doTorpauryeckme n3obpakeHns

MpoMbIBOYHbIE PaCTBOPbLI AN aHanM3aToOpPoOB U Moaynei 6uoxummnyecknx Roche/Hitachi cobas c,
B Pa3NINUHbIX BapuaHTax UCNONHEHMNSA
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BapuaHT 1 (obwunii Bug):
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BapuaHT 1.
1. Sample Cleaner 1cobas ¢ systems, (hnakoH o6bemom 20 M, 12 wT
2. NHCTpyKLMA N0 NPUMEHEHUIO

MapKnpoBKa KapTOHHOW YNaKoBKWU (NMLieBas CTOPOHA)

Sample Cleaner 1

cobas c systems
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MapKunpoBKa KapTOHHOI YNaKoBKKN (60KOBasi CTOPOHA)

Sample Cleaner 1
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MapK1poBKa KapTOHHOI ynakoBKu (060poTHast CTOPOHA)
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BapuaHT 1
1. Sample Cleaner 1cobas ¢ systems, (onakoH o6bemom 20 mn, 12 wt
2. VIHCTpYKUUA NO NPUMEHEHUIO

MapKnpoBKa 6yTbineit

SmpCinl
3

LLI VEEC 1

(ORHRRED

By

© <S>

MakeT MapKMpPOBKM Ha PYCCKOM S13blKe

MpoMbIBOYHbIE PpacTBOPbLI 471 aHanM3aTopoB M Moaynein 6uoxmmmnyecknx Roche/Hitachi cobas c,
B pasNMYHbIX BapmaHTax UCNOMHEHNUS:
BapuaHT 1

1. Sample Cleaner 1cobas ¢ systems, (hnakoH o6bemom 20 ms, 12 wrT.

2. IHCTpYyKUMA No NpUMEHeHUto

PerucrtpaumoHHoe ygoctosepeHue No P3H 2016/4324 ot
CpOK rofiHOCTW CM. Ha yNakoBKe

TemnepaTypa XpaHeHUs CM. Ha ynakoBKe

Homep noTa cMm. Ha yrnakoBke

Mpounssogutens: «Roche Diagnostics GmbH» ("Pow AwnarHoctuke M'm6X"™), Sandhofer Strasse
116,68305 Mannheim, Germany, NepmaHua

WN3pgenve npegHasHavyeHo TONbKO AN18 AUArHOCTUKMY in vitro

YNONHOMOYEHHbIW MpefcTaBUTeNlb MPOM3BOAUTENS Ha Tepputopun Pd: O6wectso ¢
OrpaHUYeHHOW 0TBETCTBEHHOCTLIO «Pow AunarHoctuka Pyc» (OO0 «Pow AuarHocTuka Pyc»), 107031,
Mocksa, TpybHas niowaab, 5.2 Ten: +7 495 229-69-99, akc: +7 495 229-62-64.

E-maii: moscow.reception2 dia@roche.com

Kat. Homep 05352991190
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BapuaHT 2:

1 Sample Cleaner 2 cobas ¢ systems, gpnakoH o6bemom 20 mn, 12 wr.

2. VHCTPYKLUMNA NO NPUMEHEHUIO

MapKnpoBKa KapTOHHOW YNakoBKM (ML,eBas CTOPOHA)

Sample Cleaner 2

cobasc systems EUH2I0

[tO ] 05968826190 ICOWTEWTI
12x20 m1l
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i MeoiinGarffler™ o r g CetfoetooNoon >JJ§/\>+§>K+§!1_2|6EZ)3I)_6Il

MapKnpoBKa KapTOHHOM yNnakoBKK (6OKOBasi CTOPOHA)

Sample Cleaner 2
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Bapuanr 2:
1. Sample Cleaner 2 cobas ¢ systems, ¢praxon oGpemom 20 M, 12 mT.

2. HBCTpYKUHA M0 NPUMEHEHHIO

MapxHrpoBKa KapTOHHOHK ynakoBKH (00OpoTHaA CTOPOHA)

For UBA: [REF | 05000828190
(CoE) =

R Ony "

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



BapuaHT 2:
1 Sample Cleaner 2 cobas ¢ systems, gpnakoH o6bemom 20 ma, 12 wr.
2. VHCTPYKUMS N0 NPUMEHEHMNIO

MaKeT MapKUpPOBKU Ha PYCCKOM Si3blKe

MpoMbIBOYHbIE PacTBOPbI ANSi aHanM3aToOpoB U mogynein 6moxmmmnyecknx Roche/Hitachi
cobas ¢, B pa3fiMyHbIX BapuaHTax UCMNOJTHEHUS:
BapuaHT 2:

1. Sample Cleaner 2 cobas ¢ systems, hnakoH o6bvemom 20 mn, 12 wT.
2. WHCTpyKLMSA NO NPUMEHEHUIO

PeructpauunoHHoe yaoctosepeHne Ne P3H 2016/4324 ot
CpOK FoOAHOCTM CM. Ha yrnakoBKe

Temnepartypa XpaHeHWs CM. Ha yrnakoBKe

Homep noTta cM. Ha ynakoske

MpounssoanTtenb: «Roche Diagnostics GmbH» ("Pow AwuarHoctuke Mm6X”), Sandhofer
Strasse 116, 68305 Mannheim, Germany, FepmaHus

M3genve npefHasHavyeHo TOMbKO A9 AUArHOCTUKM in vitro

YNONHOMOYEHHbIA MpefCcTaBUTENb NPOU3BOAUTENS Ha Tepputopum Pd: O6WwecTBo ¢
OrpaHUYeHHON OTBETCTBEHHOCTbIO «Polw AunarHocTuka Pyc» (OOO «Pow [AuarHoctuka Pyc»),
107031, Mocksa, Tpy6Has nnowagp, 4.2 Ten: +7 495 229-69-99, akc: +7 495 229-62-64.

E-mail: moscow.reception2 dia@,roche.com

Kat. Homep 05968828190
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BapuaHT 3:
1. NAOHD Detergent 1 cobas ¢ systems, kacceTa 06bemMoM 66 M. (06LLNIA BUL)
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BapuaHT 3:
1 NAOHD Detergent 1cobas c systems, kacceTa 06bemMoM 66 m.

MapKupoBKa KacceTbl (MLieBasi U 60KOBasi CTOPOHA)

For USA ICONTEHTI Detergent 1
gglc? N ?H 1MKaL; cobas ¢ systems H290.K314.P?80.
erson P301+P330fP331.
[l 104489241190 P30J*P36UP353.
SystenvID 076871 5 P304«P340fP3t0.
| CONTENT 166 mi. P30544>351+P33e*\P310.P390
, Roche Diagnostics GmbH
~15-25°C Nyll H | Samihoier bir. 116 §
0-68305 Mannheim §
ronecom 1CE Distribution in USA by: |
COBASC and COBAS Roche Diagnostes, Indianapolis, IN g
an traM nafh*c(AottM ade In Germany
OTI 00000000 i c( Ao Made inG ®
2 2000131 ARoche’ cobas*

MapKnpoBKa KacceTbl (LITPUX-KOA)

Ser.No. 00001 m 1 NAOHD 04409241 160 n

| MapkupoBka KacceTbl (060pOTHas CTOPOHA)

NAOHD LU ] (240)04469241190  For USA: Rxonly
Q  20004)1-31
cE]  20004)1-01

1 1 For USA: Storeupr”

n EU :+80055056606 [lotl (10)00000000
USA:+1 8004282336
IcfiNI (01)04015630920822

"Roche”
10
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BapwuaHT 3:
L NAOHD Detergent 1 cobas ¢ systems, kacceTa 06beMoM 66 M.

MakeT MapKMpPOBKMN Ha PYCCKOM SI3blKe

MpoMbIBOYHbIE PacTBOPbI A4S aHANM3aTOPOB U Moaynein 6uoxmmumyecknx Roche/Hitachi cobas c,
B pa3/IMYHbIX BapMaHTax UCMOMHEHNUSA:

BapuaHT 3:
1. NAOHD Detergent | cobas ¢ systems, kacceTa 06bemom 66 mn

PernctpaumoHHoe ygoctoBepeHue Ne P3H 2016/4324 ot

CpOoK rofHOCTY CM. Ha YNakoBKe

TemnepaTtypa XpaHeHWs CM. Ha yrnakoBKke

Howmep noTa cM. Ha ynakoBke

Mpoussogmntenb: «Roche Diagnostics GmbH» ("Pow AwunarHoctuke Mm6X"), Sandhofer Strasse
116,68305 Mannheim, Germany, 'epmaHus

M3penue npefHasHavyeHo TONbKO A9 AUATHOCTUKM in Vitro

YNOMHOMOYEHHbIA NpeAcTaBUTeNb MPOM3BOAWUTENS Ha Tepputopum Pd: O6uectso ¢
OrpaH14yeHHON OTBETCTBEHHOCTbIO «Powl [marHoctuka Pyc» (OO0 «Pow AuarHoctuka Pyc»), 107031,
Mocksa, Tpy6Haa nnowagns, 4.2 Ten: +7 495 229-69-99, ¢akc: +7 495 229-62-64.

E-mail: moscow.reception2 dia@,roche.com

Kat. Homep 04489241190
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BapuaHT 4:
1. NAOHD Detergent 1 cobas ¢ systems, kacceTa 06bemom 102 mn. (06wmii BMa)
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BapuaHT 4:
1. NAOHD Detergent 1 cobas ¢ systems, kacceTa o6bemom 102 mn.

MapKupoBKa KacceTbl (nnuesas 1 60KoBas CTOPOHA)

NOHP NAOHD

FWUSA ICOHTENTI Detergent t
A- . .
gele}g,ii?H Luwon.; cobee csysins K290.H314.P280.
P301+P330*P33lI,
fW 105172128190 P303*P3ei+P3i3.
System-lIO 0868715 P30M*340710.
iCONTENTMOZm I P30W»351+P337P310,P390
R o (» Diagnostics GmbH c*
ALN25%C Q\ d Sandhoief/r. 116 §-
. . D-66305 Mannheim |
i|<kaloe-rocriecon C€ L
Distribution in USA by: |
OOBAS Cane COBAS Roche Diagnosbcs. tndianapoiis. iN g
L \ 00000000 aravaM oiattad Rocha. Made in Germany 07
g 2000/)1-31 cobas*

MapKupoBka KacceTbl (LITPUX-KOL)

MapkunpoBka KacceTbl (060p0oTHas CTOPOHa)

NAOHD [ma (240)05172128190 fotusa Rxoniy

[iofl (1000000000
2 200(M)1-31
20004)1-01
fubil
I_I For USA: Store upright
EU ;-~ 55056606 (01)04015630925230
USAMJ8Q04282336
~Roche”

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



BapuaHT 4;
1. NAOHD Detergent 1cobas ¢ systems, kacceTa o6bemom 102 mn.

MakeT MapKUpPOBKM Ha PyCCKOM S13blKe

MpoMbIBOYHbIE PacTBOpPLI A1 aHANM3aTOPOB 1 Moaynein buoxnmmyeckmx Roche/Hitachi cobas c,
B Pa3NMUHbIX BapMaHTax UCNOMHEHUS:
BapuaHT 4:

I. NAOHD Detergent 1 cobas c systems, kacceTa 06bemom 102 mn.

PernctpaumoHHoe ygoctoBepeHue Ne P3H 2016/4324 ot
CpOK rofHOCTM CM. Ha YNakoBKe

Temnepartypa XpaHeHUs CM. Ha ynakoBke

Homep noTa cM. Ha ynakoBke

MpoussognTtens: «Roche Diagnostics GmbH» ("Pow AwnarHoctnke Mm6X"), Sandhofer Strasse
116, 68305 Mannheim, Germany, epmaHua

M3penne npefHa3HauyeHo TONbKO ANA 4UArHOCTUKK in Vitro

YNONHOMOYEHHbIA NpeACTaBUTENb NPOU3BOAMTENs Ha Tepputopunm Pd: O6wecteo ¢
OrpaHU4YeHHON 0TBETCTBEHHOCTLIO «Pow [inarHocTuka Pyc» (OO0 «Pow AuarHoctuka Pyc»), 107031,
Mockga, Tpy6Haa nnowagps, 4.2 Ten; +7 495 229-69-99, takc; +7 495 229-62-64.

E-mail; moscow.reception2 dia@roche.com

Kat. Homep 05172128190
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BapuaHT 5:
1. NAOHD Detergent 1 cobas ¢ systems, KacceTa 06bemMom 123 mn. (06LLniA BMA)
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BapuaHT 5:

1. NAOHD Detergent 1 cobas ¢ systems, kacceTa 06beMoM 123 M.

MapKupoBka KacceTbl (n1uesas n 60koBas CTOPOHA)

NOHP  NAOHD

POfUSA ICONTENTI Detergent 1
SI:fo'rg’ii(OH Lmoll: coba$ ¢ systems H290,H3M.P280,
P301*P330fP331.
N
(708063451190 P303*P36UP353.
SysienvlO 2902001 P3044-P340fP310,

ICONTENT|123mL P30W»361+P33W»310.P390

, Roche Diagnostics GmbH 0
4715-25°C  IWdl Sandhofer~r. 116 §-
. D-68305 Mannheitn §
i]<tetogJoche.com

I ’ C€ DiSiribution in USA by: |
CO08ASC And COBAS Roche Diagnostics. Indianapolis. IN §

LOTI 00000000 «esndcfwm d Roche. Made in Germany 03
g  2000-01-31 CO) bas*

MapKknpoBKa KacceTbl (LUTPUX-KOA)

MapkunpoBka KacceTbl (060pOTHasi CTOPOHA)

NAOHD  [LU] (240)08063451190 FOIUSARXOrty

LT @oyo0000000
Q  20004)1-31

n 200(M)1-01
ft
1 1 ForUSA: Store
If EU: A5505 6606 [GTINI (01)07613336122761
1A USA:+18004282336
~Roche”

03
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BapuaHT 5:
1. NAOHD Detergent 1 cobas ¢ systems, kacceTa o6bemom 123 mn.

MakeT MapKVpPOBKM Ha PyCCKOM S13blKe

MpoMbIBOUYHbIE PacTBOPbLI A aHaNM3aTOPOB U MoAynei 6Guoxmmmnuecknx Roche/Hitachi cobas
C, B Pa3/INYHbIX BapuaHTax UCMONHEHUS:
BapuaHT 5:

1. NAOHD Detergent 1cobas c systems, kacceTa 06bemom 123 mn.

PerncTtpaynoHHoe ygoctoBepeHne XOP3H 2016/4324 ot
CpOK rofjHOCTW CM. Ha YNaKoBKe

TemnepaTypa XpaHeHWs CM. Ha YNakoBKe

Homep nota cM. Ha ynakoBke

MpounssognTtens: «Roche Diagnostics GmbH» ("Pow AuarHocTuke M'm6X”), Sandhofer Strasse
116, 68305 Mannheim, Germany, FepmaHus

WN3penue npefHasHavyeHo TOIbKO ANS AUArHOCTUKK in Vitro

YNONHOMOYEHHbI NpeAcTaBuTeNb MPOU3BOAUTENS Ha Tepputopum Pd: O6wectso ¢
OrpaHUYeHHON 0TBETCTBEHHOCTbIO «Pow AnarHoctuka Pyc» (OO0 «Pow AnarHocTtuka Pyc»), 107031,
Mocksa, TpybHasa nnowagp, 4.2 Ten: +7 495 229-69-99, ¢akc: +7 495 229-62-64.

E-mail: moscow.reception2 dia@roche.com

Kat. Homep 08063451190
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BapuaHT 6]
1. SMS Detergent 2 cobas ¢ systems, kacceta 06bemom 50 mn. (06wmii BUD)|
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BapuaHT 6:
1. SMS Detergent 2 cobas ¢ systems, kacceTa 06bemom 50 m.

MapKupoBKa KacceTbl (nnuesas 1 60koBas CTOPOHA)

SMS SMBS

For USA: | CONTENTI
B+C:H0200rranolA.

Detergents
cobas c systems H290. P234. P390

[ £] 04489225190
System-iD 0768723

iCONTENTISOmL

. Roche Diagnostics GmbH -
715-25"C  RyPI d Sandhofer wf. 116 ?
. D-68305 Mannheim |
et rocne com LCE Distribution in USA by; I
00eAS Cane COBAS Roche Diagnostics, Indianapolis. IN $

[Io" mm ar«irWtmsrks of Rocth . Made in Germany 09
*

2 2DKMIL3L cobas

MapkunpoBKa KacceTbl (LUTPUX-KOA)

Ser.No. 00001 SMS 04489225190 »

4
mMapKkunpoBkKa KacceTbl (060p0oTHaA CTOPOHA)

SMS L] (240)04489225190 Rl BARGry
g 2«KM11-31

20(KM)1-01
n For USA- Store upright
A EU:+800 55056606  fIOTI (10)00000000
USA:+1 8004282336
(01)04015630920815

Roche 08
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BapwnaHT 6:
1. SMS Detergent 2 cobas ¢ systems, kacceta 06bemom 50 M.

MakKeT MapK1pOBKM Ha pyCCKOM f3blKe

MpoMbIBOYHbIE pacTBOPbLI ANS aHanNM3aTopoB M Moaynein 6uoxmmmueckmx Roche/Hitachi cobas c, B
pa3NMyHbIX BapuaHTax UCMNOMHEHNA
BapuaHT 6:

1. SMS Detergent 2 cobas c systems, kacceTa 06bemom 50 M.

PernctpaynoHHoe ygoctoBepeHne Ne P3H 2016/4324 ot
CpOK rofHOCT/ CM. Ha YNakKoBKe

Temnepatypa XpaHeHs CM. Ha ynakoBKe

Homep noTa cMm. Ha ynakoBke

Mpoussogutens: «Roche Diagnostics GmbH» (”Pow AunarHoctuke Mm6X"™), Sandhofer Strasse 116,
68305 Mannheim, Germany, NepmaHus

W3penve npegHasHauyeHo TONbKO ANA AMATHOCTUKM in vitro

YNONHOMOYEHHbIA MpeaCcTaBUTENb MPOU3BOAUTENSA Ha TeppuTopun P®d: O6LECTBO C OFpaHUYeHHOW
OTBETCTBEHHOCTbO «Pow AuarHoctuka Pyc» (OO0 «Pow AnarHoctuka Pyc»), 107031, MockBa, Tpy6Has
nnowafb, A.2 Ten: +7 495 229-69-99, hakc: +7 495 229-62-64.

E-mail: moscow.reception2 dia@roche.com

Kat. Homep 04489225190
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BapunaHTt?: y
1. SMS Detergent 2 cobas ¢ systems, KacceTa obremom 119 mn. (061wt BUA)

5-T- u

] "I -V- \%
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BapuaHT 7:
1. SMS Detergent 2 cobas ¢ systems, kacceta o6bemom 119 m.

MapKupoBKa KacceTbl (NnUeBas  60KoBas CTOPOHA)

MapKupoBKa KacceTbl (LUTPUX-KOA)

MapKunpoBKa KacceTbl (060p0oTHasa CTOPOHA)

SM$ (240)05172136190 Foi USA: Bx oLl
fIOTI (10)00000000
2 203l
200001-01

L
Fof USA; Stor» uprtgtn

EU: 40005505 6606 FeTiifl (01)04015630925247
USA: 41 8004282336
~Roch” ®
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BapuaHT 7:
1. SMS Detergent 2 cobas ¢ systems, kacceta 06bemom 119 mn.

MakeT MapKUpPOBKM Ha PYCCKOM $3blKe

MpoMbIBOYHbIE pacTBOPbI 4NS aHaNM3aTOPOB U Mogynei 6noxnummyeckmx Roche/Hitachi cobas c,
B Pa3NINYHbIX BapuaHTax UCMONHEHUSA
BapuaHT 7:

1. SMS Detergent 2 cobas c systems, kacceTa 06bemoM 119 mn.

PeructpaunoHHoe ygoctoBepeHue Ne P3H 2016/4324 ot
CpOK rofHOCT/ CM. Ha ynakoBke

Temnepartypa XpaHeHUs CM. Ha ynaKoBKe

Homep nota cM. Ha ynakoske

Mpownssoputens: «Roche Diagnostics GmbH» ("Pow AwnarHoctuke Mm6X"), Sandhofer Strasse
116,68305 Mannheim, Germany, N'epmaHua

M3penue npefHas3HauyeHo TOIbKO AN AMATHOCTUKM in vitro

YNONHOMOYEHHbI MpeacTaBUTeNb MNPOM3BOAMTENS Ha TeppuTopum Pd: O6wectso ¢
OrpaHn4YeHHO OTBETCTBEHHOCTbLIO «PoLl [narHoctmka Pyc» (OO0 «Poww narHocTuka Pyc»), 107031,
Mocksa, Tpy6Hasa nnowagp, 4.2 Ten: +7 495 229-69-99, dhakc: +7 495 229-62-64.

E-mail: moscow.reception2 dia@roche.com

Kart. Homep 05172136190

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



BapuaHT 8:
1. SMS Detergent 2 cobas ¢ systems, kacceTa 06bemom 123 mn. (06LLMin BUA)
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MapKunpoBKa KacceTbl (nnuesas 1 60KoBas CTOPOHa)

SMS

FOfUSA ICOtfTBfTI
B«C:HCI200mmoM.

flOTI 00000000
g 20004)1-31

BapwnaHT 8:
1. SMS Detergent 2 cobas ¢ systems, kacceta 06bemom 123 m.

SMS

Detergent 2
cotes c systems

(N2108063478190
System-tD 2903001

[fcoHwTUran!
JM5-25%*C Qvg

LL| #ereet e
CoeASCmadBS
oMy iraa”™ Bt

~Rocte™

MapKmnpoBKa KacceTbl (LUTPUX-KOL)

I MapkunpoBKa KacceTbl (060pOoTHas CTOPOHa)

SMS MLLIL (240)08063478190  RxuSARiorty

FolUBASKAVAN

M

EU «0005505 0000
USA. t18(X) 4282336

L}, ] (1000000000
Q  200(M)1-31

20080101
L

FCLU1 (01)0761333612277»

B)
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BapuaHT 8:
1. SMS Detergent 2 cobas ¢ systems, kacceta 06beMom 123 M.

MakeT MapKNpOBKM Ha PYCCKOM $3bIKe

MpoMbIBOYHbIE PacTBOPbLI ANS aHaNM3aTOPOB M Mogynein 6uoxmmmyecknx Roche/Hitachi cobas c, B
pasNnUyHbIX BapuaHTax UCNOSIHEHNA
BapunaHT 8:

1. SMS Detergent 2 cobas c systems, kacceTa 06bemMoM 123 M.

PerncTtpaunoHHoe ygocToBepeHue Ne oT
CpoK rofHOCTM CM. Ha YMnakoBKe

TemnepaTypa XpaHeHWsi CM. Ha yNnakoBKe

Homep nota cMm. Ha ynakoBke

Mpounssogutens: «Roche Diagnostics GmbH» ("Pow AuarHoctuke Mm6X™), Sandhofer Strasse 116,
68305 Mannheim, Germany, epmaHuna

M3penve npefHa3HavyeHo TObKO AN AMAarHOCTUKY in Vitro

YNONHOMOYEHHbI NpeAcTaBUTelb MPOM3BOAUTENA Ha TeppuTopun P®: O6LWECTBO C OrpaHUYeHHON
OTBETCTBEHHOCTbIO «Polww AnarHoctuka Pyc» (OO0 «Pow AuarHocTuka Pyc»), 107031, MockBsa, Tpy6Has
nnowanb, A.2 Ten: +7 495 229-69-99, hakc: +7 495 229-62-64.

E-mail: moscow.reception2 dia@roche.com
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