POTOIPAPHYECKHE H30BPAXKEHUS

HA MEJHLIHHCKOE H3JEJIME
HaGop pearentoB AR KOJHYECTBEHHOIO onpeAcaeHMA XonecTepuna JITHII meronom
CNEKTPOHOTOMETPHYUECKOr0 AHAJN3A B CHIBOPOTKE H IVIAIME KPOBH HA SHATHIATOPAX M

moayanx Snoxnmutecknx Roche/Hitachi cobas ¢ w COBAS INTEGRA (LDLC3), 8 sBapuanTax
HCNONHEHHS

npon3eoactea Roche Diagnostics GmbH, Sandhofer Strasse 116, 68305 Mannheim, Germany

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI 1 PETUCTPALIMH MELMLIMHCKUX U3AENM



BapuaHT 1. Habop peareHTos LDLC3/LDL Cholesterol Gen.3 cobas ¢ 111, 2x50 TecToB (06W Wi BUA)
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BapuaHTt 1. Habop peareHtoB LDLC3/LDL Cholesterol Gen.3 cobasc 111,270 TecToB

o ’If1

LDLC3

H317.H319,H411,P261,
cobas C 111 P273,P280.P333+P313,

P337+P313,P391

07005806190
XKom wi
LDL Cholesterot Gen.3 RIw w T 2X9.6mL
srNTowg 2x46mL
COBAS and COBAS C are
trademarks of Roche.
N 2x50
Roche Diagnostics GmbH
AW Sandhofer Sir. 116
D-68305 Mannheim
9 Distribution in USA by: AD-8*C
| Roche Diagnostics. C € ol23>"2
| Indianapolis, IN <jatogfochecom
| Madein Germany 02
"Roch”
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BapuaHT 1. Ha6op peareHTtoB LDLC3/LDL Cholesterol Gen.3 cobas ¢ 11|, 2x50 TecToB

LU
(10)70478501

S 2024-07-31
2022-12-15
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Hif«p pMANTM « MMANYKTMUNDT™* enpuw T 1w i«.itcitpwe JINHMA T naw
ciwcTpe~eTewTpwwwre LafisimM * CMBH|MTM» MaswyT Mpam Ha amLUtMTaiMi H «msign
Invkomd<vemll KMb«/ KK»eM c«be« ¢ 5 COBAS OJEOHA (LOLC3X ¢ Mpuakrax ACTAHMSAN:

Tigm'ﬂ Wfﬁﬂmg hOH %}fOLCIialnteral Ca«4 cabaae LU , 2x5B TaaTLl, a caaTaaa;
. ¥

2 Paarasr SR. deako* 06MA <6 KA. 2L
3 VacTpyxLM M MPKMLLILLIKOO

PankTpavisiavsiaa yaactampamm M MH 2411/7212 av S7.M.2422
Cpot rossscTALW TYSHTM

TawmsipiTypaxpavialm T T yWsBiam
Hom~nanam mynaxoam

npacM»ttaaa:«llate IMajsaMa CmbH» INaw Amatactum MVEX*). Sa»dbafrr Straw HE. MMS
laeulHh*. Caraway. Mapmamva

MNKNT npaguamsylua ranvva aia sMarHacTisal to vttra
Yrmatoessabl* topumamaok npommaluTans Ha rapputapum P®:OBLaeTao ¢ nrpaHneimoS

fy*» (OO0 «PoLu Amartroctaxx* PjreaX 10703, Mockm. Tpy6am nowaa
to wapOWMwie* ” "***N ¢7 495 229-62-64 E-mail » okow re*apt»n.die<|4otbe com

For USA: 07005806190

3L

R1  Bis-tri$ buffer 20.1 mmol/L, pH 7.0; 4-aminoantipyrine
0.98 mmoai/L; ascorbate oxidase (AOO, Acremonium spec.)
I 66.7 pkat/L; peroxidase (recombinant from Basfdiomycetes)
N 166.7 pkat/L;BSA 4.0 g/L

SR MOPS buffer 20.1 mmol/L. pH 7.0; EMSE 2.16 mmol/L;
choleslerol esterase (Pseudomonas spec.) 2 33.3 ptot/L:
cholesterol oxidase (recombinant from E.ool) 2 31.7 pkabL;
peroxidase (recombinant from Basidicmiycetas)
2333.3 pkat/L; BSA 4.0 fi/L; detergents

foumly 001 "ftocb”
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BapuaHT 1. Ha6op peareHtoB LDLC3/LDL Cholesterol Gen.3 cobas ¢ 111,2x50 TecTtoB (MapK1MpoBKa Ha PYCCKOM A3bIKE)

H*f»op pearcHToA ana KOiMMeciBi HHOio onpegenc nus xonectepuHa JILHill metogom
CMCKTPO(POTOMETPUYECKOrO aHaT1UTa B CbIBOPOTKE M MIATMC KPOBW Ha aHanmsaTopax v Mogynax
6noxmmmyecknx Rocheliitachi cobas c u COBAS [[NTEGRA (1JDIX'3), B BapnaHTax UCMNONHEHUSA:
BapHauns |. Habop peat cutoB LD1-C3 / 1J0L ChoUsterol Gen.3 coba”™ ¢ 111,2x50 TecToB, B COCTaBe:
\ Yenr3nr R1. nAkoH 06bem 9.6 mn. 2 wr
2 Penn'w SR, (hnakoH 06beM 4.6 mn. 2 Wt
3 HCnp\KumM4 no npuMeHeHuo
PeTHeTpauHOHHOT yaocTtonepeHww Ne P3H 2018/7312 ot 27.06.2022
,POV rOHOCTM CM Ha yTiaxobke
TcmnepnTypa ..pIICHNA CM Ha YTakoBKe
Howmep toTa CM Ha YNKOBKe

Wpontoantcnb «kocbe DhagnostlcR CTbHH (*Pow AwunarHoctuke Tm6X**\ Sandhofer Strasse 116, 68305
Nlannheim, Germany, TepmaHus
npeaH'/ITHAYCHO TO/IbKO A1 AUArHOCTUKMN in Vitro
A MO.THOMOYCUHbIA NPrAcTanMTr/ib MPONU3BOAUTENSA HA TeppuTopun P®: O6WeECTBO C OrpaHNYeHHOMN

AvnrHoctnka Pyc>> (OO0 «Pow AunarHoctuka Pyc»), 107031, MockBa, TpybHasa nnowagb,

a-m itn *7 40S 22*7-60-00, cpakc 7 495 229-62-64. E-mail, moscow. receptlon dla@roche com
YeT nob*cp:>70"5ROfrIN0
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A

apunaHT 1. Habop peareHtoB LDLC3/LDL Cholesterol Gen.3 cobas ¢ 11b2x50 TecTo”B cocTase:
. PeareHT R, pnakoH 06bem 9,6 mn, - 2 WT.
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BapunaHT 1. Ha6op peareHtoB LDLC3/LDL Cholesterol Gen,3 cobas ¢ 111, 2x50 TecToB, B COCTaBe;
1 PeareHT R 1, ¢onakoH 06bem 9,6 mn, -2 Wt

(i,
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BapuaHT L Ha6op peareHtos LDLC3/LDL Cholesterol Gen.3 cobas ¢ 111,2x50 TecToB, B COCTaBe:
1 PeareHT RI, hnakoH 06bemM 9,6 ms, - 2 WT.
2. PeareHT SR, (bnakoH 06beM 4,6 M - 2 WT.
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BapwuaHT 2. Kacceta ¢ peareHtamu LDLC3/LDL-Cholesterol Gen.3 COBAS INTEGRA / cobas ¢ systems, 200 TecToB
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BapuaHT 2. Kacceta ¢ peareHTamm LDLC3/LDL-Cholesterol Gen.3 COBAS INTEGRA / cobas c systems, 200 TecTtoB
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BapuaHT 2. Kacceta ¢ peareHTamum LDLC3/LDL-Cholesterol Gen.3 COBAS INTEGRA / cobas ¢ systems, 200 TectoB (MapKkupoBKa Ha

PYCCKOM f3blKe)

Habop peanrntm iLia Ko.1lm4yeCcTBrHHOro onpraeneHns >onectepmma JIMHIM Hrro;
COKACTPOOTOETPMUENCOro aHanms3a B CbIBOPOTKE M MNJ1asMe KPOBU Ha SIHA.*0C3aTopaXk A Yeofy.
BnoXxxummnyeckmx Roche/Hitachi robai c u COBAS INTEGRA (LDLC3), B BapmanTax mrio™
BapuanT 2. Kacceta ¢ peareHtamy LDLC3/ LDL-Cholexterol Gen.3 COBAS INTEGR.\ coboac

e>ate«Rx, 200 TecToB
PeractpeunoHHoe yaoctoBepeHune Ne P3H 2018/7312 ot 27.06.2022

CpOK rogHOCTM cM Ha ynaroBXxe
Tewkpan'pa XpaHeHUSA cM Ha ynakoBke

Hokiep notacmM Ha ynakoBke
MNpounssoagunTe.Tb:«Roche Diagnostics GmbHa (""Pow AuarHoctnke MveX**), Sandbofer

straite 116, 68305 Mannheim, Germany, ["'epmaHus

N3nenne npegHasHa4vyeHO TONbKO ANA ANarHOCTUKM in vitro
YAanIMOMOUYeHHbIN NPeAcTaBUTe b NPOU3BOANTENS Ha TeppuTopun PP ;O6LLECTBO C
crpannyenHom oTBeTCTBEHHOCTbIO «Poww AuarHoctuka Pyc» {OOO HPow JHarHOCTHKI

Fyc»), 107031, MockBa, TpybHasa nnowaap, A.2 Ten +T495 229-69-99, dhakc 45
E-mail moecow reception_dia@rochexom
070057171
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BapuaHT 2. KacceTa ¢ peareHTamy LDLC3/LDL-Cholesterol Gen.3 COBAS INTEGRA / cobas c systems,
200 TecTOB

BLDLC3

For USA: TcQKTEMI)

B. Bw-"ebuWerZO.l mmoi/i pH 7 0;

an»nosmL>ynne 0.98 Tollo(/1.-
asoorbale oxidaee (fracrob.)
>ee.7 pkall.; pefoudaee (rec)
>-jee.7iikaH.;BSA4.0ei

M- -« "«teWWicholealefol

etame inach.) >3a3 ukmn
dioteckfroi <nklak (rec.)

>31.f pkal; p(.FOlkb«le pec 1
>3333uKall . fiSA4O(y1 '

KoT] 67400401
S 2024-04.30
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BapuaHT 3. Kaccerta ¢ peareHtamn LDLC3/LDL-Cholesterol Gen.3 cobas ¢ systems, 500 TecToB

» 0flay

2 /ll .- N F wrwewes*w ®aA* 1 I»a*Mr«Ng,
___________ L «"«loe-eCrA*-* o A I
Mromia R e : : Coa

LDLC3

LDL-Choiesterol Gen.3
cobas ¢ systems

1 107005768190 H317.H31 ,H4i1, < >
System-ID 057565 7 P2ei.P27fc>200.
1COWTENTIW 500 I|§’)é>8W»3||P3374«13

X ZéC rl_LI Roche Diagnostics GmbH

Sandhofer~, H6
[[*~]dalofljochckoom D-68305 Mannheim 8
0123 istribution in USA by;

e P! loche Dragnoelics, Indianapolis. IN f
lade In Germany 04~
A"Rochn
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BapuaHT 3. KacceTa ¢ peareHTamu LDLC3/LDL-Cholesterol Gen.3 cobas ¢ systems, 500 TecTtoB
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BapwaHT 3. Kacceta c peareHTamy LDLC3/LDL-Cholesterol Gen.3 cobas ¢ systems, 500 TectoB
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BapuaHT 3. Kacceta ¢ peareHTamun LDI.C3/LDL-Cholesterol Gen.3 cobas ¢ systems, 500 TecToB (MapKMpoBKa Ha pyCCKOM SA3bIKE)

Habop peareHTOB A/15 KO/THYUEETBEHHOI O onpeaeneHns xonectepuHa JINHIM metoaom
C1MKTPOOTOMETPMYECKOr0 aHa.THa B CbIBOPOTKE M MNJlaxMe KPOBU Ha akanutartopax u MoAe Nisx
enoxmmmnyecknx Roche/HItachl cobas c n CORAS INTEGRA (LDLC3)» B BapuaHTax UCnoTMeHUS:

BapuaHT 3. Kacceta ¢ peareHTamu LDLC3. LDL-Cholesterol Gen.3 cobas c systems. 500 TecToB
PernctpBumoHHoe yaoctoBepeHme Ne P3H 2018/7312 ot 27.06.2022

CpPOK rOAHOCTMU cu 1a yNaxoBke
Temnepartypa XpaHeHUS1 CM H<yraxoBke

Homep nota cM. Ha ynakoBKe

MpounsBognTens:«Roche Diagnostics GmbH» (”Pow OAnarHoctuke MTm6X™). Sandhofer

Strasse 116, 68305 Mannheim, Germany, "'epmaHungd

N3penve npeaHasHayeHO TObKO ANA ANarHOCTUKM in vitro
Y NaTHOMOUYEHHbI NPeacTaBUTC.Tb MPOKBOANTC/IS Ha TeppuTopKu PP: O6LLECTBO ¢

OrpaHMYeHHOM OTBETCTBEHHOCTbLIO «Pow AnarHoctuka Pyc» (OO0 «Pow inarHocTmka
Pyc»), 107031, MockBa, TpyboHasa rciowanb, a.2 Ten: -b? 495 229-69-99, dakc: 7 495
229-62-64 E-mail: moscow reception_dia@roche.com

Kat Homep 07005768190

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



BapuaHT 4. Kacceta ¢ peareHtamu LDLC3/LDL-Cholesteroi Gen.3 cobas ¢ systems, 600 TecToB
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BapwuaHT 4. Kacceta ¢ peareHtamm LDLC3/LDIj4SolesterolOen.3 cobas ¢ systems, BOOTecToB'
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NT 4. KacceTa ¢ peareHTamn LDLC3/LDL-Cholesteml rA*.n T~ n

AthoBKa Ha PYCCKOM S3bIKe)

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

cobas ¢ systems, 600 TecToB

Habop ptartHToa gns KonmMyecTBEHHOro onpepenieHusa sonectepuHe JIMHM metogom

CI'IGKTpOdJOTOMeTpI/ILIeCKOFO €HEeJ/INM B CbIBOPOTKE U njieomMe KpoBuM HE AHa/inaaTtopaxK "

Moaynsak 6uoxmmuyecknk Roche/Hitachi coba* ¢ m CO6AS INTEORA (LOLC3), B
BapmeHTax UCNOJIHEHUSA:

BapuaHT 4. KacceTta c peareHtamu LOLC3” LOL-Choleeterol Gea3 cobas c syatenrs,
400 TecTOB

PerncrtpaumoHHoe ygoctosepeHne MeP3H2018A312 0T
CpOK rogHoCT/ CM. Ha YMmKOBKe

Temneparypa XpaHeHWsi CM. Ha ynakoBke

Homep si0Ta cM. Ha ynakoske

MpounssoauTtens: «Roche Diagnostics OmbHi» M<Hu AnarHoctuke Mm6X”),
Sandhofer Strasse 111,44304 Marmhebn, Oennany. F'epmaHumn

N3poenne npegHasHavyeHo TOMbLKO AN ANarHocTuku In vitro

YNONMHOMOUYEHHbIN NpeacTaBUTe b NPON3BOAUTENSA HE TeppuTopun P®:
O6LLEeCcTBO C OrpaHMYeHHO OTBETCTBEHHOCTLIO KPOLW [narHocTuka
(000 «Pow AuarHoctnka Pyc»), 107031, Mocksa, TpybHas nnowaib, 4.2.

Ten: +7 405 220-60-90, dhakc: *7 405 2272-€4. E-T1”; moecow.reception diaQroche.coin
Kar. Homep OBBBTMB 1M



Bcero npoHymepoBaHo,

NPOLUHYPOBaHO K

CKpeiyiej™ neuatbto
nncta (oB)
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