POTOIPA®HYECKHE H3OBPAXKEHHA

HaGop pearesmos jns KoaR4ecTBEHHOTO onpeAe/iennsd ofimero SHAHPYGRHA METOAOM CHIEKTPOPOTOMETPHICCKONO
AHAJIH3A B CHIBOPOTKE B ILIa3Me KPOBH HA RHAAN3ATOPAX H Moayasx Snoxumuueckux Roche/Hitachi cobasc i
COBAS INTEGRA (BILY3/Bilirubia Total Gen.3), B BapBanTAX HCIIOHEHHS

npou3soacTea Roche Diagnostics GmbH, Sandhofer Strasse 116, 68305 Mannheim, Germany

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHI



BapuaHT!. PeareHTbl BO hnakoHax (BILTS/Bilirubin Total Gen.3 cobas ¢ 111), 4x100 TecTtoB
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BapunaHT!. PeareHTbl Bo thniakoHax (BtLTS/Bilirubin Total Gen.3 cobas c 111), 4x100 Tectos!

ForUSA: E o B a

R1 Phosphate 50 mmolA™pH 1.0
SR 3,54fchk>ropheriyldte»)rmjinsaH”*135mmol/L

X Store in Box. Protect from light.
Rxonly
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BapuaHT!, PeareHTbl Bo pnakoHax (BILT3/Bilirubin Total Gen.3 cobas ¢ 111), 4x100 TecTOB
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BapwnaHT 1, PeareHTbl BO hnakoHax (BILTB/Bilirubin Total Gen.3 cobas ¢ 111), 4x100
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fepuant 1. Pearentsi 80 pnaxonax (BILT3/8llirubin Total Gen.3 cobas ¢ 111), 4x100 recros
MaxeT MapKHpOBKW Ha PYCCHOM ASbike

HabGop peareHToB ANM KOAH4YECTBEHHOro onpeaeieHns obmero 6manpyGHHa metoaom
CNeKTPOoPOTOMETPHHECKOr0o AHAJIH3A B CLIBOPOTKE H N1a3Me KPOBH Ha aHAIH3aTOpax H
moayanx Guoxumuuecknx Roche/Hitachi cobas ¢ 1 COBAS INTEGRA (BILT3/Bilirubin
Total Gen.3), B BApHAHTAX HCNOJIHEHHS:

Bapuaut 1. Pearentot Bo ¢aakonax (BILT3/Bilirubin Total Gen.3 cobas ¢ 111), 4x100
TeCcTOB, B COCTaBe:

1. Pearent R1, dpnaxon o6vemom 14 ma, 4 wir.

2. Pearent SR, ¢paaxon o6bemom 4 mia1, 4 wiT.

3. UucTpyKuHS NO NPHMEHEHHIO.

Perncrpaunonnoe yaocrosepenne Ne P3H 2016/4831 ot

CpoK roAHOCTH CM. Ha YNaKOBKE

TeMnepaTypa XpaHeHHA CM. Ha YNaKOBKe

Howmep nora cm. Ha ynakoBke

Iponssoantens: «Roche Diagnostics GmbH» ("Pow Auarnocruxe 'm6X"), Sandhofer
Strasse 116, 68305 Mannheim, Germany, 'epManus

Hinenne npeaHa3HaueHo TONBKO /LIS IHATHOCTHKH in vitro

YnonsomModeHHblii NpeACTABHTENL NPOH3BOAHTENN Ha Tepputopuu P®: Obwectso ¢
orpaHHW4eHHo# OTBETCTBEHHOCTLIO «Pow lnarHocTika Pycy (OO0 «Pow InarHoctuka Pyc»),
107031, Mockea, Tpy6Has riowmans, a.2 Ten: +7 495 229-69-99, dakc: +7 495 229-62-64. E-
mail: moscow.reception_dia@roche.com

Kar. Homep 05795648190
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[BapuaHT!. PeareHTbl BO hniakoHax (BMT3/BLUrubln Total Gen.3 cobas ¢ 111), 4x100 Tecro!

[MakeT MapKNpoBKM Ha PYCCKOM Si3blIKe!
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IHT 2. PeareHTbl B KacceTe (BILT3/Bilirubin Total Gen.3 COBAS INTEGRA / cobas ¢ systemsb 250 TecTto!

-1% .-
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BapunaHT 2. PeareHTbl B kacceTe (BILT3/Bilirubin Total Gen.3 COBAS INTEGRA / cobas ¢ systems), 250
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- BapmaHT 2. PeareHTbl B KacceTe (BILT3/Bilirubin Total Gen.3 COBAS INTEGRA / cobas ¢ systems), 250 Tectep
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BapuaHT 2. PeareHTbl B KacceTe (BILT3/Bilirubin Total Gen.3 COBAS INTEGRA / cobas c systems), 250 TectoB

MakeT MapKUpPOBKWN Ha PYCCKOM si3blKe

Habop peareHTOB 47151 KOSIMYECTBEHHOIO onpeaesieHns 06Lwero 6unnpyomHa %ecToaom

CNEKTPOPOTOMETPUYECKOI0 aHa/IM3a B CbIBOPOTKE M M/1a3Me KPOBU Ha aHanm3aTopax U Mon>ssx

ornoxmmmnyecknx Roche/Hftachl cobasi ¢ H COBAS INTEGRA (BILT3/Bibrubin Total Gcn3V B BapuaHTax
256 TecToB

NCMONMHEHUS;
BapuaHT 2. PeareHTbl B KacceTe (LUbT3/BXXrublin Total Getu3 COBAS INTEGRA cobas ¢
PerncrpiUHOHHoe ygoctoBepeHne Ne P3H 2016/4631 ot 11.05.2022

Cpok rogHoctn CM Ha ynakoBke
TemnepaTypa XpaHeHMsA CM Ha YnakoBKe

Homep noTa cM Ha ynakoBKe
MpoussoguTenb;~<Kocbe Diagnostics GmbH» (*'Pow AnarHoctuke <ubX 'b Sandhofer StravM; 116. D 68305

Mannheim, Germany, M'epmaHus
M3genve npegHasHa4yeHo TOMIbKO ANs AnarHoCTUKK Invitro
YNONHOMOYEHHbIN NpeAcTaBMTe/lb MPON3BOAUTENSA Ha TeppuTopumn Pd:0€c:~c':ir* :

OTBETCTBEHHOCTLHO «PoLu inarHocTrka PycV (OOO* Pow AyarHoctuka Py @
0.2 Ten *7495 229-69-99, dakc +7 495 229-62-64 E-mail Tc5C™ n1recep:;'n d:i -he

JanSMep05'795397190
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BapuaHT 2. PeareHTbl B KacceTe (BILT3/Bitirubin Total Gen.3 COBAS INTEGRA / cobas c systems), 250 TectoB

MakeT MapKVUPOBKM Ha PYCCKOM Si3blKe

Habop peareHTOB AN18 KOMMYECTBEHHOrO onpegeneHns obuwero 6unmpybrHa MeTOAOM
CNeKTPOPOTOMETPUYECKOrO aHanM3a B CbIBOPOTKE WM Mia3mMe KPOBM Ha aHanm3aTopax M
mMogynsax 6uoxummyecknx Roche/Hitachi cobas ¢ 1 COBAS INTEGRA (B1LT3/Bilirubin
Total Gen.3), B BapMaHTax UCMONHEHUSA:

BapuaHT 2. PeareHTbl B KacceTe (BILT3/Bilirubin Total Gen.3 COBAS INTEGRA / cobas ¢
systems), 250 TecToB

PeructpauunoHHoe ygoctosepeHue Ne P3H 2016/4831 ot

CpOK rofiHOCTU CM. Ha YMNakoBKe

Temnepatypa XpaHeHUs CM. Ha ynakKoBKe

Homep nota cMm. Ha yrnakoBke

Mpoussoantens: «Roche Diagnostics GmbH» (”Pow AwnarHocTuke Mm6X"), Sandhofer
Strasse 116, D 68305 Mannheim, Germany, 'epmaHusa

W3penve npegHasHa4yeHo TONbKO ANS AMArHOCTMKM in vitro

YNONHOMOYEHHbIV NpeAcTaBuTeNb NPOM3BOAMTENS Ha Tepputopum PP: O6LWwecTBo ¢
OrpaHNYeHHON OTBETCTBEHHOCTbIO «Poll [uarHocTuka Pyc» (OOO «Pow [uarHoctunka Pycy),
107031, Mockga, Tpy6Has nnowagp, 4.2 Ten: +7 495 229-69-99, dakc: +7 495 229-62-64. E-mail:
moscow.reception_dia@roche.com

Kat. Homep 05795397190
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BapuaHT 3. PeareHTbl B kacceTe (BILT3/Bilirubin Total Gen.3 cobas ¢ systems), 600 TecTtoB
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BapuaHT 3. PeareHTbl B KacceTe (BILT3/Bilirubin Total Gen.3 cobas c systems), 600 TecToB
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BapuaHT 3. PeareHTbl B KacceTe (BILT3/Bilirubin Total Gen.3 cobas ¢ systems), 600 TecToB

MakeT MapKUPOBKN Ha PYCCKOM si3blKe

Habop peareHTOB AN1S KOAMYECTBEHHOro onpegeneHuns obuiero 6uanpybuHa MeTOLOM
CNeKTPo(hoTOMETPUYECKOrO aHann3a B CbIBOPOTKE W Mnasme KPOBW Ha aHanm3atopax u
mMoLynax éuoxmmuyeckmx Roche/Hitachi cobas ¢ 1 COBAS INTEGRA (BILT3/Bilirubin
Total Gen.3), B BapnaHTax UCMONHEHMSA:

BapwuaHT 3. PeareHTsbl B kaccete (BILT3/Bilirubin Total Gen.3 cobas c systems), 600 TecToB

PeructpauunoHHoe ygoctosepeHue Ne P3H 2016/4831 ot
CpoK rofHoCT/ CM. Ha YMnakoBKe.

Temnepatypa XpaHeHWs CM. Ha yNnaKkoBKe

Homep nota cMm. Ha ynakoBke

Mpoussoantens: «Roche Diagnostics GmbH» ("Pow [AwunarHoctuke Mm6X"), Sandhofer
Strasse 116, 68305 Mannheim, Germany, FepmaHus

W3genve npegHasHavyeHo TONbKO AN ANArHOCTUKY in vitro

YNOMHOMOYEHHbIA NpeAcTaBUTeb NPOM3BOAMTENA Ha Tepputopum P®: O6LWECTBO ¢
OrpaHMYeHHOI OTBETCTBEHHOCTHIO «Poww AuarHoctnka Pyc» (OO0 «Pow [umarHoctuka Pyc»),
107031, Mocksa, Tpy6bHas nnowagb, 4.2 Ten: +7 495 229-69-99, thakc: +7 495 229-62-64. E-
mail: moscow.reception_dia@roche.corn

Kart. Homep 05795419190
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/ A x . HT4.PeareHTbl B Kaccete (BILT3/Bilirubin Total Gen.3 cobas ¢ systems), 1050 TecToB
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|puaHT4. PeareHTbl B KacceTe {BILT3/Bilirubin Total Gen.3 cobas ¢ systems), 1050 TecToB!
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H*ir p» r«TH xn KWiwecwHHor# npcrienenw* ebiuero Skmpy6ion TT T
CTKTPQr WUTP«Y0E»T0 »TLLUT I CbIMPELL U nmMKe KpoBH HTIHLIMTop«m T3 T
WTX) «ytocT RochfWtlchl cobii ¢ COBAS INTEGRA (BAT3/BLLLLblA TeUi Cend), i npuH 1

4 fnmru s KKtrre (BUTLU rubln Total GenJ cobii ¢ 1050 Tectos

bTwToT T yXT0BepeHHe Nt P3H 2016/4831 ot 11051022
>:1 "T[HOCTeLL BYrastor
e« TYpOPHEL CM HY ML W

HOKCfTr kK Mynuwue
Mpmom»rede *<RodVIDiipoitks GnNe» Mol AuarHoanke MHOX"), Sandoofer Straw 116, D 61305

MieabelB. Ccnusy, epmanHa

KXW MpemaLLayeHo 1oL HIn ZuarHocTuki Invitro

>MAHOWUYeTbIA npexTaimtu npotomaTens Ha Tepputopv P®:06!780 ¢ OparuinenHo!
11->TThCHOMbIC *Pow it Pyer (000 «Poww AuarkocTw Icv), 107031, Mocna. Tpy6w nnogan,
1" w¥49.225%59-99.de 47495229-62-64. E-mail moscowreception di4@rochecom
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BapuaHT 4. PeareHTbl B KacceTe (BILT3/Bilirubin Total Gen.3 cobas ¢ systems), 1050 TectoB
MaKeT MapKMPOBKM Ha PYCCKOM SI3blKe

Habop peareHToB A9 KO/MYECTBEHHOrO onpegeneHna obwero 6unupybuHa MeToLOM
CNEKTPOPOTOMETPUYECKOrO aHann3a B CbIBOPOTKE W Mna3Me KpOBM Ha aHanmsaTopax u
mofynax 6uoxmmunyeckmx Roche/Hitachi cobas ¢ 1 COBAS INTEGRA (B1LT3/Biiirubin
Total Gen.3), B BapMaHTax UCMONHEHUS:

BapuaHT 4. PeareHTbl B KacceTe (BILT3/Bilirubin Total Gen.3 cobas c systems), 1050 TecToB

PerncrtpauunoHHoe ygoctosepeHune Ne P3H 2016/4831 ot
CpOK roHOCTM CM. Ha YNaKoBKe.

TemnepaTypa XpaHeHNs CM. Ha yNakoBKe

Homep fi0Ta CM. Ha ynakoBke

Mpoussoautens: «Roche Diagnostics GmbH» ("Pow [uarHocTuke m6X"), Sandhofer
Strasse 116, 68305 Mannheim, Germany, NepmaHus

W3genve npegHasHa4yeHo TONbKO A5 ANAarHOCTUKY in Vitro

YNONHOMOYEHHbI MNpPeACcTaBUTeNb MPOU3BOAUTENA Ha TeppuTtopum P®: O6LecTBO ¢
OrpaHWYeHHOI OTBETCTBEHHOCTbIO «Poww AunarHocTuka Pyc» (OO0 «Pow [JuarHocTuka Pyc»),
107031, Mocksa, TpybHas nnowafs, 4.2 Ten: +7 495 229-69-99, cakc: +7 495 229-62-64. E-
mail: rnoscow.reception_dia@roche.com

Kart. Homep 08056960190
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Bcero npoHymepoBaHo,

NPOLLHYPOBaHO U

CKpenfeHo neyarbio
ANNnncTa (oB)

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



