doTorpaguueckme n3obpaxxkeHns
MnaTtdopma MogynbHasa «kobac nblop» 414
NpoBeAeHNA UMMYHONOTMYECKUX N (DOTOMETPUYECKUX aHaNIN30B, C MPUHALIEXXHOCTAMM
(cobas ® pure integrated solutions)

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUF 1 PETHCTPALIMH METMLIMHCKUX U3REMM



Inargopma MonynbHas «kobac NbOp» WK NpoBeAeHUA HMMYHONOMHUECKHX H (POTOMETPHYECKHX aHANTH30B, C
npHHaLIeXKHOCTAMM (cobas ® pure integrated solutions), B cocrase:
1. Moayns 3arpy3xw/Buirpy3ku o6pa3uos (sample supply unit), B cocrase

1. Moayan 3arpy3ku/Buirpysks oGpa3uos
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2. Kpebiwwka 6okoBas, nesas
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3. KpbillKa 60K0Basi, Npasast
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4. MoHMTOp CeHCOpHbIii: mogenb «EIZO DuraVision FDF2121WT Touch Panel Monitor», nsrotosutens «EIZO
Inc.»
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5. CucTeMHbIN 610K: Mogens «<HP EngageFlex Pro», usrotosutens «HP Development Company, L.P.»
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6. LLInna c kalenaMy 11s NOAKTONEHHA CHCTEMHOTO GIIOKA H MOHHTOPA CEHCOPHOrO B chope

|
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7. Kponutrreltn s xpenneHus MOHMTOpa
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8. KoMmieKT CONPOBOAKTENHHLIX MATEPHANIOB A4 NIATHOPME MOAYILHON, B COCTABE:
8.1. ek DVD ans soccranoanerns OC (onepauronnoll cueTeMsr),

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




8.2, uck DVD ¢ apaitsepamu 1 Hactpofixu
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8.3. Ycnopua MHUSHIHOHROMO COTNALIEHHA It NPOrPpaMMBONe odecnevueting
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9. Kpbizixa HIKESA
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10. Hucx DVD co 3HaveHUSMH HACTPOSK
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11. Kabenb NUTaHns 3N1eKTPUYECKII
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1. Mozayns c303 ana GoTOMETPBIECKOrO H NOTCHLUKHOMETPHYECKONO HecenoRaHuUS oOpasuos (cobas ¢ 303
analytical unit), B cocrase:
1. Mogyas €303 Ana $OTOMETPHISCKOTO H NOTEHUHOMETPUMECKOTO HecneaoBaHus oBpasuos B chope
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2. Kpriliixa HIDEHAS
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3. Jlauna ranorenonas 8 cBope ¢ Moaynem ¢303
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5. TpyGxa L
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6. OTBOA ;(heHaXHbIli YrNoBoW T2

*«

B R HVA -
w 0T T -X -

. WC-
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7. INasens cnusa ISE
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8. 30HA A4NS [103VPOBaHMS peareHTa B cbope
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9. 3oHp 419 f03MpOoBaHMA 0bpasLia B coope

/m
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10. Ipoxanwsarens kpuek peareHTon & cGope
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11. [laTunK ypOBHSA XXUAKOCTU
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__ 12, Pesepsyap ann cSopa orpaborantoit BOIm
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13. Ha6op Ans HCTaNASLWM U TEXHNYECKOTO 06CY>KMBAHUS:

13.1 PeareHTbl B KacceTe 1 onpefeneHus TOYHOCTU U MPeLu3noHHOCTH Ha cucTemax Roche/Hitachi cobas ¢, (INSTC
Instrument Check cobas ¢ systems/INSTC) (npv Heo6xo41MOoCTH)
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13.2 PeareHTbl BO (hlakOHe A/1 onpefeneHns TOYHOCTU U NpeLm3noHHOCTH Ha cucTemax Roche/Hitachi cobas c,
(Check Solution Sample ) (npuHeob6XxogUMOCTK)

Solution M4

. \%
W n~r571 44322 )

ANMN2 S moL
563091
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13.3 PacTBOp 415 OLEHKMN 3PHEKTUBHOCTM MPOMbIBKV UM METOLOM M3MEPEHMSt ONTUYECKOI MAOTHOCTM XUAKOCTY
B KIOBETE [/ peareHToB B cuctemax cobas ¢, (CONA / Carry-over Needle Assessment cobas ¢ systems) (npu
HeobXxoaMMOoCTH)

i\
nm
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13.4 PeakMOHHaA KOBETa, 24 LUT B YNaKOBKe

s jtp - ;

4Aiir -

«'YymVr 5;:aSi!
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13.5 KoMnieKT MHOropasoBbIX peakLMOoHHbIX KoBeT Ans Cobas 303, 24 WT. B ynakoBke (Npu He06XoanumMocTn)
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13.6 SnekTpog Na, (npy HeobxoaMMOCTH)

I\b. Electrode

L0441
2021-10-26

2 2021-12-25

gj 2020-10-26
08430215011546
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13.7 9nektpog K, (npn HeobxoanmocTu)
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13.8 3nekTpog Cl, (npn Heobxo[MMOCTK)
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13.9 3nekTpog REF, (npn HeobxoanumocTw)
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I1l. Mogynb e402 gns MMMYHOOMMYECKOro uccnefosaHns obpasios (cobas e 402 analytical unit), B cocTase:
1 Mogynb €402 f1s9 UMMYHO/IOTMYECKOr0 UccneoBaHus 06pasLos, B coope
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NS 2. MaHenb MOAYNS LOKOMbHast
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3. Memanka, s cocraee:
3.1. Memanxa,
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3.2. BuHT,

w44
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4. WNrna 3abopa peareHTa, B COCTaBe:
4.1. Wrna 3abopa peareHta
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4.2, Tipoknaaka M,
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5. Urna 3a6opa ofpasus, b COCTaBe:
5.1. Hirna 3abopa ofpasua

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



5.2. MNpoknagka
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6. MUria CTAHUMY CenapauuHn
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7. rna cunnepa
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8. MoacTanxa noa GYTRIAKK
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9. Tpy6xa T2
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10. Tpybra N
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11. Kpuitika sukyGaropa
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12. Yawka-pesepByap

] . *ndy N

V»,: V
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13. Yalka-pe3epByap AOMOMHNUTENbHASA, 8 WT. B ynakoBke (Npy He06X0ANMOCTK)

.IT<TAVE 7~
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14. Yanixa ang NPOMHIBKH
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15. [lononHMTeNbHas YalliKa A5 NPOMbIBKU, 2 LUT. B YNaKoBKe

tar

A«- N

jiL
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16. BosT mecTATpaHubiil, 3 T B ynaxoBke
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17. Waii6a nonnpoBaHHas icpyrnias, 3 LWT. B yNaKoBKe
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18. LLaiba npmxumHas (rposep), 3 LWIT. B yNakoBKe
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19. IaTMHK YPODHA IKHAKHX KOHLCHTPHPOBAHHBIX OTXOAOB
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20. Pesepayap mwia KHAXAX KOHICHTPHPOBAHHKIX OTXOA0B
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21. Habop mns HHCTALISUHA H TEXHHIECKOr0 00CTYKUBAHHA!
21.1 Kaccera ¢ pearcHTOM MIN TEXHHIECKOH wposepksr monyin cobas e (SAP Gen2 Elecsys E2G), (npu
HeolX0ANMOCTH)
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21.2 PeareHT ans nposefeHns oHoBol npobbl (BlankCeil High Elecsys E2G), (npy Heo6XoAMMOCTH)

BlankCeil High

H315, H319
cobas e analyzers P28 P302P352
P332+P313.P337+P313,
P362HP4
W ] 07373066190
COMTENTi

RT_ 2x21 mi

COBAS and COBASE 2x21 ml
are trademarks ol Roche. N 2x21 mL
N

Roche Diagnostics GmbH
mm Sandhofer Str 116

1>6830S Mmheim y

Distribution in USA by; N 2-8X
Roche Diagnostics, *

Made MGermany 001 mnn N

cobas'
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21.3 PeareHT g1 NnpoBepkn nameputenbHoit sueirikn (CellCheck Gen2 Elecsys E2G), (npu Heo6xoaMmocTu)

- TE* Traer—crtu n"

cobas e analyzers "*«!p*ensr.

L 07372*0190

Al ?<2Int
2x2Im(
In  rx21”
< *k .
oo™ U mC
I Mmpn.* _
<g>
cobas
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21.4 HaGop pearentos Ans 3a1ycka 1 MPOBEPKH XAPAKTEPHCTHK MOIYAS NpH TexXHHueckoM obcryxnsauns (HBQ
Sample Set Elecsys, cobas ¢), (npn neobxoaumoctn)
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21.6 KomnnekT npobupok aHanMTUYeCcKnx, HAaKOHEYHNKOB OHOPa30BbIX Y KOHTEHEPOB AN5 TBEPAbIX OTXOA0B, B
c6ope, (Npn HeO6XO4MMOCTK), B COCTaBE:
21.6.1 Mpobupka aHannTyeckas, 3780 L.

/"Wy - ;v >e

°F
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21.6.2 HakoHe4yHMK 0HOPa30BbIi, 3780 LWT.
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TW:



21.6.3 Kownreifnep mm Teepanx 0TX0R0B
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21.6.4 LlitaTnB nna npoGHPOK H HAKOHEHHHKOB

VL AT

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




IVV. PyKOBOZCTBO MO 3Kcnyatalmu

"Roch”

cobas* pure integrated solutions

<e402 1SSU Ic303>
PykoBoACTBO nosib3oBaTens

Bepcua nybénukauum 1.0
Bepcua MO 01-01
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TNpunannexuocra:
1. Konrefinep ans THepamix 0TXOR0B 3aNACROH, 3 WIT. B ynakosxe
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2. BOXC A1 XpaHEHHA KOHTEHHEPOB LA AHATHTHYECKHX NPOGHPOK H OAHOPABOBLIX HAKOHETHHKOB
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3. Asanrep ans npoMuiBk (Liquid Flow Cleaning Cup/ LFC CUP ASSY)
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4. Anatrep nna npomsiska (PreWash Liquid Flow Cleaning Cup/ PW LFC Cup ASSY)
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Tpancnoprras ynakoska
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«ILiai®opiu  MOg>/binA  «KOBAC  ObtOp» [ MPOSUEHUS  AHUYMAOTHYMNK W
(DOKMITPUHECKOM AHUMIO», C APAMAKXKAOCTAMM (Cobise psam ialrtnlcd tolabon>»

PrrmcTpaLpoMHoc yL0aoKpeunsT M oT

CepuifHbIA 1ObICP CU. HI yiKosixe
I"pon»Qine.n: «Roclw Ditfiostks Clublb (“Pow Asintocnike Mb16X"), Stwikofer Strmc 116,

68305 M|sallw, Cerwwaqy
H| 4 (n1( npenZAi0Heno TonbICo 415 AMMIOCTLLKS 19 Viut>
YTIMA)UY«IHbIL B p ttC T*iiiT».u BPOBLOAT Te.« M « MHTPBB P®D: OBLLECTBOC OBHHUEKHOIA

oTBerenenHocTno «Pow Au»n«cn«s Pyc (OO0 «Pow, [ ««cTHa PycW W 1. Nteci.
TpHU atommmn *2 Ta: 7 495 22W9-99. k. +7 495 22M2". EHBL

rooscowiccq)tooo_<li*focbt
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POXQIS VXED B3



Bcero npoHymepoBaHo,

NPOLWHYPOBAHO "

cKpenseHo nevatblo
nucta (oB)

MO posepeHHOCTH
ot 11.02.2022 1.
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