aTopa B aBTOMATUYECKOM pexume:

. OT60p, AO3UPOBAHME M NEPEHOC peareHTa A B peakLMOHHYIO0 AYeliky
. OT60p, A03MpPOBaHME 1 NepPeHOC peareHTa 6 B PeakLOHHYI0 AYeliKy
. OT60op, [03MpOBaHWE W MNepeHOC peakUWOHHyl sAueiiky (B 3aBUCUMOCTM OH

3anporpaMMUpPOBaHHOrO M3MEPEeHNs):
AncTunnuposaHHoii BoAbl (ANA n3MepeHns 6n|)Hka peareHTa) .
Kanu6paTopa/ctaHaapTa (418 nocTpoenns kahop<][BouHO1™
KoHTponbHOro matepuana (405 NpoBeAeHUs KYHTp6Rsrra'yec'rea)”™
Mpo6bl nayneHTa (Ans nonyyeHus pesynbTatabauneHTa)
WNHKy6auus B peakLMOoHHO sueiike | Costa Brava,30.08030 BCN
Namepenue NIF: A08678823
. PacueT u Bblgaua pesynbTata (6naHK, KanuMopoBKa/~NKpp, PesynbTaT koHTpons.
pesynbTaT NayneHTa - B 3aBUCMMOCTU OT 3aJaHHON onepaT6”™m 3ajauun)

JaHHblii HaBOp peareHToB MOXET GbiTh MCMO/b30BAH ANs Psiia aBTOMATUHECKNX aHaIM3aTopoB.
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R1;ucnonb3oBaTh peareHT A., R2 1cnosb3oBaTb peareHT B

BA200 BA400
OBLVE

U-l CK CK
HanmeHoeasHne
Tun o6pasua SER SER
Cnoco6 usmeperus 6upear. KuH. 6upear. KuH.
EAvHULbI Ea/n Ea/n
VicnbiTaHne TypGuanmeTpun HeT HeT
AECATUYHbIE 0 0
Tun peakunn HapacTatowas HapacTatowan

MPOLIEAYPA

CunTbiBaHNe MOHOXP. MOHOXP.
OCHOaHo thnnbTp, HM S40 340
CnpaaoyHblii UnbTP, HM
Ob6paseu, MKN 15 15
Vol, B1,mkn 240 240
Vol. P2,mkn 60 60
YreHue 1 (ymkn) 26 53
YTeHue 2 (UuKn) 35 70

dakTop npeapasseseHus -
KA/TMBPOBKA 1 XOIOCTOW PEATEHT

Tun xonocToro peareta [AvcTunnuposaHHas BoAa [IUCTUNNMPOBaHHAS BOAA

PeXUM Kann6poBKu JKCnepuMeHTanbHas KcnepumMeHTanbHas
Konnuectso kannbpaTtopos 1 1
Kanu6oosouHas kpusas

onummn
Mpenen a6c. 6naHka 0.300 0.300
Mpepen 6naHka KNHETUKN
Mpepaen nuHeitHocTU 1300 1300
O6eaHeHNne ocajka

KOHTPO/1b KAHECTBA

[nsi NpoBeAeHWs KOHTPONs KadyecTBa TecTa W NpPOLUEAypbl WCCNeAOBaHUsS pPeKoMeHzyeTcs
ncnonb3oBaTb KOHTPObHYIO CbIBOPOTKY YpoBeHb | (kog 18005,18009 n 18042) u yposeHb Il (kop
18007, 18010 wu 18043). Kaxpasa naGopaTopus [o/KHa BblpaboTaTh COGCTBEHHYID CXeMy
BHYTPEHHEro KOHTPO/S Ka4yecTsa W Npoueaypbl Ansi KOPPEKLNN AeCTBII B Cyyae, €Ciu KOHTPO/b
KayecTsa He yKNaJblBaeTCs B NPUEMEMbIE 4UANa30Hbl.
XonocToii onbIT (BnaHk peareHTa) A0KEH NPON3BOANTLCA KaXAbIA AeHb, a Kannbposka - No kpanHei
Mepe pas B 2 Mec., Noc/ie Hauana ucnosb3oBaHNsi HOBOI NapTUM peareHTa Unu B COOTBETCTBUAN C
TPeBGOBaHUAMM K KOHTPO/IKO KAaYecTBa, NPUHATLIMU B 1a6OPaTOpuu.
VI3MepeHUs ¢ KOHTPO/IbHBLIMW MaTepuanamm 415 KOHTPO/S Ka4yecTBa AOMKHbI 6biTb NPOBEAEHbI:
. Mocne kKannbpoBKM
. ECNM NpoueAypbl OLEHKW BHYTPEHHEro KayecTBa WAW COGCTBEHHON CXeMbl KOHTPOSS
KayecTsa PeKOMEeHAYIOT WX NPOBECTN
. Korja MecTHble, rocyapcTBeHHble 1 hefepanbHble NpaBuia PEKOMEHAYIOT UX NMPOBECTH.

LEMOTrPA®UNYECKUI U NOMNYNALUNOHHbIA ACTIEKT

Ha6op npumeHseTcs ANa onpefeneHns ypoBHA KpeaTUHKUHAa3bl B Na3Me KPOBU U CbIBOPOTKE KPOBM
4YeNloBeKa BO BCeX BO3PACTHbLIX rpynnax nayueHToB He3aBWCUMO OT Mona W packl.

OVNATHOCTUYECKUE XAPAKTEPUCTUKN

KpeaTuHkmuHasa (CK) nrpaet BaxHylo posib B Mbilltjax, obecreunsas npespaujeHne ADP 8 ATP, npu
COKpALLEHNM MyCKyNaTypbl, UCNONbL3Ys kpeaTuH (ocat kak pesepsyap ocopunmpoBaHus.
CbIBOpOTOYHas CK BblpabaTbiBaeTCcs r1aBHbIM 06Pa30M B MbllLaX 1 ee KOHLEHTpauus 3aBucuT ot
psAna hu3MoNorniecknx xapakTepucTuk (Mon, Bo3pacT, MbilueyHas macca, puanyeckas akTUBHOCTb,
paca).

KoHueHTpaynss CK B CbiIBOPOTKE 3HAUMTENbHO YBENNYEHA Y MaLUMEHTOB C  HEKOTOPbIMU
3a60N1eBaHNAMN CKeNeTHOW MyCKynaTypbl (MOMMUO3NUTHI, 310KAYECTBEHHAs TUNepTepMns, TpaBma,
OCTpbIi  pabAoMMONN3). LEHTPanbHOl HepBHOW cucTembl  (ocTpoe uepe6poBackynsapHoe
3a60. , uepe6p CUHAPOM Peiie) U WNTOBNAHOI Xenesbl (rMNoTMponansmM}”™

Mocne nepeHeceHHoro MHpapkTa MMoKapAa NoAbem akTuBHocTU CK HabodaeTcs yepes 3-6 yacos
¥ 4OCTATaeT CBOEro nuKka yepes 24-36 4acos. PepMeHT GbICTPO BbIBOAWTCS M3 NNA3Mbl, Tak 4YTO
06bI4HO €70 aKTUBHOCTb BO3BPAILLAETCA B HOPMY Yepes 34 s/

KNWHUYeCKWii AnarHo3 He AO/MKEH OCHOBLIBATLCS HA pe3ynbTaTax OTAENbHOTO TECTa, OH [AO/KEH
COTNacoBbIBATLCA C Pe3yNbTaTamMin KIMHUYECKUX U Na~\PaTOPHBIX AHHbIX.

NPUMEYAHNA

1. [laHHblii HaGop MOXeT GbiTb WCMO/Mb30BAH B Pa3NNYHbIX aABTOMATUYECKMX aHann3aTopax.
06paTnTECh K MHCTPYKLMIA NO UCMONL30BAHNI0 KOHKPETHOTO aHanu3aTopa.

YCNOBUA XPAHEHWA, TPAHCMTOPTUPOBAHUA 1 SKCMITYATALNNA
TpaHCNopTUPOBKA U XpaHeHWe AO/MKHbI OCYL|eCTBAATLCA B COOTBETCTBUAN C TpeGoBaHWsmMM n. 12
FOCT P 51088-2013.

V3fgenne TpaHCMOPTUPYIOT BCEMW BWAAMU TPaHCNOPTa B KPbITbIX TPAHCMOPTHbLIX CPeACTBAaX B
COOTBETCTBUW NpaBUiamMu NepeBo3ku rpy3oB, AeiCTBYIOWMMI Ha KaXLiOM BUAE TpaHcnopTa.
TemnepaTypa TpaHCNOPTUPOBKM: 2®C-8®C ¢ yCNOBUSIMW COGMIOAEHUA  «XONOALOBOW  Lenu»,
obecneunBaloljeli  COXPaHHOCTb  TeMNepaTypHOro  pexuma,  TPaAHCMOPTUPOBKA  [0/KHA
OCYLIECTBAATLCA B TEPPUOKOHTEliHEpax 0/jHOPa30BOro NoMb30BaHMUs, COAEPXKalLNX XNaj03NeMeHTbl.
WM B TEPMOKOHTeliHepax MHOrOKPaTHOrO NPUMEHeHUsi C aBTOMATUYECKM NoAAepKUBaeMOit
TemnepaTypoii WA B aBTopedhpuxepaTopax €  MCNONb30OBAHMEM  TEPMOMHAUKATOPOB..
3amopaxuBaHue He 0nycKaeTcs.

OTHOCKTENbHasi BNAXHOCTb OKpyXatlolei cpefdbl nNpu TpaHcnopTupoBke: 10 % - 65 %. Mpu
HapyLeHUn TeMNepaTypHOro pexxuma TPaHCNoOPTUPOBAHUS, N3Aene He NOANEXUT NPUMEHEHMIO.

V134enue JOMKHO XPaHUTLCA Ha CKNajax NocTaBWUKa U NOTPEGUTENS B OPUTMHANLHOW ynakoBke B
COOTBETCTBUN C YKa3aHUAIMIU PYKOBOACTBA MO SKCTyaTaluin U3rotoBuTens.

XpaHuTb npu 2 *C - 8 "C B XONOAWNbHLIX Kamepax WAu B XONOAWNbHMKAX, o6ecrneynBaoLynx
pernamMeHTUpOBaHHbIli TeMmnepaTypHblli  pexum C  exefHeBHOW peructpauueii TemnepaTtypbl.
3amopaMBaHue He A0MyckaeTcs. Mpu HapylleHnn TemnepaTypHOro pexuma XpaHeHus, a Takke
MCTEYEHNN CPOKA XPAHEHNS U3fenne He NOANEXNT NPUMEHEHMIO.

NbHbl 10 OKOHYaHUA CpoKa
PNAHAITM  yKa3aHHOTO0 Ha 3TWKeTKe, NpW  XpaHeHUM B MJOTHO 3aKpbITOM cocyje w

npeAoTBPalEHNI 3arPsA3HEHNSA BO BPEMS MCMONb30BAHUS.
MpusHakn 3arpssHeHns:

- PeareHTbl: NpUCyTCTBME B3BELWEHHbIX 4acTUL, MyTHOCTb, abcopbuma 6nanka sbiwe 0.300 np
340 Hm (1 cm KioBeTa).

Cpok rogHocTu; 36 mecsales. CPOK OKOHYaHWA FOAHOCTU yKa3aH Ha ynakoBke

YTUNAUBAUNA N YHNUTOXEHME MEAULIMHCKOT O N3AENA

Mpyn MCNoNb30BaHUM B MEANLIMHCKMX YUPEXAEHUAX YyTUAM3NPOBaThL No knaccy A unn b (CanMuH 2.1 .35
21 "CaHWTapHO-3NMAEMNONOrNYEcKne TPe6oBaHNS K COAEPXXaHUI0 TEPPUTOPUIA FOPOACKUX U Cenben
nocenexunii, K BOAHbLIM 06beKTaM, NWTLEBOW BOAE W NUTLEBOMY BOAOCHAGXEHWIO, aTMocepHom
BO3/lyXy, NOYBAM, XW/bIM NOMEL|EHNAM, IKCTyaTalun NPON3BOACTBEHHBIX, 06LLECTBEHHbIX NOMELeHN
opraHusauui 1 NpoBeAEHNI0 CaHUTapHO- NPOTUBO3NUAEMUYECKNX (MPONNAKTNYECKNX) MEPONpUATHIR"
Mpu yTuAM3auuu U3fenus HeoGXOAMMO CMeAoBaThb HALWOHANbHOMY CTaHAApTy B COOTBETCTBUM.
Tpe6osaHuamMmM N.13 FOCT P 51088-2013. M3genne, npuiiejliee B HENPUroAHOCTb, B TOM YUC/E B CBA3
C UCTEYEHMEM CPOKa FOAHOCTM, MOANEXMT yTunAusauuu. [locTaBWUKMA, NPOAABLLI, UMMOPTEPbl MO
OCYL|ECTBNATH YHUUTOXKEHNE U3[ieNNA, NOTEPSABLIMX CBOM NOTPEGUTENLCKME CBOMCTBA UMW C UCTEKLIN
CPOKOM FOAHOCTM, NPU WCMOMb30OBAHUN METO/O0B, COTNAacoBaHHbIX C TEPPUTOPUANbHBLIMKA OpraHam
OTBETCTBEHHbIM 33 CAHUTAPHO-3NNAEMNONOTNYECKOE GN1aronosyyne HaceneHus.

V3aenne yHuuToXaeTcs BCKPbITUEM (haKOHOB C NOCNeAYUINM pa3Be/jleHneM UX COAePXNMOro eoo)
1:100, cnUBOM pacTBopa B KaHann3aLumio. ®NakoHbl YHUUTOXKAKT NyTeM CKUraHus. C yyeTom Toro.ut
hnakoHbl MOryT 6bITb Nepepa6oTaHbl kak BTOPUYHOE CbiPbe, UX HanpaBfieHne Ha nepepaGoTky A0Mi0
6bITh COrNacoBaHO C PEernoHanbHLIM OpraHom PocnoTpebHaas3opa. KapToHHble KOpOGKM nopiexa
BTOPUYHOI NepepaGoTke. MepcoHan, OCyu|eCTBAAIWMUIA YHUUTOKEHNE U3AeNUii, AOMKEH COBAKWIT
npaBuna 6e3 onacHoCTY NPOBE/EHMNS TOTO WU UHOTO CNOCOGA YHNUTOXEHNS.

OTBETCTBEHHOCTb U TAPAHTUM

Nio6oe usmeHeHne Habopa U/unn 06MEH MW 3aMeHa Kakux-1M6o KOMMOHEHTOB pasHbIX NapTuii us
oAHOoro Haﬁopa Ha Apyroﬁ MOXEeT HeratuBHO CKasaTbCA Ha oO0XwugaemblX pe3ynbrarax K
060CHOBAHHOCTN aHanu3a B uenom. B cny4yae Takux WN3MeHeHWit n/vnn 3ameH no6oe Tpeﬁoaaumeo
3ameHe Ha6opa HeAelCTBUTENbHO.

I'IpeTeH3|/W|, nojaHHble B CBA3U C HEBepHOﬁ MHTepnpeTaumeH pe3ynbTaTtoB aHann3a KIMeHToMm, Takke
HeAeﬁCTBMTe/‘IbeI. HeCMOTpR Ha 370, B Ccny4ae Kakux-nnéo I'IpETEHJIAﬁ, OTBETCTBEHHOCTb
NPON3BOANTENS He [AO/KHA MpeBblaTb CTOMMOCTb Habopa. Bpea, MpuUYMHEHHbIE HaGopy npu
TPaHCMNOPTUPOBKE U XPaHEHWUN Y NOTPEBUTENS, HE NOANEXNT OTBETCTBEHHOCTU NPON3BOAUTENS.
FapaHTun nponssoguTens «BioSystems S.A.» pacnpoCTPaHSAOTCS Ha TO, YTO HACTOSLWKIA MPOAYKT
cooTBeTCcTBYeT CI'ISL{VIQ)VIKSLU/IRM, 3aAB/IEHHbIM Ha 3TUKETKe, HO TO/IbKO Npu YCNOBUWN UCNO/Ib30BaHUSA K
npoaykra KBaI‘IVIqJVILlI/IpDEaHHI:IM nepcoHasom B COOTBETCTBUWU C YyKasaHWAMWU, WU3N0XEHHbIMU Ha *
3TUKETKE W B HACTOAL|EN WHCTPYKLWM, U NPUMEHEHWUS MaTepuanos 4O UCTEHYEHUS CPOKA TOAHOCTY,
YKa3aHHOro Ha aTuKeTKe.

TEKYLWIA PEMOHT

He TpebyeTtcs

TEXHUYECKOE OBC/TY>XV/BAHVE

He tpe6yeTca

NH®OPMALIMA O HANNYM B MEAVLUNHCKOM USOENUN NEKAPCTBEHHOI
CPEACTBA

He cofep)uT NeKapcTBeHHbIX CPe/ACTB

NH®OPMALIA O HAJINYNWN BUONOTMYECKX BEYECTB I MUHTPEAMEHTO-
XMBOTHOIO W YENTOBEYECKOIO MPONCXOXAEHNA

He cogepxuT maTepnanos 4Yen0BEYECKOTO W XXWBOTHOFO MPOUCXOXAEHWSA, aHTUTeNa, aHTUreHbl K
npaiimMepbl HyKNeNHOBbIX KUC/OT.

MOKA3AHNA K NMPUMEHEHWIO

[Ns KNMHUYecKoii NabopaTopHOIl ANArHOCTMKM B Ka4ecTBe BCNOMOraTelbHOro CpeAcTBa

MPOTUBOMOKA3AHNA K NMPUMEHEHWIO
Mpot HWUIA K np
BO3/e/iCTBYeT Ha roMeocTas opraHu3Ma Yenoseka

0 HeT, MOCKO/IbKY He OKasblBaeT [AeiiCTBUA Ha opraHusm, He

CTEPWIBHOCTb

MocTaBnseTcs B HECTEPUILHOM BUAE. CTEPUNLHOCTL He TpebyeTcs

NH®OPMALMA O BOSMOXXHOCTW MOBTOPHOIO NMPUMEHEHUA )

He nosnexuT NoBTOPHOMY NPUMEHEHIIO

MNEPEYEHb CTAHOAPTOB, KOTOPOMY COOTBETCTBYET MEAVLHCKOE
N3OENNE

1SO 9001, IS0 13485, TOCT P 51088-2013, TOCT P UCO 15223-1-2020, FOCT P NCO 23640-2015
FOCT P MCO 18113-1-2015, TOCT P NCO 18113-2-2015.

NPOV3BOAUNTE/b VIA,EI,PEC NMPON3BOACTBA

-BioSystems S.A.,08030, Costa Brava, 30, Barcelona, Spain

(BunoCuctemc C.A., 08030 yn. KocTa bpasa, 30, bapcenoHa, Wcnanus)

- Poligono Industrial Can Tapioles Naves 12,13,21.22,08010 Montcada IReixac - Barcelona. Spait

YMO/IHOMOYEHHbIV MPEACTABUTE/b NMPOU3BOAVTENA B PO

000 <MJ-KoHcanTuHr n Passutue», Mocksa, fipocnasckoe wocce, A. 6, kopn. 2 od. 106
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21790 2x60mMn+2x15«n 23790  1x60mn+1x16mn
BapviaHT enorHeHs: BapviaHT verorHervst:
KpearuHiHasa (Oeatne Kinase] (CK) (D) KpeatiHivH3aa (Creatine Kinase) (CK) (D)

XpaHuTb npu 2 “C -8RC

Wcnonb3oBaTb TONbKO 4N paboThl <in vitro» B KAMHWYECKOI nabopaTopumn

HA3HAYEHWE
MonHoe HaumeHoBaHue: HaGop peareHTOB ANA KONMYECTBEHHOro onpeaeneHns KpeaTuHkUHasbl

(Creatine Kinase) (CK) B cblBOpOTKE M Nnasme KpPOBW Yenoseka CNeKTpohoTOMETPUHECKMM METOAOM B
BapuaHTax UCMONHEHNS.

Vcnonb3yeTcs B KNMHNYECKON N1a6opaToOPHO NPakTUke Kak BCNOMOraTenbHoe CPeACTBO B ANArHOCTUKe
|Aﬂﬂ KO/NIMYECTBEHHOro onpeaenieHns KpeaTUHKMHa3bl B CbIBOPOTKE KPOBUM W njiasMe KpoBW YesnioBeka
MEeTOAOM (hepMEeHTHOrO cneKkrpothoTOMETPUYECKOrO aHanusa.

JlaHHbIii BapUaHT UCMONHEHUS NpeAHa3HaYveH 4NA paboTbl C GUOXMMUYECKUMI aHanu3aTopamu NMHEeRku
CS (CS-T240/300/4(X)/600/1200) nponssogcTsa DIRUI industrial Co. Ltd., KHP.

MPEAMONATAEMBIV MONB30BATE/b

MpoceccnoHanbHblii  Nonb3oBaTeNlb, MEAWULMHCKUIA  PaBGOTHWK C  BLICWIMM  WAN  CPeAHUM
npo(”\cMoHanbHLIM 06pa3oBaHMeM, WMEKLW Ui COOTBETCTBYIOLLYIO KBanudukauyui u AONycK K
patore.

)(APAKTEPUCTUKW MEAULIMHCKOI O U3AENUA

HABOP Kof, 21790 KOZ, 23790
A PeareHT 2X60 M1 1X60 M1
B. PeareHT 2x 15un 1X15M1

XUMNYECKIWKN COCTAB;
PeareHT A: umuaason 125 mmons/n, EDTA 2 mmonk/n, auyerat mardns 12.5 mmons/n, D-rnokosa 25
wrone/n, N-aueTunuucTenH 25 Mmonb/n, rekcokuHasa 6000 ea/n, NADP 2.4 mmonb/n, pH 6.7.

PeareHT B: ®ocat kpeatuHa 250 mmons/n, AD P 15 mmons/n, AMP 25 mmonb/n, P1 ,P5-an(ageHo3nH-
5-) nenTadoccar 102 pmons/n, rnkosa-6-gocdart gerngporeHasa 8000 ea/n,

Hucno aHanusnpyembix nNpo6:

' Ans BapuaHTa ucnonHenus KpeatuHkuHasa (Creatine Kinase) (CK) (D) 2x 60 mn 2 x 15 Mn He
veHee 500 (BKOUas n3MepeHus 61aHKOB, KanMbpPaTopoB U KOHTpPoneii)

*Ans BapuaHTa ucnonHeHus KpeatuHkuHasa (Creatine Kinase) (CK) (D) 1x 60 Mmn +1 x 15 Mn He
veHee 250 (BkNoYas n3mepeHus 61aHKOB, KaMGpaTopoB U KOHTponeit)

MPUHLUWMN METOOA
CnekrpochotomeTpuuecknii  (abcopbunoHHas cnekrpooMeTpus) aHanu3 OCHOBAH Ha WU3yuYeHun
CMeKTPOB NornoweHns B ynbTpatnonetosoii (200—400 Hm), BuaAUMOI (400— 760 HM) 1 UHdpakKpacHoi
(>760 HM) 06NacTAX CreKTpa v onpefensieT 3aBUCUMOCTb MHTEHCUBHOCTW NMOT/OWEHNA NajaloLlero
cBeTa OT [/INHbI BO/HbI. VI3Mepsiemas onTUYeckas MAOTHOCTb 3aBUCKAT NIMHEHO WAN HENNHEHO oT
KOHLHTpauun  BewiectBa. CnekTPOo(OTOMETPUS B OMUCHLIBAEMOM aHann3e MNpUMeHsieTcs Ans
KONMYECTBEHHOTO  ONpe/ieNleHnss aKTUBHOCTM (hepMeHTa KpeaTUHKWHa3bl. OCHOBHbLIM 3aKOHOM
aB6COPBLMOHHON CNekTPodoTEMETPUN, NPUMEHSAEMbIM A5 U3MEPEHNS aHANINTOB KMHUYECKOH XUMuK,
sBNsETCA 3akoH Byrepa-/lam6epTa-bepa.
KpeaTtuHknHasa (CK) katanusupyet coccopunuposaHme ADP B npucyTcTBuM  KpeaTuHdpocdaTta,
o6pasyst ATP 1 kpeaTuHa. AKTUBHOCTb (hepMeHTa onpejensieTca no ckopocTu o6pasosaHus NADPH,
ONTUYECKYI0 NNI0THOCTL KOTOPOTO U3MepPSIOT Npu 340 HM, B psjie peakLuii c ydacTuem rekcokuHasel (')
Krnoko30-6-ocar gerngporeHasa (G6P-DH)™ ‘2.
CK
KpeatuHgpochar+ADP

HK

» Kpeatun +ATP

L ATP +Tlnioko3a » ADP +Tlnioko3a-6-thoccthart

G6P-DH
Inioko3a-6-thocchat+NADP* -» 6-®octorniokoHat + NADPH + 1T
3 peakuun onpefeneHus NONyYeHHbI pe3ynbTaT abGcopbuuu nocne NPOXOXAEHWS peakuun
CpaBHMBaETCs C KanMBPOBOYHOW KPUBOW ANA aHanu3a, YTo6bl MOMY4UTb KONMYECTBEHHOE W3MepeHue
IOHLIEHTPALWM aHANM3MPYEMOT0 BelLecTBa B 06pasLie.
3raTeXHOOMMA UCNOMbL3YET XKUAKME PeareHTbl, JeNOHUPOBaHHbIE BO (D1IaKOHAX C peareHTamm ¢
MapK1poBKoii A 1 B. O6liee BpemMa aHanusa coctasnseT 3 MUHYThI.

AHANNTUYECKME XAPAKTEPUCTUKW U3OENNA

MeTpornoruieckue XxapakTepUCTUKN, ONUCAHHbIE HIKE, GblI NONYYEHbI C UCMONb30BaHEM
aHanmsaTopa BA400. Pe3ynbTaTbl aHaNOrMUHbl Pe3yibTaTam, MosyYeHHbIM C UCMO/b30BaHEM
aHasmsatopos AU480/680, CA270, C54(t0. ¢«

K Moporosas 4yBcTBUTENLHOCTL: 1,92 Ea/n =0,031 Hkat/n.

B Mpegensl nuHeitHocT; 1300 Ef/n=21671 Hkat/n. Ans 6Gonee BbICOKMX 3Ha4YeHuii cnegyet
passecT o6paseL, AUCTUNMPOBaHHOI BO/OV B 2 pasa M NOBTOPUTL U3MEPEHNe.

C To4HOCTb:
CpeaHss KOHUEeHTpayus MoBTOpPHOCTL BHyTpuna6opaTtopHblii
(cv) nokasatens (CV)
159 E[i/N1 =2.6 Hkat/n 1.1% 3.3%
299B/AJ1 =5.0 HKkat/n 0,7% 2.0%
D [uana3oH onpejensemMbix KoHLeHTpauuii tOEA/n -1300 Ea/n
PE®EPEHTHbIE 3HAYEHUA
Tewn, peakuym My>uHbI * JKeHUmHbI '
HKat/n BN HKar/n
3 10-65 167-1084 7-55 117-917
30" 15105 250-1750 10-80 167-1334
3rc 38-174 633-2900 26-140 433-2334

[laHHbe BEINUNHBI OPUEHTUPOBOYHDI, KaX/Aas 1a60paTopus A0/KHA yCTaHaBNMBATbL CBOVU
LLi<aresorb! HOPMasbHbIX 3HAYEHWH.

& 000 LNPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU rpumernmo o cosau ¢

oTcyTCTBMEM pehepeHCHOro maTepvana B coctaBe Habopa Ans onpeAeneHns KpeaTuHKNHa3b!.

BioSystems

Ha6op peareHTOB AN KONWYECTBEHHOIO ONpeAeneHuns
KpeaTnHkuHasbl (Creatine Kinase) (CK) B cbiBOpOTKE U
nnasMe KpoBW YeNO0BeKa CNEKTPOPOTOMETPUYECKUM

MeToAO0M B BapMmaHTax MCNOHEHNSA
PerucTtpaunoHHoe ygoctosepeHne XXX ot 44.MM.ITTT

CUCTEMATUYECKYl0 MOrPelHocTb B CPaBHEHWM CO CTaHAApTHbIM peareHToMm,  [aHHble
CpaBHUTE/bHbIX 3KCNEPUMEHTOB NPeAoCTaBNATCA No Tpe6oBaHmIo.

G. BocnpousBogumocTb (MccnefoBaHo Ha npubope A25)

n 159 U/L 299 U/L
CxoanMocTb (BHYTpUcepuiiHas) 20 1,1% 0.7%
BocnpoussoauMocTb (MexcepuitHas) 25 | 3.3% - 2,0%

NHTEP®EPEHUMNA

WHTepdepeHTbl 3HAOTEHHble: 6unupybuH (go 20 mr/gn), remonns (remorno6uH go 1000 mr/gn) n
runepannuaemus (TpUrAnLepnabl o 500 Mr/an) He BAVAIOT Ha pesynbTaThl.

WHTepdepeHTbl 3K30reHHbIe, Hanbonee 4acTo NpUMeHsemble: aleTamuHodeH (napauetamon) (4o
20 wr/an), ackop6uHosas kucnota (4o 6 mr/gn). [pyrue noApoGHO M3yuyeHHble Ha MPOTSHKEHWUU
nocneAHunx 50 neT UHTepthepeHThl yKasaHsl B Gubnuorpagun”.

HEOBXOAVMOE OBOPYAOBAHWE I MATEPUA/bI (B COCTAB HE BXOAAT)

- ABTOMaTMyeckue GUOXWMUYECKUE aHanusaTopbl nuHelikm CS  (CS-T240/300/400/600/1200)
npoussogctea DIRUI industrial Co, Ltd., KHP wnu pgpyrne aHanusaTopbl OTKPLITOro Tuna c
TepMoCTaTUPYeMOoii N3MepuTeNbHOM Auelikoi ¢ TemnepaTypHbIM pexumMom 37*C, ¢ hunbTpom 340 HM 1
KnHeTuyeckhIM MeToA0M U3MepeHNUs.

Ans  nposeAeHWs TecTUPoBaHUs NabopaTopus AOMKHA GbiTh YKOMMNEKTOBaHA CTaHAAPTHbIMI
NaBopaTopHbLIMU NPUHAANEXHOCTAMN ANA NPOBEAEHNA BUOXMMNYECKUX NCCe0BaHNiA:

+[103aTOPbl NEPEMEHHOT0 WM NOCTOSIHHOTO o6bema W nabopaTopHas nocyAa AN pa3BefeHus u
[l03MPOBAHUS KOHTPO/bHBIX W KaNNBEPOBOUHBIX MAaTEPUANoB;

* NepBUYHbIE W/UNK BTOPUYHBIE NPOGUPKK A4Ns GuomaTepuana;

-kanuépatop Ans 6uoxummyeckux uccneposaHuit (BioSystems kog 18011) wunn kanubpatop Ans
6UOXUMWNYECKNX UCCNIEJ0BAHNI HA OCHOBE YeloBeYecKoii CbiBOpoTkM (BioSystems kog 18044)

AHATTN3NPYEMBbIE MPOBbI

Buz aHanusupyemoro maTepuana: CblBOPOTKA KPOBM MAW NnasMma C NuTuiA-renapuHom wnu IATA,
0TOGPaHHbIX BEHENYHKLNE C NOMOLLbIO CTaHAAPTHbLIX NPOLeAyp. B kauecTBe aHTUKOArynsHTa cneayet
MCNonb30BaTh NUTWii-renapuH unu 3ATA.

KpeaTnHkMHasa B CbIBOPOTKE U Nna3me KpoBu cTabunbHa B TeueHne 7 aHeil npu 2*C-8*C, noatomy
BO3MOXHO XpaHeHWe Npo6 B X0NOAN/bHUKE NPU TeMNepaTypHOM pexume 2”C-8' C 0 7 AHeil.

MEPbI NMPEAOCTOPOXXHOCTW MNPV PABOTE C N3AE/TVEM

Co6nioAaiiTe CTaHAapPTHbIE MEPbl NPEAOCTOPOXHOCTU, HEO6X0AUMbIE ANA PaboThl C N06LIMU
na6opaTopHbIMM  peareHTamu.  [lacnopT  6e30MacHOCTM  MOXeT  GbiTb  NpeAocTaBneH
npocheccnoHanbHOMy No/b30BaTeNio Mo 3anpocy. YTUAN3ALMA BCEX OTXO/0B A0/KHA NPOM3BOAUTLCS
B COOTBETCTBMM C MECTHbIMW Mpasunamin. O NIOGbIX CEPbE3HbIX MHLWAEHTAX, KOTOpble MOryT
BO3HUKHYTb B CBSI3U C YCTPOWCTBOM, cneayeT coobuwaTs B BioSystems S.A.

Mpu paGoTe ¢ Npo6amu COTPYAHWUKM KIMHWUYECKON N1abopaToOpun AOMKHLI NPeAnpUHUMATL Mepb!
NPeAOCTOPOXHOCTI NPN PaGoTe C NOTEHLNANbHO ONACHLIMU B MH(EKUMOHHOM NnaHe Matepuanamn:
paboTaThb B 3aWNTHLIX NepyaTkax v ¢ MPUMEHEHWEM UHbIX CPEACTB WHAVNBUAYANLHOI 3alLNThI C TEM,
uTO6bI He 3apa3uTbes BUY, MHAEKLMOHHBIMU renaTnTamMi 1 MHLIMIU 3a60N1eBaHNAMN, NepeaasaeMbiMn
uepes KpoBb.

PearenT A: OMACHO: M360: MoxeT oTpuuaTeNbHO NOBANATL HA CNOCOGHOCTL K

[LeTOPOXAEHNI0 UNU Ha He poauBLluerocsi peberka. P201: Mepeg ucnonb3oBaHuem

NPOWTN UHCTPYKTaX No paboTe ¢ AaHHO npogykumneit, P202: He npuctynats ko6paboTke
[l0 Tex Mop, Noka He NpoYnTaHa 1 He NOHATA MH(OPMaLKs O Mepax NpefoCTOPOXHOCTU. P280:
Wcnonb3oBaTk NepyaTku v CpefcTBa ANs 3aWmuTbl rnas/nuua (Tn ykassiBaeTcs U3roToBUTENEM).
P308-"P313: MPW okasaHun BO3AeNCTBUA NN 06ecrokoeHHOCTN: O6paTuTbes KBpauy. P405:
Xpanwrb noj 3amkom.

NnoAroTOBKA KOMIMOHEHTOB A/1A AHATU3A

PeareHTbl FOTOBbI K MCMO/b30BaHMIO. [lONONHNTENbHbIE NPOLLEAYPLI HEe TPEBYIOTCH. OTKPYTUTE KPbILLKY
¢ thnakoHoB PeareHTa A n PeareHTa B nyctaHoBuTe Ha GOpT aHann3aTopa B COOTBETCTBYIOLLYIO iUeliKy
(CM. WHCTPYKLMIO N0 UCMONL30BAHNI0 aHANN3aTopa).

Kanu6patop ana 6uoxumuueckux uccneposanuii (BioSystems xog 18011) wnn kanubpaTop Ans
BUOXMMWNYECKNX UCCNEA0BaHW Ha OCHOBe YenoBeyeckoil CbiBOPOTKW (BioSystems kop 18044)
MCNONb3yeTcA B COOTBETCTBUN C npmnaraeMoﬁ KHemy MHCprKLU/IE% nyctaHaB/mBaeTCcAa B COOTBETCTBUU
C WHCTPYKLMel K aHanu3artopy.

MNMPOBEAEHUE AHAJTN3A, PACHET
KpaTkoe onucaHue npoueaypbl aHannsa onpejeneHns KpeaTuHKMHasbl Ha aBToMaTUYeCcKoM aHanusaTope
BbIFNAAUT cefytolwnm obpasom:
1. 3anyck aHanusaropa B pa6oTy, COrnacHo UHCTPYKLWN MO NPUMEHEHNIO
2. lporpamMMupoBaHue aHanM3aTopa, COrnacHo UHCTPYKLWAKU NO NPUMEHEHNIO
3. PasmeujeHne peareHTOB, Kanub6paTopoBs, KOHTposneil, nNpo6 Ha 6GOpT aHanusaTopa, COrNacHo
WHCTPYKL MM NO NPUMEHEHNI0 aHann3aTopa 1 peareHTos, kKannépaTopos (He BXOAAT B cocTas Habopa).
4. Pa6oTa aHanusatopa B aBTOMaTUYECKOM PeXume:

. OT60p, 403MPOBAHMIE U NEPEHOC peareHTa A B PeaKLNOHHYIO Aueliky
. 0T60p, 103UPOBaHIE U NEPEHOC peareHTa B B peakLMOHHYI0 aueiiky
. OT60p, [03UpOBaHME U MEPEHOC PeakuMOHHYlo sueliky (B 3aBMCMMOCTW  OT

3anporpaMMMpPOBaHHOTO U3MEPEHIs):

o JncTunnnpoBaHHOi BOAbI (ANA n3puepeHns 6naHka peareHTa)
o Kanu6patopa/ctangapTa (4ns noctpoenuskan|bpc(BauHoT?ih neoii |'Ory\ O
[ KoHTponbHOro matepuana (Ans nposejeHns KOHTponagadect™a)-'
o Mpo6bl NauneHTa (AN NONYYeHUs pe3ybmTa naumeHTa)
. NHKy6aums B peakLMOHHON suelike costaBrava,30.08030 BCN
. N3mepeHne nih:AOBb78823

. PacyeT ¥ Bblfava pesynbTata (6naHk, KaTubposka/haBop, pesynbTaT KOHre
pe3ynbTaT NayMeHTa - B 3aBUCUMOCTM OT 3agal||Mii eneprupOM'3clliuii)’

,anHblﬁ Haﬁop peareHTOB MOXeT 6bITb MCNONb30BaH Ana paga asBToMmatnyecknx aHanm3aTopos.
ITrAuvnoruLie uu(nr%vAiuu nn nnucAAuftuuio nny/l sra Tro Vanaranratangm



KOHTPOJIbKAYECTBA

Ons npoBefleHMs KOHTPONsA KauecTBa TecTa UM MpoLeAypbl UCCNeAoBaHUs peKoMeHayeTcs
1cnonb3oBaTh KOHTPONbHYIO CbIBOPOTKY YpoBeHb | (koa 18005, 18009 u 18042) u yposeHb Il (xof
18007, 18010 u 18043). Kaxpasa na6opatopus AOMXKHA BbipaboTaTh COGCTBEHHYK CXeMy
BHYTPEHHEro KOHTPONSs KauyecTsa W npoLeaypsbl A5 KOPPEKLUNN AeicTBIiA B Ciyyae, € KOHTPONb
KayecTBa He YKNa/blBaeTCs B NPUEMNEMbIE ANanasoHbl.
XonocToii onbIT (6naHK peareHTa) JO/MKEH NPOU3BOANTLCA KaX/Ablii AeHb, a KanubpoBKa - Mo KpalHei
mMepe pas B 2 Mec., MOC/e Hauana UCrnoNb30BaHUs HOBO NapTUN peareHTa WM B COOTBETCTBUM C
TPe6oBaHUAMM K KOHTPONIO KayecTBa, NPUHATLIMU B NaGopaTopuu.
VI3MepeHns C KOHTPO/IbHBIMU MaTepuanami AN KOHTPONS KauecTBa [A0/KHbI GbiTh NPOBEAEHbI:
. Mocne kannbpoBkn
. Ecnu npoueaypbl OLEHKM BHYTPEHHEro KayectBa WA COGCTBEHHONM CXeMbl KOHTPONA
KauecTsa PeKOMEHAYIOT MX NPOBeCTH

. Korpa mecTHble, rocyapcTBeHHble 1 hefiepanbHble Npasnia peKoMeHAyloT ux NpoBecTu.

LEMOTPAGUYECKUI W NOMYIALMOHHBIA ACMEKT

Ha6op npumeHseTcs ANs OnpeAeneHns YPOBHSA KpeaTUHKMHa3bl B NJa3Me KPOBM U CbIBOPOTKE KPOBN
yenoseka BO BCEX BO3PACTHbIX FPynnax NaLuneHToB He3aBUCUMO OT Nosia 1 pachl.

ONATHOCTUYECKME XAPAKTEPUCTUKN

KpeaTtuHkuHasa (CK) urpaeT BaxHylo ponb B Mblljlax, obecneunsas npespauesune ADP B ATP, npu
CoKpaleHnn MycKynatypbl, UCN0Nb3ya KpeaTuH hocdat kak pesepsyap ({xtodopunmposaHus.
CbiBopoTO4Has CK BeipaGaThiBaeTCs rNaBHbIM 06PA30M B MbllILAaX U €€ KOHUEHTPaLUs 3aBUCUT OT
psaaa GuU3N0NOrMUecknx xapakTepucTuk (Mo, BO3pacT, MblleyHas Macca, (uU3nyeckas akTUBHOCTb,
paca).

KoHueHTpaumsi CK B CbIBOPOTKE 3HAUNTENbHO YBENUYEHA Yy MaUMEHTOB C  HEKOTOpPbIMM
3a60/1eBaHNAMYU CKENETHOI MyCKYNaTypbl (MONMMUOIUTLI, 310KaYECTBEHHAS [UMNEPTEPMUSs, TpaBMa,
oCTpblii  pa6jomMnoNn3), LeHTpanbHOW HEepBHOW cucTembl  (ocTpoe uepe6poBackynsapHoe
3a6oneBaHue, LiepebpasnbHas UWEMWS, CUHAPOM Peiie) n L \MTOBUAHON Xenesbl  (rnotuponansm)”™
Mocne nepeHeceHHOro MHdapkTa MMokapaa nNoabem akTusHocTM CK HabtoaaeTcs yepes 3-6 yacos
W focTuraeT CBOEro nuka yepes 24-36 yacoB. ®epMEHT GbICTPO BLIBOAUTCA U3 NAasMbl, Tak 4TO
06bI4HO €r0 aKTMBHOCTbL BO3BpaLlaeTcs B HOpMy yepes 3-4 gHa35

KNUHWYeCKNii AnarHos He [0MKEH OCHOBbIBATLCS Ha pesynbTaTax OT/AeNbHOr0 TecTa, OH AO/KEeH
COrNacoBbIBaTLCA C Pe3y/bTaTamMn KAMHUYECKUX U N1aGOPATOPHBIX JaHHbIX.

MPUMEYAHNA

1. [daHHbli HaGop MOXeT GbiTb WCMONb30BaH B Pas/MYHbIX aBTOMATUYECKWX aHann3aTopax.
O6paTUTeCh K MHCTPYKLMW MO UCMONb30BaHNI0 KOHKPETHOTO aHanm3saTopa.

YCNOBUA XPAHEHUA, PAHHCIOPTUPOBAHU U SKCMNTYATALMA
TpaHCNOPTUPOBKA U XpaHeHMe [0/KHbI OCYU|eCTBAATLCA B COOTBETCTBMM C Tpe6GoBaHuAMM n. 12
rOoCT P 51088-2013.

Vi3fienne TPaHCMoOpTUPYIOT BCEMM BUAAMU TPaHCMOPTa B KPbIThIX TPAHCMOPTHbIX CPeAcTBax B
COOTBETCTBUM MpaBMNamMu NepeBo3KN rPy3oB, AeCTBYIOLMMU Ha KaX/A0M BU/AE TPaHCNopTa.
TemnepaTypa TpaHCMOPTUPOBKU: 2*C-8*C C ycnoBusMM COGNIOJAEHWS  KXONOAOBOW  Lenn»,
o6ecneunBaiolleli  COXPaHHOCTb  TeMNepaTypHOro  pexuma,  TPaHCMOPTMPOBKA  AOMKHA
OCVUIECTBAATLCS B TEDMOKOHTE/HEDAX 0AHODA30BOr0 NOML30BAHUS. COAEPXKALYNX XMAJ0INEMEHTbI,

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU rvecin noagepxusacnoi

Temnepatypoit unu B aBTopehpuxepaTopax C
3amopaxxuBaHne He 0MycKaeTcs.

MCNonb30BaHNEM  TEPMOMHAMKATOPOB..

r

OTHOCUTENbHAA BNAXHOCTL OKPYXaloWeil cpeapl Npu TpaHcnoptuposke: 0 % - 85 %. Jip

HapyLeHNM TeMnepaTypHOro pexuma TPaHCNOPTUPOBaHUS, U3AeNne He NOANSKMUT NPUMEHEHMIO. CBEAEM
V3fenne AOMKHO XPaHUTLCA Ha Cknafax NocTaslinka U NOTPeGUTeNs B OPUrMHaNbHOM ynakoske! nartasp,
COOTBETCTBUM C yKAa3aHUSMU PYyKOBOACTBA MO IKCM/yaTaLun M3roToBUTENS. 03/20(Y
XpaHuTb npu 2 °C - 8 N B XONOAWU/bHBIX Kamepax WAu B XONOAUNbHUKAX, OGEC/euquBaloLLto 08/201
pernameHTUpOBaHHbI TemMnepaTypHbili PEXUM C  eXeAHEBHOW peructpauneil Temneparypb 08/202

3amopaxuBaHue He AONycKaeTcsi. lpu HapylweHun TeMNepaTypHOro PexuMa XpaHeHus, a Tak»
UCTEUEHNN CPOKA XPaHEHUsA U3JeNne He NOANEXUT NPUMEHEHNIO.

BCKPbITbIE U HE CMEelWaHHble MeX/Ay C060ii peareHTl A U B cTa6uUNbHbI 40 OKOHYAHUA CPOb
roAHOCTK, YKas3aHHOro Ha 3TUKeTKe, npu XpaHeHun B MNNOTHO 3aKpbITOM cocyae >

npeAoTBpaLleHNN 3arpsA3HeHNs BO BPEMSA WCMONb30BaHUS.
Mpu3Hakn 3arpsAsHeHus:

- PeareHTbl: NPUCYTCTBME B3BELWEHHbIX YAaCTNL, MYTHOCTb, abcop6umns 6naHka Beiwe 0.300 np
340 um (1 cm kioBeTA).

CpoK rogHocTH: 36 MecsiLieB. CPOK OKOHYaHWUsA FOHOCTY YKa3aH Ha ynakoBke

YTUNUBALNA N YHNUTOXEHNE MEANLIMHCKOT O N3AENA

Mpu MCNONL30BaHNN B MEANLIMHCKUX YUPEXABHUAX YTUNM3NPOBaTL No Knaccy A unn b (CanMnH 2.1.3tt
21 ‘CaHWNTapHO-3NMAEMUONOrnyeckne TpeGoBaHus K COAEPXKaHNio TeppuTopuii ropoacKNx u cenbc!
nocenenunii, K BOAHLIM OGbeKTaMm, NMUTbEBOK BOAe W MUTLEBOMY BOAOCHAGXKEHMIO, aTMocthepHa
BO3/lyXy, NOYBAM.)KW/bIM NOMELIEHNAM, IKCMNyaTaLuu NPON3BOACTBEHHBIX, 06LIECTBEHHBIX MOMELLeH1
OpraHn3aLn 1 NPoBeJEHNI0 CaHUTapPHO- NPOTUBO3NNAEMUYECKINX (MPOHNNAKTUYECKIX) MeponpusaTI'
Mpy yTUAM3auMu usgenus Heo6XOAUMO CNeAoBaTh HaLMOHaNbHOMY CTaHAapTy B COOTBETCTBU
Tpe6osanuamn N.13 FOCT P 51088-2013. U3genve, npuuiejliee B HENPUrOAHOCTb, B TOM YMCIE BEK
C UCTeYEeHWeM CpoKa FOAHOCTM, MOANEXWUT yTunusauuu. [locTaBLMKN, NPOAaBLbl, UMNOPTEPb! KK
OCYWIECTBAATL YHUUTOXEHME N3NNI, NOTEPABLINX CBOM NOTPEGUTE/IbCKIME CBOWCTBA WM C UCTEKN
CPOKOM TOAHOCTW, MPWU WMCMONb30BAHWN METOA0B, COTNacoBaHHbIX C TePPUTOPUANbHLIMIA OpraHa»
OTBETCTBEHHbLIMU 33 CAHUTAPHO-3NNAEMNONOTNYECKOe 61arononyyne HaceneHus.

WN3enne YHUUTOXAETCS BCKPLITUEM (hN1AKOHOB C NOCNEAYIOWUM Pa3BeAeHNEM UX COAEPKMKIONO eif
1:100, cnuBOM pacTBopa B KaHanusaumio. ®NakoHbl YHUUTOXAKT NyTeM CKUraHus C yyeToMm Toro,-
(hnakoHsl MOFyT GbiTb NepepaboTaHbl Kak BTOPUYHOE Cbipbe, UX Hanpas/ieHne Ha nepepaboTKy Aora
6bITb COTNACOBAHO C PEernoHasnbHbIM OpraHoMm PocnoTpeGHaz3opa. KapTOHHble KOpPOGKW nogniek
BTOPUYHOW nepepa6oTke. MMepcoHan, OCywecTBASIOWNA YHUUTOXEHNE U3AeNUii, [OMKEH CO6L
npasuna 6e3 onacHoOCTV NPOBEAEHUS TOTO UM UHOTO CNOCO6A YHUUTOXEHUS.

OTBETCTBEHHOCTb /I FTAPAHTUW

No6oe nsmeHeHne HaGopa U/wnn 06MeH UKW 3aMeHa Kakux-11Mbo KOMMNOHEHTOB pa3HblX NapTUii «
ogHoro Haﬁopa Ha gpyroﬁ KIOXKeT HeratTMBHO CKa3aTbCA Ha OXuaaembix pesynbrarax »
0”NHOBAHHOCTU aHanusa B uenom. B cny4vae Takux W3MeHeHWin n/unn 3ameH no6oe TpeﬁosaHmem
3aKKeHe Ha6opa He/AeiCTBUTENLHO.

I'IpeTeHsmm, nojaHHbIe B CBA3U C HeEEpHOﬁ MHTepI‘IpeTaL[MBVI pe3ynbTartoB aHanusa K/IMeHToM, Take
HeJleliCTBUTENbHLI.  HecMOTps Ha 3T0, B Cly4ae Kakux-NMGO NpeTeH3nii, OTBETCTBEHHAR
Npou3BOANTENSI He [OMXKKa MpeBblwaTb CTOUMOCTb Habopa. Bpea, NpuuuMHEHHbIi Habopy m>
TPaHCNopTUPOBKE U XpaHEeHUn y ﬂOTpeﬁMTeﬂR, He NoANeXUT OTBETCTBEHHOCTU NPOMU3BOANTENSA.
FapaHTun npomsBoauTens «BioSystems S.A,» pacnpoCTpPaHAKTCS Ha TO, YTO HACTOAWMWIA npoayn
COOTBETCTBYET CI'IeLI'IAEbIAKaL[VIﬂM, 3anB/IEHHbIM Ha 3TUKETKe, HO TO/IbKO NP yCN0BUKN UCMO/Nb30BaHne
npoaykra KBa]‘II/I(bI/IL[VIpOBaHHbIM nepcoHasioMm B COOTBETCTBUU C YyKasaHUAMU, W3N0XEHHbIMU HL
ITUKETKE W B HACTOAL|El WUHCTPYKUUM, U NPUMEHEHWNS MaTepuanos A0 WCTEYEHUS CPOKa FOAHOCTU
YKa3aHHOro Ha 3aTUKeTKe

TEKYLWMM PEMOHT

He TpebyeTcs

TEXHWYECKOE OBC/TYXXUBAHUE

He TpebyeTtcs

NH®OPMALINA O HAINYIN B MEAVLIMHCKOM U3AENN NEKAPCTBEHHO
CPEACTBA

He coAepXnT NeKkapCTBEHHbIX CPe/ACTB

NH®OPMALIMA O HANTIMYN BUOJTOTMYECKX BEHECTB 1 UHTPEAVEHTO
XXMBOTHOIO 1 YENOBEYECKOIO MPOUCXOXXAEHNA

He coaepuT MaTepnanos 4enoBEYECKOrO W XWUBOTHOTO MPOUCXOXKAEHWUSA, aHTUTeNa, aHTUreHb!
npaiimepbl HYKNEMHOBbIX KIUC/IOT.

MOKA3AHN/A K NMPUMEHEHWIO

JNs KNMHUYeckoi N360paTOPMit ANArHOCTHKM B KayecTBe BCNOMOraTelbHOro CpeAcTBa

NMPOTVBOMOKA3AHWA K NMPUMEHEHWIO

MpoTMBONOKa3aHUii K NPUMEHEHWI0 HeT, MOCKONbKY He OKasbiBaeT [eiiCTBUA Ha OpraHusMm,
BO3/e/iCTBYeT Ha FOMeocTas opraHu3Ma yenoseka

CTEPWIbHOCTb

MocTaBnseTcs B HeCTepubHOM Buze. CTePUNbLHOCTL He TpebyeTcs

NH®OPMALIMA O BOSMOXXHOCTW NMOBTOPHOI O NMPUMEHEHWNA

He noAnexuT NoBTOPHOMY NPUMEHEHMIO

MEPEYEHb CTAHOAPTOB, KOTOPOMY COOTBETCTBYET MEAVLIVIHCKOE
N3OENNE

1SO 9001. 15013485, TOCT P 51088-2013, TOCTP UCO 15223-1-2020, FOCT P NCO 23640-2011
FOCT P M C018113-1-2015, FOCT P NCO 18113-2-2015.
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-BioSystems S.A.,08030, Costa Brava, 30, Barcelona, Spain

(BuoCuctemc C.A., 08030 yn. Kocta bpasa, 30, BapcenoHa, Ucnauus)

- Poligono Industrial Can Tapbles Naves 12.13,21.22,08010 Montcada i Reixac - Barcelona, Spa
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000 kM/[-KoHcanTuHr n Passutne», Mockea, fipocnasckoe wocce, A. 6, kopn. 2 oc. 106
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EJIEHWS O PEAAKLIVMSIX HACTOSILLEA MHCTPYKLIAN
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