PoTtorpadpuueckne H306paKeHHR

PearenTsl N8 KOJHYMECTBEHHOrO  ONpeJeNeHHs  KATAJNHTHYECKO
AKTHBMOCTH MHOKApAHAJbHOro H3ogepmenta KpeaTuHkuuasw (KK-MB) B
CHIBOPOTKE H IUIa3Me KPOBH HA AHAJH3ATOPAX H MOAYJINX GHOXHMHYECKHX
Cobas Integra u Roche/Hitachi cobas ¢, B BapHanTax HCHOJIHEHHN

3NEKTPOHHAS KONHA 0GOPMAEHA LIEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKWX H3ENHIA



PeareHTbl ANA KOMMYECTBEHHOr0 ONpefesieHNs KaTaIMTUYeCKON aKTUBHOCTU MUOKapAManbHOro nsogepmMeHTa KpeaTUHKMHasbl (KK-MB) B
CbIBOPOTKE M MNasmMe KPOBM Ha aHanusatopax n moaynsax énoxmmmnyeckmnx Cobas Integra n Roche/Hitachi cobas ¢, BapuaHT UcnonHeHns

1. PeareHTbl B KacceTe (CKMB/Creatine Kinase-MB Cobas Integra/cobas ¢ systems).
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PeareHTbl 419 KO/IMYECTBEHHOr0 OMNpefeneHNa KaTaJIMTUYECKOW aKTUBHOCTU MUOKapAWanbHOro msoepmeHTa KpeaTuHKuHasbl (KK-MB) B
CbIBOPOTKE W Maasme KPoOBM Ha aHanusaTtopax u moaynax 6uoxmmmnyeckmnx Cobas Integra n Roche/Hitachi cobas ¢, BapnaHT ncrnonHeHus

1, PeareHTbl B KacceTe (CKMB/Creatine Kinase-MB Cobas Integra/cobas c systems).

For USA:
B: W nlck bvBer1dA mHW . ftii

JIOP? .« MKM ; IMP8.14 UMoll
MHA191M»;1MOPA(lal|

246 M TU .; M-acel/Eyiilem

24.6 anaM . HKfyearil >  1Aai*
Gi6PDHf.cflfe)23L4t4alll.
C;GlIKaMI20Miialll;

HWNA 2.46 MnaH:;

aalK4lain M m

L] 70577901
g 2023-1U1
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PeareHTbl ANA KONWYECTBEHHOr0 OMpefefieHUs KaTa/lMTUYEeCKOl aKTMBHOCTM MUOKapAuanbHOro usogepmeHTa KpeaTuHkuHasbl (KK-MB) B
CbIBOPOTKE M Mna3Me KPOBW Ha aHanmsaTopax n mogynax émoxmmmyecknx Cobas Integra n Roche/Hitachi cobas ¢, B BapuaHTax UCNOSTHEHUA:

1. PeareHTbl B KacceTe (CKMB/Creatine FOna8C-MB Cobas Integra/cobas ¢ systems).
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PeareHTbl ANsi KOMWMYECTBEHHOrO OMNpefeneHNs KaTaMTUYeCKOM aKTMBHOCTM MMUOKapAuanbHOro usoepmeHTa KpeaTUHkuHasbl (KK-MB)
CbIBOPOTKE U M/la3Me KPOBM Ha aHanmsaTopax u mogynax 6noxmmmyecknx Cobas Integra n Roche/Hitachi cobas ¢, B BapuaHTax UCMOIHEHUA:

1. PeareHTbl B Kaccete (CKMB/Creatine Kinase-MB Cobas Integra/cobas ¢ systems).

(MapKnpoBKa Ha PycCKOM S13blKe)

PMmruwrel Milpcoen€mml tolTananl4ccmbll
(IGGIVB) wcbiBeparke
Csbwm lotccra mRocbe/Hliterhimbm ¢, m

1* IViTMffbl Wwiomcere (CKMB/Croliee K1—»c-MB Cebiw i[<«y a £8bto ¢

~FdocTempesam«Ne ML 2418/7461 Br
CpoK rofaoon oM. iMyrotBKe
TcMocpBiypo }pLuonms oM N yoarBKC
Homep non om LAYNAKT Xe
Aplum mnTly | 4dUHW BkTTT/les CwblW CraT Amanmcnwc TmMCX™), °"|-‘Twrr StnMic

TOIMIfID nas gmantocte1011B vHro
YMMUMAUMILLblA MPMITaBATBb APMCLL«A|rT«Na Ha ToppTopwH P®: 06ii«doiko 0 oOrpMMUeHHO*
OCITOTBCUAOCTIHO <Poww Aikorsoonuca Pyo» (000 4<Pow ZbiaraooTHN Pyo»X 107031, Mooksia, 3by6mm
myolMNe, 1.2 Ted: +7 495 229-69-99, dhakc: +7 495 229-62-64. E-mail* nioacow.reoeptioo dia@ ioohc.ooi

Kat. MOMBp07190S0tI90
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PeareHTbl ANns KOMIMYECTBEHHOrO OMpefeneHUs KaTaIMTUYECKOW aKTUBHOCTU MUOKapAuanbHOro msoepMeHTa KpeaTuHKMHa3bl (KK-MB) B
CbIBOPOTKE M NJla3me KPOBM Ha aHanusaTopax u Moaynax 6noxummydeckmx Cobas Integra n Roche/Hitachi cobas ¢, BapuaHT ncrnosHeHus

2. PeareHTbl BOo (hnakoHax (CKMB/ Creatine Kinase-MB cobas ¢ 111), B cocTaBe:

1. PeareHT R1 BO (hnaKoHe, 2 LWT.
2. PeareHT SR BO (hnakoHe, 2 wWT, -
3. IHCTpYKLUKXA MO MPUMEHEHUIO.

(Obwunin BNA)

CKMB

Ireagent] wm_
69nL
1% IR
T
2-8 “C m
fTol [LLI
5@
S 5L
2022-07-31 25022-07-31
<S> '

Croatfno
Informtt~oom parn oncomood

COM 1fcirrrl

07<S420S0 190 Cren ,rto fort-»eeldo»)-.
. Ort.IPrMtor I n *,.Cl<-1y1B C3 X 1 mL.->
A>roC«nt»>rfT» CK-hrtB <4 X 3

SEivons 1% Preatontrol Clnchém M T(£0x5 nL)
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/ iPeareHTbl 418 KOMMYECTBEHHOro OrnpefeneHns KataiMTUYeCKON aKTUBHOCTU MUOKapAnasibHOro
n3oepmeHTa KpeaTuHkuHasbl (KK-MB) B CbIBOPOTKE M Mjia3me KpPOBM Ha aHanmMsartopax Wu
Moaynax ouoxmmmuecknx Cobas Integra n Roche/Hitachi cobas ¢, BapnaHT UCNONHEHUS:

2. PeareHTbl Bo hnakoHax (CKMB/ Creatine Kinase-MB cobas ¢ 111), B cocTaBe:
1. PeareHT R1 BO (hf1akoHe, 2 WWIT.
2. PeareHT SR BO (hyiakoHe, 2 WT.
3. MHCTpYKLUMSA N0 NMPUMEHEHNIO.

CKMB

cobasc 111 H3600.
P201,P202,P280.
P30ft+P31S,
P405.P501
07442050190
i [TobrmuT!
R [ JREAGENTI2X6.9mL
and COBAS C SR[refENT| 2x2.8 ml
are trademarks ot Roche.
i x50
5 I/]\ I SrohoERr 16 VvV 2

meay @  lintfotofljodhexom
cobas*
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il eel e . r.
PeareHTbl 4719 KO/IMYECTBEHHOr0 onpejeneHna KataMTUYeCKON aKTUBHOCTU MMOKap,qmaanorol
~wnsodepmeHTa KpeaTuHKMHasbl (KK-MB) B CbIBOPOTKE M Mna3mMe KPOBW Ha aHanusatopax u |
'Moaynax 6noxnmmyecknx Cobas Integra n Roche/Hitachi cobas ¢, B BapraHTax MCNOSTHEHUS:

|2. PeareHTbl Bo pnakoHax (CKMB/Creatine Kinase-MB cobas ¢ 111), B cocTaBe:
|l. PeareHT R1 BO (hnaKoHe, 2
l. PeareHT SR BO (priakoHe, 2 TN
LHCTPYKLMA NO MPUMEHEHMIO.!

“AXH CKMB

I (240)07442050190
' "« tCTNI(01)04015630940837,

m L 4
(10)73046801
S 2024-02-29 ?

20234)44)4
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f/PeareHTbl AN KONMYECTBEHHOIO OMNpefe/IeHNA KaTanMTUYeCcKoli akTUBHOCTM MUOKapAMaibHOro
] un3o(hepMeHTa KpeaTUHKMHa3bl (KK-MB) B CbIBOPOTKE M Ma3Me KPOBW Ha aHanusaTopax W
Moaynax bnoxmmmnyeckmx Cobas Integra n Roche/Hitachi cobas ¢, B BapMaHTax NCMOMHEHUA:

2. PeareHTbl Bo hnakoHax (CKMB/Creatine Kinase-MB cobas ¢ 111), B cocTaBe:

1. PeareHT R1 BO (hlaKoHe, 2 Wt
2. PeareHT SR BO (hniakoHe, 2 uiil
3. MHCYYy KU KA No npuMeHeHN0.!

For USA: 07442050190

Rt M~2bulirmRmol”
KL3aw1; ADPM6nnotll: AMPe.Miimill;

24>wmM-
HK 23»7ilM ; 06(WK (EML, 2 234iM A ;

ElrO 24»moVUCTi*y<K*pGim
dmnocMan»<”

INMilng ouse3y >Mpd to6AitevC Okd4n LLI
fteorty
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‘eareHTbl 415 KOIMYECTBEHHOMO ONpeAeNneHns KaTaIMTUYecKoi akTUBHOCTU MUOKapAManbHOro nsogepmeHTa kpeatuHkmHasbl (KK-MB
[B cbiBOPOTKE M NNa3Me KPOBM Ha aHanm3aTopax u Moaynsx buoxmmmuyecknx Cobas Integra n Roche/Hitachi cobas ¢, B BapnaHTax UCNOMHEHNSA
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PeareHTbl 151 KOJIMYECTBEHHOIO OMpefesieHNs KaTa/IMTUYECKOM aKTUBHOCTUM MWOKapAuManbHOro msogepmeHtTa KpeaTuHkuHasbl (KK-MB) B CbIBOpOTKe
nnasme KpoBM Ha aHanum3aTopax 1 Mofynsix buoxnmmyecknx Cobas Integra n Roche/Hitachi cobas ¢, B BapnaHTax UCMOMHEHWS:

2. PeareHTbl BO (hnakoHax (CKMB/Creatine Kinase-MB cobas ¢ 111)» B cocTase:!
' |2 PeareHT SR BO hnakoHe, 2

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



PeareHTbl 4719 KOIMYECTBEHHOrO onpeAeneHna KaTaIMTUYECKOW aKTUBHOCTM MUOKapAManbHOro m3ogepmeHTa KpeaTuHKuHasbl (KK-
MB) B CbIBOPOTKE M MnasMe KPOBWU Ha aHanusaTopax U Moaynsx omoxmmmyeckux Cobas Integra n Roche/Hitachi cobas ¢, B BapnaHTax
NCMONTHEHNSA:

PeareHTbl Bo hnakoHax (CKMB/Creatine Kinase-MB cobas ¢ 111), B cocTase:
PeareHT SR BO (hiakoHe, 2 WT.
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PeareHTbl ANnsi KONMYECTBEHHOIO OMpeAeneHns KaTa/IMTUUYECKON aKTUBHOCTM MWUOKapAManbHOro msogepmeHTa KpeatuHkuHasbl (KK-MB) B
CbIBOPOTKE M M1a3Me KPOBWU Ha aHanmsaTopax u moaynax buoxmmmuecknx Cobas Integra u Roche/Hitachi cobas ¢, B BapuaHTax MCNOMHEHUS:

2. PearenTbl Bo hnakoHax (CKMB/Creatine Kinase-MB cobas ¢ 111), B cocTaBe:

1. PeareHT R1 BO (hNaKoHe, 2 WT.
2. PeareHT SR BO (hN1aKoHe, 2 WT.
3. THCTpYKUMA N0 NPUMEHEHNIO.

(MapKupoBKa Ha pycCKOM s13bIKe)

BM Ttmw /ULl mBofayecraenaoTy> onpciacnnma lalranart««iccMH1 aTnBnocTWw MBOKapABX/1bMOro
mohepeexkTa «gwaTnunuuu (KK-MB) B cbIBOpOTHA B LULIMMI KpOTa LU aaa/iM3BTUY(BX B
auynax 6Taxxsmayeol x Cobuw Integra B Rodia/Hitackl cobas ¢, BapBaxr i

2. BearamiBo ¢naHoBax (CKMB/ Craatkie KO nma-MB cobasc til), B cocTaa:

1. PearaBT R1 BO ¢hnaasoBa, 2 nn:
2. IVarcBT SR B0 hnnomKk, 2 wWrT.
X WactpynuBB no

ftn KTpaw M iD e ygoctoBapctaa P3H 29 18/7LU oT

CpOK roatoCTH CM. Ha ynammnoe

TemnepaTypa XpaHeHHa CM. Ha yrnamoBKe

Homep noTta cM. Ha ynakoske

Mpoe*oBBTenb; «Rocha Diaoatks GfobH» (**Pow [Barnocnscc MM6X**), $awwiim>1ar Straaaa 116,
682d5 Maanbcdna, Germany, epmaTaBs

Vksianna BpBlOaXXBaneBo TOW eo 4 « inarBocTBain vitro

YBobniiMaouellsul/l rhBBCTaBBTBIbL BPCMOBOABTaNa Ba Tepparropss P®: O6BI0CIBO C OFpaHMUeMBOi
0TacTCTBCUMHOCTLIO «IY|LU Aunantoctwica Pyc» (OO0 «1Ywms [AwnarHoctmka Pyc»X 10'MO31, Mocksa,
Tpybmaa cwowank, A.2 Tea: +7 495 229-69-99, chawo; +7 495 229-62-64. E-mail:

moicow.reccpboft dia@ rocha.oom

Kat. Homep 07442050190
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PeareHTbl N1 KONIMYECTBEHHOr0 OMpejesieHNsa KaTa/IMTUYeCKO aKTUBHOCTU MUOKapAuanbHOro msoepmeHTa KpeaTMHKMHasbl (KK-MB) g
|cbIBOPOTKE 1 Nia3me KPOBM Ha aHanmsaTopax u Mmogynax énoxmmmnyeckux Cobas Integra n Roche/Hitachi cobas ¢, B BapnaHTax ncnonHeHus:!

3, PeareHTbl B Kaccete (CKMB/Creatine Kinase-MB Cobas ¢ systems).
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PeareHThbl ansa KO/Nn4yecTBeHHOI o onpeaneneHna KaTanTU4YeCcKoi aKTUBHOCTMU

MUOKapAnanbHoOro n3oepMeHTa KpeaTuHKnHasbl (KK-MB) B CbIBOPOTKE M Ma3Me KPOBU Ha

aHanusatopax u Moaynax ouoxmmumuecknx Cobas Integra u Roche/Hitachi cobas ¢, B

BapunaHTax MCMOJIHEHNA:

3. PeareHTbl B KacceTe (CKMB/Creatine Kinase-MB Cobas ¢ systems).

For USA:

B imiduole buNer 1?3 nnoM, pH
LUTA!>4s1nnpN"MA<

AlMNP? 46 nrnoM: AMP 6.14 mnoU,
APIA I™ np ™ NM»>(yeasl)

P 46 Tntol., Haoetytcyslniie

?4.6 mnoM.; HK (yemt)» 36.7 pkMt;
(JTPMH <FooA) >?3.4 IAUVA

C: GtooK 190 wunoW.;EOQ1A
? 461nnol;

c*esKl« ptmpiute IM nral.;
anA CK Manttiodns (ptum) >'996%

T 59781301
2022<097
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PeareHTbl 415 KONMYECTBEHHOr0 OMNpefeneHns KaTaMTUYeCKOW aKTUBHOCTM MUOKapAnanbHOro msodepmeHTa KpeaTuHKuMHasbl (KK-MB) B
CbIBOPOTKE N N/1a3Me KPOBM Ha aHanmsaTopax 1 Moaynsax 6uoxmmmuecknx Cobas Integra n Roche/Hitachi cobas ¢”*B BapuaHTax ncrnoaHeHna”

3. PeareHnTbl B Kaccete (CKMB/Creatine Kinase-MB Cobas ¢ systems)
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PeareHTbl /151 KO/IMYECTBEHHOTO ONpefieNieHns KaTaMTUYeCKOol aKTUBHOCTM MUOKapAManbHOro nsohepMeHTa KpeaTuHkuHasbl (KK-MB) B

KOOBUW Ha aHanusatopax u moaynsax bnoxmmmnyeckmnx Cobas Integra n Roche/Hitachi cobas ¢, B BapnaHTax UCNOSTHEHUSA:
CbIBOPOTKE U Mnna3mMe

3. PeareHTbl B KacceTe (CKMB/Creatine Kinase-MB Cobas ¢ Astem”

(MapKnpoBKa Ha PyCCKOM S3blKe)
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MO foBepeHHOCTH
0T 30.01.2023 r.
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