Dotorpajdrueckne H300paxenHs

HaGop pearenToB /18 KOJIHYECTBEHHOIO ONpese/eHnan BaTaMuua B12
HMMYHOXEMRAIOMHACCUCHTHLIM METOAOM B CHIBOPOTKE H IJIA3ME KPOBH
Ye/IOBEKA HA AHAJHIATOPAX H MOAYJISX HMMYHOXHMAYecKHX cobas ¢ (Elecsys
Vitamin B12 II)

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHI



Habop peareHTOB 415 KONMYECTBEHHOIO OnpejeneHns BuTammHa B12 uMmMyHOXeMUIIOMUHECLEHTHBIM METOAOM B CbIBOPOTKE U Nia3me
KpPOBM Ye/loBeKa Ha aHanmsaTopax v Mogynsax MMMyHoXumHueckunx cobas e (Elecsys Vitamin B12 I1)» B BapuaHTax UCNoNHeHus! ~

1. Habop peareHTOB A/19 KOSIMYECTBEHHOIO ONpeAeneHns BUTaMmHa B 12 MUMMYHOXeMUTIOMUHECLLEHTHBIM METOA0M B CbIBOPOTKE M N/ia3Me KPoBU
yesioBeKa Ha aHasimsaTopax 1 Mogynax UMMyHoxummndecknx cobas e (Elecsys Vitamin B12 1l cobas e analyzeiVB12 I1), By>uaHT ncnonHeHus 100

TECTOB, B COCTaBe: 1 ‘
1 PeareHTbl B KacceTe [/19 KONMYeCTBEHHOr0 onpeaeneHns ButaMmuHa B 12 11 - 1 wr.
2. PeareHTbl B Kaccete 41 npeABapuTeNbHON 06paboTKM /18 KOSIMYECTBEHHOI O onpesenieHns ButammHa B12 11 - 1 wir.

3. VIHCTpYKUMS MO NPUMEHEHMIO

Elecsys Vitamin Bt2 ii

1iE 107212771190
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1. Habop peareHToB A/19 KO/IMYECTBEHHOI0O ONpejeneHns BUTaMMHa B 12 NMMYyHOXEMUMIOMUHECLLEHTHLIM METOAOM B CbIBOPOTKE B
nnasMe KpoBKW YesioBeKa Ha aHanmsa™amksk v Moaynax MMMyHoxmnmmdecknx cobas e (Elecsys Vitamin B1211 cobas e analyzers/B12 11),
BapuaHT ncnosiHeHmna 100 TecT

Elecsys Vitamin B12lI

H290,H301,H314.H317.)K12
cobas e analyzers  H2%0.Ho0:

P301-fP310+P330
P303fP361+P"

tMJ 07212771190 P304+P34&ff>310

P305+P351+P33&fP310
QONTENT1 Y ioo
COBAS, NAVIFY and ELECSYS P amL
are trad’emarks of;:ocf>e. PT2 4mL
M 66nl
d Roche Diagnostics GmbH Rl 10mL
Sandhofer Str. 116 R2 85 L

D-68305 Mannheim

| Distribution in USA by; -

» Roche Diagnostics. JW’J C C0123
I Indianapolis. IN

s Made in Germany 04

<Rochc? cobas*
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1. Ha6bop peareHTOB /1 KO/IMUYECTBEHHOI0 onpegeneHnss BUTaMnHa B12 UMMYHOXeMUMIOMUHECLEHTHLIM METOAOM B CbIBOPOTKE
M nnasmMe KPOBW YenoBeKa Ha aHanmsaTopax M Moaynsix MMMYyHoxumudeckux cobas e (Elecsys Vitamin B12 Il cobas e

analyzers/B12 Il), BapnaHT ucnonHeHns 100 TecToB

B12i1

IREFI (240)07212771190

(ottnl
(01)04015630939473

[LOTI (10)76500602

2 2025-04-30

2023-12-13

06 "Roche
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1. Habop peareHToB ANA KO/IMYECTBEHHOrO OonpejeneHna BuTammHa B12 uMMyHOXeMUTIOMUHECLEHTHLIM MeTOIOM B CbIBOPOTKE
M NnasmMe KpPOBM 4efnioBeKa Ha aHanmsatopax WU Moaynsax MMMyHoxmmumueckux cobas e (Elecsys Vitamin B12 1l cobas e
analyzers/B12 11), BapnaHT ucnonHeHnsa 100 TecToB, B COCTaBe:

1. PeareHTbl B KacceTe 414 KOMIMYECTBEHHOr0 onpegenieHua sutammnda B12 11 -1 wr.

B12ll

Elecsys

07212771

N 6.5 mL
R1 10 mL
R2 8.5mL

65239
Ll ] 76500602

2 2025-04-30
> 2-8°C
VD

0203
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1. Habop peareHTOB 418 KO/IMYECTBEHHOI0 onpefeneHna BuTammHa B12 MMMyHOXeMUNOMUHECLEHTHBIM METO40M B CbIBOPOTKE
N nfasMe KPOBM 4YefloBEKA Ha aHasnusatopax WU Moaynsax MmMmyHoxummyeckux cobas e (Elecsys Vitamin B12 1l cobas e

analyzers/B12 1), BapnaHT ucnonHeHns 100 TecToB, B cOCcTaBe:
1. PeareHTbl B KacceTe /19 KO/IMYECTBEHHOr O onpefeneHna sutamuia B12 Il - 1 wr.
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1. Habop peareHToB /19 KOJIMYECTBEHHOrO onpeeneHnsa Butammia B12 mMMyHOXeEMUIIOMUHECLLEHTHLIM METOLOM B CbIBOPOTKeE
N nnasme KPOBM 4esloBeKa Ha aHanmsatopax M Moaynax MMMyHoxmmuueckux cobas e (Elecsys Vitamin B12 1l cobas e
analyzers/B12 I1), BapnaHT ncnonHeHmns 100 TecToB, B cOCTaBe:

2. PeareHTbl B KacceTe A0 NpeaBapuTenbHONn 06paboTKK A8 KONMYECTBEHHOrO onpeaeneHns Butamuda B12 11 -1 wr.
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1. Habop peareHTOB AN1s KOJIMYECTBEHHOrO OMNpeAeneHna BuTammHa B12 UMMYHOXEMUIIOMUHECLLEHTHBIM METOJ0M B CbIBOPOTKE
M nnasme KpPOBW Ye/lOBEKA Ha aHa/ms3aTtopax UM MOAyNAX UMMYHOXMMu4Yeckux cobas e (Elecsys Vitamin B12 Il cobas e
analyzers/B12 11), BapuaHT ncnosiHeHnsa 100 TecToB, B coCTaBe:

2. PeareHTbl B KacceTe Ans npeABapuTesisHOM 06paboTKM AN15 KONUYECTBEHHOIO onpejenieHns Butamuda B12 11 - 1 wr.
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1. Habop peareHToB ANA KO/IMYECTBEHHOr0 OMNpeaeneHna BuTammHa B12 MMMYHOXEMUTIOMUHECLEHTULIM METOAOM B CbIBOPOTKE
N nnasMe KpPOBM YefloBEKA Ha aHanms3aTopax u Moaynsax MMMyHoxmmuueckux cobas e (Elecsys Vitamin B12 Il cobas e

analyzers/B12 I1), BapnaHT nucnonHeHna 100 TecToBs, B coCcTaBse:
2. PeareHTbl B KacceTe 4719 npeaBapuTensHo4.prpabo™ A ang 1UnnyecTBeHHOro onpeaeneHns sButammia B12 11 - 1 wr.

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



1. Habop peareHTOB 4151 KOJIMYECTBEHHOr0 OnpejesieHnUss BuTammHa B12 MMMYHOXeMU/TIOMUHECLEHTHBIM METO0M B CbIBOPOTKE
M nja3Me KpPOBW YesioOBEKA Ha aHanmsatopax M MOLyNAX mMEUBOXUMUYECKUX cobas e |[Awpl Vitamin B12 Il cobas, *
analyzers/B12 I1), BapmnaHT ncnonHeHmsa 100 TecToB, B cocTaBe™

2. PeareHTbl B KacceTe A5 npeaBapuTeibHON 06paboTKM 415 KOIMYECTBEHHOIO onpejeneHns sButammHa B12 11 -1 wr.
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/

MakeT MapKHPOBKH Ha PyCCKOM fi3bIKe

s BapuanTa HenoaHenns 100 Tecros

HMMYHOXEMH/TIOMHHECLIEHTHLIM METOXOM B CBHIBOPOTKE H [MJa3Me KPOBH UeI0BEKA Ha
AHAJIM3ATOPAX M MOAYJAX HMMYHOXHMMHYeckHXx cobas e (Elecsys Vitamin B12 11 cobas e
analyzers/B12 1), BapuanT ucnoanenns 100 Tecros, B cocTase:

ga HaGop peareHToB ann KOJIHYeCTBEHHOTO onpeneeHHs BHTAMHHA BI12

1. PearenTs! B KacceTe 1JIfl KOIHYECTBEHHOTO onpeaeneHns BuTamuna B12 11 - 1 wr.

2. PearenTtnl B KacceTe A1 NpeABApHTENbHOH 00paboTKH ANA  KOJIH4ECTBEHHOrO
onpeaesnerun Buramuna B12 11 - 1 wr.

3. HHcTpyKuHs N0 NpHMEHEHHIO

Perncrpaunonnoe yaocrosepetine Ne P3H 2017/6329 ot

CpoOK rOAHOCTH CM. Ha YNaKOBKe

TemnepaTtypa XpaHeHHA CM. Ha yNaKoBKe

Homep nota cM. Ha ynakoske

Autntena k BUU 1, 2 u Bupycy renatuta C n HBsAg orcyrcrsyior

TMponssoautens: «Roche Diagnostics GmbH» ("Pomn JAnarnoctuxe 'm6X"), Sandhofer Strasse 116, 68305
Mannheim, Germany, Fepmauns .

H3aenune npeaHasHAYEHO TOJIbKO AN AHATHOCTHKH in vitro

YNo/IHOMOYEHHLIN NpeacTaBHTeNb NPOH3BOAWTENR Ha Tepputopun P®: Obuectso ¢ orpaHHueHHOH
orsetcTBeHHOCTbIO «Pow [luartoctuka Pyc» (OO0 «Pow [uarvoctuka Pycn), 107031, Mocksa, TpyGHas nnowans,
1.2 Ten: +7 495 229-69-99, daxc: +7 495 229-62-64. E-mail: moscow.reception2_dia@roche.com

Kar. nomep 07212771190

Ha maker MApKHPOBKH HAa PYCCKOM fA3bIKE JONMOJIHHTEIbHO HAHECCHBI CHMBO/JIbI:

& Buonoruueckuit puck
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a0BpP peareHToB 4151 KOJIMYECTBEHHOIO OMpefesieHns BUTaMmHa B12 nMMyHOXeMUIIOMWHECLEHTHBIM METOOM B CbIBOPOTKE 1 Nia3Me KPOBW YesioBeKa Ha
AHannsatopax n Mogynsax UMMyHOXMUYecKux cobas eElccs™MVitamin B12 1), B BapmuaHTax UCMOHEHUSA: . n

2. Habop peareHTOB f/19 KO/IMYECTBEHHOI O OnpesesieHnst BUTaMuHa B12 nMmMyHOXeMUTFOMUHECLIEHTHBIM METOOM B CbIBOPOTKE U M/1a3me KPoBY YesioBeKa \
Ha MogynsaxX MMMYHOXMMMYECKMX cobas e (Elecsys Vitamin B12 11 cobas e analyzers/ B12 2), BapyaHT ucnonHeHnsi 300 TecToB, B COCTaBE:
]I.  PeareHTbl B KacceTe A/11 KOMIMUYeCTBEHHOMO ONpefesieHns BUTaMmmHa B12 2-1 . n

.fj2.  PeareHTbl B KacceTe Ansi NpeaB” MTeNbHON 06paboTK!IN KONMYeCTBEHHOMO OMNpeae/ieHNs BUTaMmmHa B12 2 - 1 wi.
VHCTpYKLMA MO NPUMEHEHWIO

ExXecsvsVrtam»" © 2"

07028nrnA90 300

oobas
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2. Habop peareHTOB A1 KO/IMYECTBEHHOr0 onpejeneHUs BUTaMmmHa B12 MMMYHOXeMUTIOMUHECLEHTHBIM METOLOM B CbIBOPOTKE U
njasme KpoBW 4YesioBeKa Ha MO;MAX MMMYyHoxumudeckunx cobas e (Eiecsys Vitamin B12 11 cobas e analyzers/ B12 2), BapuaHT

ncrnonHeHns 300 TecToB; T™

lleesys Vitamin B12 i

co bas e analyzers H290,H301,H314.H317.
H412,P261.P280.

P301+P310+P330
P303+P361+P353
P304-117340+P310

[LU' ] 07028121190 P305fP351+P33»fP31

ICONTEHT]
PT1 7.3mL

COBAS, NAVIFY and ELECSYS
are trademarks of Roche. PT2 6.3mL
R1 18.8mL

AlJ Roche Diagnostics GmbH R2  15.8 mL
™ Sandhofer Str. 116

D-68305 Mannheim M 124 mL
Distribution in USA by:
Roche Diagnostics, IVD C C 0123
Indianapolis. IN S ot
Made in Germany (B Q T ] navityportai.roche

< s> cobas”
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2. Ha6op peareHToB ANAd KO/IMYHECTBEHHOIro onpegeneHnda sutTaMunHa B12 MMMYHOXEMUNTKOMUNHECUEHTHBIM METOAOM B CbiBOPOTKE H

nnasMe KpoOBM 4efsioBeKa Ha MOAy/IaxX MMMYHOXumMuyeckux cobas e (Elecsys Vitamin B 12 Il cobas”™ analyzers/ B12 2), sapuaHT
ncnonHeHuna 300 TecTteal!

B12 2

[ref] (240)07028121190

16716
(01)04015630939848

uUDlI

[1ot] (1079098901

2 2026-02-28

2024-03-21

N VAN
04 Roche
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2. Ha60p peareHToB And KoOnnM4yectBeHHOro onpeaenedHna ButTaMmmnHa B12 NMMMYHOXEMUNNIOMWHECUEHTHBIM MEeTOAOM B CbIBOPOTKE U
1 n74y\ 71, ¥¥ "

Elecsys Vitamin B12 |l

Irl 1 07028121190

For USA: IcoNTENTi

PT1 Dithiothreitol 1.028 g/L
PT2 Sodium hydroxide 40 g/L; sodium cyanide 2.205 g/L
R1 Ruthenium labeled recombinant porcine intrinsic
factor 4 pg/L; cobinamide dicyanide 15 pg/L;
human serum albumin
R2 Biotinylated vitamin B12 25 pg/L; biotin 3 pg/L
M  Streptavidin-coated microparticles 0.72 m”~mL"

For USA: Rx only 02 <Whe?

Lv-: " i
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2. Habop peareHTOB [Ans1 KOAWMYECTBEHHOIO
onpeneneHnsa BUTaMUHa B12
MUMMYHOXEMUTIOMUHECLUEHTHBIM  METOAOM B
CbIBOPOTKE M Mnjaa3Me KpPOBU 4esioBeKa Ha
MOAYAX NMMYHOXUMMNYeckunx cobas e (Elecsys
Vitamin B12 [I1 cobas e analyzers/ B12 2),
BapuaHT ucnonHeHmna 300 TecToB, B COCTaBe,;

1 PeareHTbl B KacceTe 4/19 KOJIMYECTBEHHOIO
onpegeneHna sutamuHa B12 2 -1 wr.

B12 2
07028121190

il
79098901

n
2026-02-28

01
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2. Habop peareHToB [/19 KO/IMYECTBEHHOrO onpejeneHns sutammHa B12 uMMyHOXeMUNIOMUHECLLEHTHBIM METOAOM B CbIBOPOTKE Y
niasMe KpoBM 4esioBEKA Ha MOLYNSAX UMMYyHoxumunyeckux cobas e (Elecsys Vitamin B12 H cobas e analyzers/ B12 2), BapunaHT

mcnonHeHus 300 TecToB, B COCTaBe:
1. PeareHTbl B KacceTe A1 KO/IMYECTBEHHOIO onpejefieHns sutamumHa B12 2 - 1 wr.
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2. Habop peareHTOB A/19 KONMYECTBEHHOI0 ONpejesieHNs
BUTaMUHA B12 NMMYHOXEMUIKOMUHECLEHTHbIM
MeTOZOM B CbIBOPOTKE W Mjia3Me KPOBM 4YesioBeKa Ha
MOAYNAX MMMYHOXMMuUYeckux cobas e (Elecsys Vitamin
B12 I cobas e analyzers/ B12 2), BapuaHT UCMOJ/IHEHUA
300 TecTOB, B cOCTaBe:

1, PeareHTbl B  KacceTe [N KOJIMYECTBEHHOIO
onpegeneHnsa sutammHa B12 2 -1 .
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2. Habop peareHTOB 418  KOMMYeCTBEHHOIO
onpepgeneHus BUTaMWUHa B12
UMMYHOXEMUMNOMUHECLLEHTHbBIM MeTOLOM B
CbIBOPOTKe W MnasMe KPOBW 4YesioBeKa Ha MOLY/AX
MMMYHOXumMnyeckux cobas e (Elecsys Vitamin B12 11
cobas e analyzers/ B12 2), BapuaHT ucnosnHeHns 300
TecToB, B COCTaBe:

2. PeareHTbl B KacceTe Ans npeABapuUTenbHON
06paboTKM AN KOMWYECTBEHHOrO  OMpefeneHus
BUTamMmHa B12 2 -1 wr.
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2. Habop peareHTOB A1 KO/IMYECTBEHHOI0 onpejeneHna BUTaMmHa B12 MMMYHOXeMUNIIOMUHECLLEHTHBIM MeTOLOM B CbIBOPOTKE U
njasme KpoBM 4enoBeKa Ha MOAYNAX MMMYHoxMmMuueckmx cobas e (Elecsys Vitamin B12 Il cobas e analyzers/ B12 2), BapuaHT
ncnonHeHna 300 TecToB, B COCTaBe:

2. PeareHTbl B KacceTe AN NpeaBapuTeibHOM 06paboTKM ANst KONMYECTBEHHOMO ONpeaenieHns ButaMmHa B12 2 -1 .
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2. Habop peareHTOB AN  KO/IMYECTBEHHOIO
onpegeneHnsa BUTaMUHa B12
NMMYHOXeMUTIOMUHECLEHTHBIM MEeTOA0M B
CbIBOPOTKE M Maa3Me KPOBM Ye/sloBeKa Ha MOAYNIsX
NMMYHOXUMUMYeckunx cobas e (Elecsys Vitamin B12 H
cobas e analyzers/ B12 2), BapuaHT ncnonHeHus 300
TecToB, B COCTaBe:

2, PeareHTbl B KacceTe AN npeBapuTesbHON
06paboTKN 4N KO/IMYECTBEHHOr0  OrnpejesieHns
BUTamMnHa B12 2 - 1 wi.

B122

2-e X

H290
H301
H314
H412

03
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MakeT MAPDKHPOBKH HA PYCCKOM A3HIKE

Jng sapuanta nenmoanenns 300 Tecron

MMMYHOXEMHJIIOMHHECIIEHTHLIM MCTOAOM B CLIBOPOTKE H fVIA3ME KPOBH HE/IOBEKA HA MOIY/INX
BMMYROXHMHYecKHX cobas e (Elecsys Vitamim B12 11 cobas e analyzers/ Bl12 2), papuant
scnonnenns 300 TecTos, B cocTaBe:

ga Habop PEATEHTOB ang KONHYCCTBEHHOTO onpeaesIeHHsR BHTAMHHA Bi2

1. Pearenul B KacoeTe L1H KNIHUECTBEHHONO ONpeae/ieAHs BHTaMuna B122 - 1 wir.

2. Pearesnl B waccere aau npeasapurenbiol ofpaloTkH Ame  KOAMNECTBEHHOrO
onpeaeneuna saraMana B12 2 - 1 mm.

3. Hucrpywuns no npaMeHeHHI0

Perncrpannonsoe yaocropepenne M P3H 2017/6329 ot

CpoK roIROCTH CM. HA YIAKOBKE

Temneparypa XpaHeHHA CM. Ha YNAKOBKe

Homep nota cM. Ha ynaxoBke

Anrarena k BHY 1, 2 n enpycy renamura C 1 HBsAg orcyrerayior

INipomsoaurens: «Roche Diagnostics GmbH» ("Pom JAnarwocTuxe 'm6X"), Sandhofer Strasse 116, 68305
Manoheim, Germany, Fepmanus _

Hanenne npeanasnaueHo TOILKO 418 AHATHOCTHKH in vitro -
Ynoanomouennnili NpeACTABHTENL MPON3BOANTEAN HA Tepputopun PO®: OOGmecto ¢  OrpaHHMeHHOM
OTBETCTBeHHOCTHIO «Pow Huarnoctka Pye» (000 «Pom [Juarsoctuka Pyc»), 107031, Mocksa, TpySHaa nnoinass,
A.2 Ten: +7 495 229-69-99, daxc: +7 495 229-62-64. E-mail: moscow.reception2_dia@roche.com

Kar. nomep 07028121190

Ha Maker MAaApKHpPOBKH H8 PYCCKOM AILIKC NONONHHATCIIBHO HAHCCECHB! CHAMBOIIBI.

& Buonorndecknit puck
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Mo 4OBEPEHHOCTH
o7 30.01.2023 r.

Bcero npoHymepo6aHo,

NMPOWHYPOBAHO ”

CKpenjeHo neuyatbio
JJ1 nwucta (oB)
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