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O HOBBIX JaHHBIX 10 G&30MacHOCTH !
MEOHIUHCKOT0 H3ACTIA

Oepepansuas ciyxk0a 10 Ham3opy B chepe 3ApaBOOXPAHEHHS B PAMKaX HCIOIHEHHS
TOCYIapCTBEHHOH (YHKUUM IO MOHUTOPHHIY O€30MACHOCTH MENMIMHCKHX H3JeNuH,
Haxonamuxcs B ofpamennu Ha Teppuropud Poccuiickoii (esmepalyy, XOBOIUT O
CBEJCHUS CIELMATNCTOR 3apaBooxpaHenysa muckMo OO0 «Pom JlarHocTHKa Pyc» o
HOBBIX JaHHEIX 110 6€30MacHOCTH MEAHLIUHCKOrO U3ACNHs «PeareHThl A aHaIM3aTOPOB
bnoxumudeckux Hitachi 902, 902 ISE, 912, 912 ISE, 917 ISE, Cobas ¢ 311, Cobas ¢ 111,
Cobas ¢ 111 ISE, Cobas Integra 400 plus, Cobas Integra 800 u miatdopM MOZYIEHEIX
MODULAR ANALYTICS, cobas 6000, cobas 8000» (perrCTpalHOHHOE YNOCTOBEPEHHE
@®C3 2012/13068 ot 19.10.2012), mpoussoacTaa «Pom Z{H&FHOCTHKb TM6X», l'epManws.

IIpunoxenue: ga 6 1. B 1 3k3.

PykoBoguTens M.A. MypamKo

P.A. Hukwruan
(499) 578-01-89
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Ana nabapatopui, HCRONBAYIOIINX aHanuaaTopK
 cohasc 11, cobas ¢ 311,
vobas e 501, cobas £ 502, cobas ¢ 701, cobas ¢ 702,
l‘.‘OBAS W#‘EGRA@ Ac}anus, COBAS INTEGRA® 800.
P-MOLYIs MODULAR ANALYTICS, D-MOAYNb MODULAR ANALYTICS.
Roche/HITACHI 902

Hava 07.062018 r.Mocxsa
WexNe LO_141/0705/2015

Ref:  SBN-RPD-2014-008

Ysepnomnenne no GesonacHocTu
KacaTenbHo uHTeplhepelun TeKapCTEEHHBIX CPEACTB B TECTAX Ha OCHOBE
peaxinn TpuHgepa

Hazsanue npopykra CREA plus (Kpeatunud rintoe), CREPZ (Kpeaturmn niioc sep. 2), LACT2 (Nlakrat rew.2.),
Lactate (Jlawrar). GLU (Takoas GOD-PAP), TRIGL (Tpurnuuepunu /TG {Tpuranuspuis
GPO-PAP), TRIGGB (Tpurnulepuast ¢ skmoteHues ceobonHore raniepona), TRIG/GB
(Tpurpuuepwabl ¢ BIUTIGHEHWEM CBOﬁOﬂHOE’G rnuuepong), CHOL
(Xenecrepnu)/CHOLQ[Xonet:’repmn reH. 23, HDL-C plus rew. 3 ((Xonectepun INBN nnioc 3
ok JHDLCS (XonecTepun JINBN ren. 3), LOL_G plus 2nd.gen. (Xosectepitk NMHN nnioce

red. 23 /LDL_C (Xonecrepus NMHM), UA2Z {Movesan kucrioTa res. 2)/UA plus (Modepas
KUGTOTE NAC) ‘

Kar, N2: CREA’ plus/CREPZ - Homepa 0o karanory
Upenwtudurarop  LACTZ/), Lactate rpurogsTea & TaGnisie 1 na
RpuGopa GLY /Glucose GOD-PAP GTPaMtUE 374

TRIGLATG

CHOL /CHOL2

HDLC3/HDL-C plys 3 gen
_LDL C/LDL-C plus 3d gen.

UA/UA plus
_ TRIGB/ TRIG GB

Homap hova Bce Womepda notos
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MioroyBasaemMbiit Honb308aTeNb,

Onmcanue cutyauyum
B komnasHuio Pow nosTynunn npetedsu s OTHOWISHIW - 3BHUMEHHbIX. pesyniTatos CREA plus Afid malMeHTos ¢
TOKCUHECKON KOBLEHTAUMENR UCTAMUHOPEH, IPOXOARWLIK Netierne N-aueTHIuCTantom (NAC).

Takme ot NONYYEHD: ApYTHe RPETCHIVK. ONMCHIEAIOLIE JaHuieHHbie pesynsTaTel Tecra CREA plus noche
BHYTpUsenHaro Beefenun MeTamuaona, Peaynetare Tecta CREA plus Obln HKe AMBAASOHA WEMEREHWA, B TO
BPEMR KaK © ucnonssosdHnem metoga CREA Jallé no Adwpe) PESYNLTATL OKAZANNCH HUEKBATHLIMU.

Ian udyenun Bo3MORAGH MHTERREPEHUMN METABHNMTOB TAKNK ARKAPCTBEHHLIX CPEACTE. KAK NUPAUSTAMON
METAMUSOA, B TOM YHCNE aHTUIAOTE aueTaMuHOdeHs HAK, notpeSosanics RONONHATEALHEE NCEPRENOBAHWE,

PeaynuTar paccnepoBanus u BasENeHHas npuurHa

Konfjpmmerpmecb{aa peaiin  ACPOKCUAR  BOAOPOMA. APOUABOAHOND heHoNs M AMUHOBHTARWDKHE, &
NpUCYTCTBAY  nepokewiassl. VICCNERosaHwa ykasmBaioT Ha T0. 'To Ha NEPOKCHOASHYHY PEakUUID BAWANT
QNpefeneHrbie NeKapCTBEHHBIE CPEANTEA, YT0 NPUBOMMT K JIOKHG SRHKEHHRIM PEBYALTATAM WaMeleHua.

B Tectax. otHoBaHHbIX Ha pearumn TpuHaepa (copaitiehHo «recTel TRRHASPER), MCTIOALBYETER KAl anUTMYRCKEN

flocne toro, wak B xope VIGCHeRoBaHME Boifa NoATREMKACHA WHTE[HPEDEHUWMAE NEKAPCTBEHNHEIX CPOOCTE W MX
metabonuToe 8 Tente CREA plus, kimnaxus NPUCTYNMAS K DANBHOALLWMM  VGCREA0BAHNAM  KPUTHUSCKKX
NAapaMerpos, OCHOBAHHBIX Ha  PEAKiMU Tpusgepa. flepokeuaagHbie YeoTsl € WOGHTUMHHEIM  MEXAHM3MOM
POD/H202, .6, CREP2, LACT2, TRIG, GLU GOD PAP i TRIG/GB Gbi nposeperst Ha wiitepgepeHymir co
CREAYIOWMMIA TIPEHapaTaMM;

1. AuetaMUHOMEH (rapaueTavon) u Merabomur N-aueTu-p-GeHaoxuHoN umuk (NAPQH

2. N-auetwnumereds {NAC)

3. Meramuzon (HOBAMUHCYRLEGH, AWTIADOH] v METABOMMTEL 4-aMUHOBHTHAKMN [4-AAP] 1 4-metunaminio-
aHTUIMpUl (4-MAP) -

CorpatHg ABRCTBYIOUIMM TRROORAHUAM VIHCTUTYTE KAMKUYECKUX U NaBopatopHbIX cTaRAAPTOR (CLSI - Clinical

" and Laboratory Standards Institite) u BHyTpeHHed CTAHAAPTHOM ONEPaUVOHHOH NPOUSAYDE  KOMITaHMIA - Pou,

WCEREQOBAKIA WHTEbEPEHLIMY APOBOANIVCH ANR 3 PASNNHEIX KOHUBHTRIELMAR nHasMbr

¢ HOpMaliaHLIA TepanesTHMecKul AMaNazoH Npenapata

¢ 1-KpaTHAn SKEOHCRHAA AOSUPOEKY HE 5 NUTPOB MAABMbBE KPOBK YEN0ReK:

*  5-KDaTHaR exeHeRNan Ao3MPOBKA HA 5 NUTPOB NARSME! KDORK YENOBEKA

B cryuae Béex NpateHsnit cBop oBpa3Ios naukeHTos OCYURCTBRANCA CPASY NOLRE UMK BO BPEMA BHYTPHUBCHHOTO
BBEAEHIN npenapatas. '

VICenenioBaHun NPOAEMOHCTPUPOBANK SHRUMMYIO MHTERGEPRHIMIo ANR BOEX KPUTUHCCKM BAMKHBIX NapamMCTpos,
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NapaueTamona

OCHUB&MHBIX Ha peakiin Tpuuaeps ¢ meTaBonmMTomM ng:pa:_.{gzramdna (auaramunogier) NAPQL ¢ awthgotom
NAC n métamuaona. S10.87MaHe Boino 0COBEHNO 3AMETHO B Chyuanx, Korga obpaséy kposw Suin

BSAT B MOMEHT SHA'MTENBHOE KOHLCHTpa

LMK FIpenapaTa ung ero MeTalonvTos & finaame.

Weenenosanna nokazanu, uro NAC, NAPQI v METaMASON OKAILIBAIOT SHAYUMOR BAWSHWE HA TECTH Tprrseps o

PeayNLTATE NeKARGTBEBHON UHTEpDEpEHLIN,
flapauetamon (aueramonoden) u metabon

nHTe haper v,

Paccnenonanma 8 oTROWEHWN 4
LDL_C v UA2 He nposoanmice.

W OHD 3aBUCUT OT YhoBHR KOHUBHTDSAUMK nipenapata 8 TARame.
uThl MeTaMMAOna A4-AAP W 4-MAP He 1orgzgnm  3HaYMMOR

PYTVX TECTOB, OCHOBAHHLIX Ha peakuuu Tpulinepa, Takux kax CHOLZ, HDLC3,
- B 8BURY TOro, W0 panrbie TECTH HE AIBAAKITCH YICTLIO NEHERN KpPUTUNECKNX

COCTORKIA, TO MPOMEIRYTOR BPEMEHN MEXTY NPHEMOM AGKAPCTBHHBIX CPBACTE, BIATUEM OBPALA KPOBM ¢ aro
NCCNEAnBaHUEM sHaumTeneH. OHaKO daHHble TeeTel GYAYT ydTens MHCTPYKUMI K HaBopY B CBA3W ¢ HAhidunem

MOTEHUMBABHOR  OMACHOGTK  WHTEP(EPEHLMM,

JAKMOHEHUE).

Bui3BEHHOW  wagHtuarsM - Mexasuasmom  PODJHZ0Z  (om.

KaranomHsle HOMEDA TECTOB, GGHOBAHHLIX HE  PEAKLMN TpuHaeps, OOHOBABHHLIC B CBASKM C  HOBLIME
OTREHIHERUAMM, ¥ THNG! BHANVSBTOPOR HEpeuMcnens 8 TaBnure 1. mnxe:

Ananuzarop
feem Tpldﬂﬂeﬁa' Roche/Hitachi cobas ¢ 311 cobas ¢ 701 COBAS
_ 802 cobas ¢ 111 ' T o ’ INTEGRAH
Haaeauve npopykra | ionu; an 501. 502 702 400 plus / 800
(Onucanine EPUMKTG} _:p/D' o
11775642216
CREA plus* 11775685216 : .
(Kpearshiug rinoc) 11875566216 HiA Ha HiR WA
_____ 11875582216 - .
CREP2 . _ , y . N
(KpeaTumisk nnkoo 86p. 2) w/n 054014707190 | 03263991180 | 05168589190 | 03263991190
LACT2 . e ' _ .
(Raxrar 2-e nokoneane) ) | 05401866100 | 03183700190 | 05171881180 | 03183700190
Ragrar o N
(Maxrar) 11822837190 | H/Q H/n H/n Hin
GLU 1]:§§;§:;§ :g HiF, H/,d H/f H/ 4
.(fnwgosa GGDuPAP} ) 1?'4_48’6‘_682 ! f?i ) o :
TRIGL / 4657594190 | 20767107322 | 05171407190 | 20767107322
(Tpuravuepuas:) Ha Y 0767 o
TG 11780711216 o T
(Tpurnuuepnas GPO- 11876023216 HiR WA WA A
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PAP) - 11876040218
11488872216
TRIGE -
gﬁ@:ﬁgﬁfxﬁ%mmm v u/n NE77771216 | 05976006190 win
rnuEpiia) .
TRIG/GE . .
(Tpurnuuepuas ¢ | 187777 2} 6 y
BIOUEHMEM CuoBonmoro | 1677780140 Ha Hia Ha WA
. } ns77798190
rAnyepynal o
11489232216
CHOL [ 1491458216 _ _
(Xonecrepud CHOD-PAP) | 11875540216 Ha KA a i
ng7Ess2e ) L
Chuolz
(Xonecrepun 2-e Wi 04718817190 03039773180 | 05168538190 030397731890
nokonewne) . N .
_ 7 04713109190
HDL-C plus 3-e 04713257190
NoKONSHYe 04713214790
(Xonecrepun MBI, Ges | 04713265190 WA WL HiR H/
npeagapuTensHoM 04713290190
ofipaborku) 04713311790
04713320190
HDLC3 a
Xonecrepui AMBN 3-e Hn 05401488190 | 04399804180 05168805190 | 04399803190
nOKOnBHMe . o . Y S D imr e
LDL-C pius 2-e 04714473180
nokonatmio N T
(Xongcrepun NINHI, Ges 05230 2;38'13.:30 a/n H/ R H/n H/n
MPGABApUTERLHON 05230446190
O8PAGOTKI) ' -
iDL & . U (S
(Xonectepun MMHN, 2-8 R/g 05401682190 | 03038866322 05171369190 03038866322
noxoneHns) ' —
UA2
(Mouesan kucnora K 04657606790 | 03183807190 | 05171857190 | DR183807190
Bep. 2} . N N R
' 11875426216 | 1 [ ‘
UA plus 1 166%1-8:!_35121 6
: ] 11929429216, )
(Movesan wucnoTta e H/n W n/n H/n
o) 11828437216
11929445216
_______ 11929453218
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HeitcTna, npeanpunumaenbie xomnanmeii Pow RuarkocTuka

B pasaen “Orpanuienig - nHTCRAEPeHUMR” MNCTPYKUME K TecTam Tpunaepa (Methot Sheets / Package Inserts)
BOGaBAAKTCR CODTBETCTBYIOUIME SA8NEHNT B CBASK C HaBMIONaeMot WHTEPdEPEHUMCH NPENAPATOR unu ero
MBTalonuToB. B TOM YHGHE G TOM, 4To COOP KIOBU 13 BEHB CEAYET BBINIOAHATE A0 BREAEHIUA METAMUONA.

Bencreun, Kotopsie 10MKHLI npeanpuHaThL nonesosarenn/oneparopsl
OueHb BaXHO NPUHATE BO BHUMARWE, YTO:

*  DeIV/ETarH Hamepenus Tectos Tpusaepa moryy Geh NOMHG FAHWREHHBIMGI NP HANWIKK 8 kKposl NAC
(N-sterimrumcTehg), NAPOQI (N-aueTVn-p-0eH30XMHON UMUH) ¥ METAMU3ONA. s
*  COOD KpoBY U3 BEHLI CRBRYET BLINOAHATSL A0 BEEASHUA MeTamuanna, COOP KPOBM U3 8eHbl CPAlY NOCAE

Wit BO BPEMA BRBACHVA METAMIAOIE MOXET NIDUBECTI K NOKHO SAHKEHHBI pesynsTaTam.

Pacnpocrpanesve wacroaieros Yasaomaenun no 6€30NaCHOCTY Ha MECTax (npn HeoGxoaKMOCTH):

HacTosles Yaenomnenue no Be30NacHOCT NPEAHasNaueHo AN Boex BAVHTEPECOBAHHBIX WL B Balel
QPranuaaiing v ARyrix opradusaimex, ROTOPBIE FIgNyYani noTeHymansio npoﬁ’nemaym NEEYKLAH0.

Noxanyicra, nepewnnte farHoe YBEOOMAGHUE ADYIM OPraHM3aLMAM/ IALAM, KOTOPEIM HeoBXOAMMO YaHATL o
NENBUKENEHHBE KUPPERTURYVIOWWY ASROTBIIK:

C ueno as_mr_té-_'jieuwﬁ_aqncpa»cr"maaocm KOPPEKTUDYIOWMX ABACTBAR, NPOCHM BAG GAENATL BOC BOBMOKHOES,
YTebE 06 aTom YeenoMAacHWH HEOBXOAUMBIX MEPaX MOTMIO y3HaThL Gonsiice KONMYECTBO JHL, KOTOPBIX 5T0
MIBKET KACATRCA,

Apunocum ceon ussuHeHns 3a npuaunekibic HeYROGCYES, HOTOPLIE MOryT BhiTh CBAZAHL! ¢ AAHHON
CUTyauuen, u nageemen 1a Bawe noummanue n nognepsky.

Bo wecnondesue nonowcHui FOCT MCO P 13485 w Tpedosarmii PocaapaBrasiaopa, Mbl obpawaenes K
SAKASNKAM 01 NONLIOBATENIAM © NPOCLBOR M6 nonYHeHUH KacToswero YeepnomacHua ng Ge3onacHOCTH
HEJAMENAUTENLHO. NoanvCats TlopTeepKaeHe 0F yeenomnenun (npunaraeres) U BHIGHATH ero nG
yiasaHHbIv & Tlograepmaenun pérmuantan,

Mo sapawee Gnaropapum Bac 3a OREpaTMBHO Npucnansge Ham noanncannoe MoarsepwacHwe o6
ysegomneauit.
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KoHTaitL

S ne————

B cnyvae Bo3uuHoBEHIA BOMPOCOB OGpaThTerh, NOWaNyRCTa, & caymby nogaepsun Roche:

Becnnatan auuna; 8 800 100-568-96
e-miail; ryssia.resc@roche.corm
Bpems paBotul ¢ 10:00 go 19:00
ToMeAeNbHUK = HnTHMLS

C yea¥eHuem,
Mehekep t1o npeayrumm.
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