Pdororpadumeckmne nzobpaxenns MI:

«HaGop xanaGpaTopos A8 KOJIHYECTBEHHOIO oNpeReieHna pacTeopamoii fms-noaoduoi Tupo3nAKHAa3k-1 (sFit-1) B
CHIBOPOTKE KPOBH HMMYHOXeMH/IIOMHHECHCHTHBIM METOAOM HA AHAJH3ATOPAX H MOAYJIAX HMMYHOXHMHYEeCKHX cobas e
(sFit-1 CalSet Elecsys and cobas e analyzers)»

3NEKTPOHHAS KONHA 0GOPMAEHA LIEHTPOM HCTIbITAHI/ W PETMCTPALIMI MEAHLMHCKUX H3ENHiA



[abop KannbpaTopoB A9 KONMYECTBEHHOrO OMNpefdesieHUst pacTBopumor fms-nogo6HoM TUpo3nmHKMHa3sbl-1 (sFIt-1) B cbIBOPOTKe KpOB1

[MMYHOXEMUIOMUHECLLEHTHBIM METOAOM Ha aHanmsaTopax U MoAynax MMMyHoxmmuyeckux cobas e (sFIt-1 CalSet Elecsys and cobas
mall B cocTaBe: k%"

[t 1”mnbpaTtop 1(SFLT-1 Call), hnakoH, o6bem 1,0 Mn - 2 WT.;
Kanunbpatop 2 (SFLT-1 Cal2), hniakoH, o6bvem 1,0 Mn - 2 WT.L
KapTa co wrpux-kogom - 1 WrT.;
dnakoH nycTon - 4 wWrt.;

\5. 3TukeTKa ang hnakoHa - 12 wth

VHCTPYKUKNSA NO NPUMEHEHNIO. &FIM CalSet
cBbmeTMn
.. 4m
(g0 B0 (o> m
cat
AssSA
<s> cobas*
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[a6op KannbpaTopoB AN1S KOSIMYECTBEHHOro onpegeneHns pactesopmmonn fms-nogo6HoM TUpo3MHKMHAa3bI-1 (sFIt-1) B CbIBOPOTKE KpOB
IMMYHOXEMUTIOMUHECLLEHTHBLIM METOAOM Ha aHanmsaTopax M MOAYIAX MMMYHOXMMUYeCKHX cobas e (sFlt-1 CalSet Eiecsys and cobas

sFlt-1 CalSet

cobas e analyzers

p3e?fP3S4.p»i
[0 ] 05109531190 iGOHRAI

Call  2x1.0 rrl
Cat2- 2x1.0 ml

COBAS, COBASE
andELECSYSare
Irademarfcs o( Rod»

1IN Rehn GmbH

SendholtrStr. 116
066306 Munhelm

DislrtoulioninUSAbf
Rod» DiagikKMtics. (LU cCo-r3n )
dlanapos o\ et

Madt in Germary

cobas'
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Habop kKannbpaTopoB ANS KOAWMYECTBEHHOrO onpeAeneHus pacTtBopumoin fms-nogo6HONW TUPO3MHKKMHA3bI-1 (SFIt-1) B CbIBOPOTKE KpPOBMU
NMMYHOXeMU/TIOMUHECLEHTHBIM MeTOAOM Ha aHanu3atopax U MoAynsX UMMyHoOXMMuudeckux cobas e (SFIt-1 CalSet Elecsys and cobas e

analyzers)

B
] KarHookrp 1(SALT-L GAllX , 06bem 1.0 mn- 2 mlll-
2. KvMTOpTMOp 2 (SFIT-1 CbI2X .06bem 101U - 2
3. Kepn co «wthHX-MCMOH * 2arr.; u
4. ® Mtoa nyctoi-4 nrr,;
5. 3nnceTjut YMKOHO - 12 WT,; .
6. WwnoT|;ykmun no npHMoteiraia (i
"
oT JAs

Cpok rOSHOCnicm. MAynmMmmMcB

TevoepATYPAXPETKAOU. HayraLLLLLL

Homep xnA w . HAynAroHce

MpmomBHNT: «4lmlm PiigMM6rf CThlbl C tai Mmaoen

W, 69X MswMm. TepMw

WssALLIM HpegoLMBMEM» TIL&M» A M ABATMOCIMCH tat vitro

YTWTATTWT/T HPKHr««MA«]» "MOWTTTAW um TTppan® Pd: O6dectHO «
orpAwnmuwoii OrAOTCLLLLIIOCTHOaPOwW AuAlocTala Pyo> (OO0 «Pow AuarnocnHs Pyo»X 107031,

Mocaom. Tpy6ku wroanm». n2 Ten +7 495 229799. doaoc: +7 495 229-62-64. E-eb”;
mKMeow.(«oepIMB2_diA@fDGhe.ooa

Kar. Homep 05109331290
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Kannépartop 1 (SFLT-1 Call), hnakoH, o6bem 1,0 mn
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Kannépatop 2 (SFLT-1 Cal2), hnakoH, 06bem 1,0 mn
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KapTa co WTpUX-KoLoM
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[®nakoH nycToW
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ATMKeTKa Ana drakoHa

m DI
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Knomaavo

P261 BBLLL mhalarea pfaluhW aburuW gani*ui* nonAs (te vaporv’
vaponior/ subslan®i Duhf*nzaie.

PZ72 Evitat» elmmarea In mediu.

P280 Purtat» mdnu” de proiectie.

Rispuns:

P333+P313  Incardaintaraa sau de enip|« cutanal; S olc*
asisten™ {ngnpre medicatt.

P362 + P3%4  Scoate’itmbfdcdminiea oortamnatt  9plalkoInania de
feutikzara.

ENtinarm;

P501 ElimnBfea con™nututui/iacipAntului >aun cenlru autofiza! de
etiminaraade”nior.

Etchatete privind eipuranRi aplicaie produ9iAH respectf indrumAnto GHS UE.

TaMon caMad: toate pkilo: 44& ™ V 7Se0. SUA: 1-a0(12B-2336

EvMp tormarea <te spumi In cazul tduror reactivilor~ lipun(orde probe
(apadmane, cakbiaton p oontroa)”.

Daacircare E1L, de metode

Caaata dn peitaB de SUB a aceslui docunwni sh$eazd oodu) pfoduaului
impreund cu veiatunea ChreeptfudkMie a docomentuiut.

Accesap (iaiogjoche.ODm penku ¢ daacijca aoesi docurnanL

S<te-ul frab aliyeazd be versiunea care figufeazd aietrie, deed este
dsponMd. once veraiune utenoard, care aalavalabiii p penlru aoest cod de
produs. Dacdnuaveliaoc6e)iiniafMi.v&rugdmcontact”i reprezentaniijl
(~ . locai ftoebe peniru a obpfte docunWAil graiuit-

Ykpalucu(a

Jano6Imwlaaxclyym lnonapamkeHHa

Ans ganioctMky invitro. .
J3cnpHwyyraoi sanyaiinla 3axosre dearwoi. Heobpao>*« AnApo6oT

av 3a samrroM.

ftw CWA: Years: cheaepanv u* ameHo6Tecye NpoJax Lporo npunacy
Tfw r rwapem aboee lieroew w m em

Llo¥ KOMNAeKT MCTUTb KOMMOHELLY, TO. MIOOELLHO a0 PeTamMHTy GC
Ne1278/2006.1

[0}

Yeara

K317 MbieOHHBV T EIMYLIKH (B
H412 %WD—UQIW&/B@UWMM
NpochlnakTT(8

P261

nury/unny/rasygyma”/nap”asp(®
P23 YuafeopeanvHioeacu. N A
PX0 Qudsvodenyval

HeodxiOHlofi:
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cobas®

P501 YIHnByB " BMicT/KoKreiiHep Ha 3aTBBpAXKaHOMY 3aa0p,
yTHNBauli mxo 8. «ye

MapkyBaHHI1 3 beanexu NpoAyKTy N ATK»JA3ac BU**oram

KoHTakTHUi1 HOMEp TenedoHy; Ans aeix kpal: €49-621-7590.

1-0CKM28-2336

Cmn yHHKaTN YTBOPEHHA WHW Ans 6yab-Akvx TMMLB peaKiweia i apasks

(apamu, kaT6paTOpUN Ta KOTPOLL).

3aaaHTaXKenHs 1HCTPyKL A _
Y psaKyy aepxum yaeMH! [OKYMEHTY BKa3aHWil Ko NpoAyKTy Ta Blinoatlka

g~ b«nee”” dialo9.roche.cofn. o6

Ha ae6caliin Cyze 3a3HaueHo. un

[OKYMEHTY, Ma Ka3aHa Yy Ui MCTPYKuK, a6o 6LubLL

eli He MecTe JOCTYMy [0 bITEPHBTY.-3esHKITbCS 3 MeL,eBUM BYIATOM KOMMaH
flocbe, 1406 6€3KOLUTOBMO OTPHMATUN AOKYMEHT,

Symbol*/Symbole /Symbole*/Simbolo*/Simbolt /

Simboll / Cumeonw t Simbolufl/ Cumeonm la noeHayeHHA

Boebe Diagnostic* uses lhe Wowing symbols and signs in addrtionlo Ibose
feted n tfre IS 0 15223-1 standard (tor LISA; see datoaroebaxorn for
drtinitionofeyrnbolsuied):/InEiweil8fung roT1S 0 15223-1 wort~von
Rocb* Dugnoetics lolgente Symbole uTKl Zeicben verwerKfet (fur USA:
Defmitonw verwendefen Syntnle. siebe dialog.rocbe.com): f Roebe
Degnoetes utilise to* signe* et les symbole* suivanis en pbis de ceux da la
nonme 1SO 15223-1 (pour lee USA: vor (Aalog.rocbe.oom pour la ddftrrtion
de* syntootoB utilisds): /Roche Diagnostics ublra ios sigyient»* simbolo*y
sionos edictonalmante a to* indicadosen lanorma IS 0 15223-1 (para lo*
EE.UU.: consulto dtake.roche.com para ladebncidn de to* simbolos
usados): /Oiire a quelli ndtceti neHo standard 1S 0 15223-1. Roche
CAwostic* vnpiega teeguenti simboli (pergk USA: per la delimzione dei
simoolt irapiigaii. vedere diia|jDche.com):} A Roche Oiagnosttos ulitiza os
dos na MO IS 0 15223-1 (nos

ovwd*m.d*rerangiwi»IS015223-I-<tanbafden (lorU SA»? "'*AxxxAatin
detogmehexom Ik (tointion at de anvendfe aymbotor): / Roebe Dtogriostic*
anvander ibljande symboler och toefcen utover de som Ko e* i1SO
15223-1-standifjn (tor USA; se detoQ.ioche.com Ibrdenrttion av symboter
lom an«ods); | “ocheDtognostics buker letaenctosym tW og tegn.ilYle»
bl N1to T eropptoft. 1ISO-standard 15223-1 (forUSA: *e detoanxhe comtor
Diayrosbes pSuifvd kroma
uve” ™"~ vm m [S015223-1 nasleduficf znaky (pro
strdnkud SATW he-in); /
Okren”koy a symbotov uvedenych v norme 1S 0 15223-1 pouifva Roebe
ttoki<fcyicej~toNeoly a amky (pre USA: pozn dfefog.ro”.com
N zawartychwSarKtofdzie
S01 ~ 1 (daUSA (totoWisuzyiMnyg”yvnboii.zob.: dletog.roche.com).
iirma Roche Dwgnotte* urwsrasfopitficych symtwfi jznakdw:/Az 1SO
15223-1 Bzabvdrryban feiiwTetetfoken kivu a R (~ Oiagneehesaz alAbbi
szimbOlumokai 6 n W W W /1 W w0 n (USA-fethasznfte esetdn* az
allj tnazo * szwtooliirryltd Bftnfctoiai * (Mog.rocbs.com bonlap kdziiV / H
Roche OtogrKfebc* xprtoiponotb TO rnOAoute (Tv”30Aa KOI (topeno r t o
onnw NouTKpoTBEYTAA oTO iipdwio 1S 015223-1 (yKTCc KM .A:
TokedTe)TC TN 6ab>xnKkmM” Tonoston diatog.rocbe.comyn tov optoftoTuv
TTRMWn TT*~AN" IOA «er A
sfendaitAitotHiBiaiwn mn< mn a*apkllo sembol ve isaretteri
b.m‘gnpaMgIUﬁrl'ti\‘e(]'?tn: kunntton sembderin a®Uama» cn bkz.
— w. rdodbe M— nanonua esegHUTe CUMBON N
00COYEHNTEB 15223-1 ctaHgapt (3a CALL,: Buxro
55toTOChe.com 3a 81dkeaae» Ha wxtoTBamrte cMwofIM): / Roche
Qitfttstics kasutab mark» ja sumbototo teaks toetefole 1S 0 15223-1
fE«derdis(USAs: kasutaiud sumbokte seigdusi vl dMloo.rocbe.oom}: f Roche
piiifratn piptmmar naudojaiiuossimbeis irienkhia. be dvAR™u

swjb™a

norMitafem Roche
Mms'(ASV:alcByi

W i f eatoggedfejobm p iNe
MMcroaNoapb” tSe”

ox<»m

UPxOEUIX OO X



Bcero npoHymepoBaHo,

NPOLLHYPOBaHO "

CKpernneHo nevyarbto
~N2--~ucra (0B)

MO goBepeHHOCTYU
ot 30.01.2023 1.
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