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HaGop xkaan6paTopoB A8 KOIHYECTBEHHOI'0 ONPEAC/ICHHA COACPKRAHNS
AHTHTEA K THpeoraofyauny (Anti-Tg) HMMYHOXEMRIIOMHHECHEHTHLIM
MeTOJO0M B CHIBOPOTKe H NJa3Me KPOBH HA AHAJH3ATOPAX H MOAYARX
HMMYHoXHMH4YecKHX cobas € (Anti-Tg CalSet cobas e analyzers)

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

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUF 1 PETHCTPALIMH METMLIMHCKUX U3REMM



Ha6op Kanm6paTopoB AN KOMUYECTBEHHOTO ONpPEeAEeNeHNs cofepxaHus aHTuTen K
Tpeorno6ynuuy (Anti-Tg) UMMYHOXEMUNOMUHECLEHTHbLINIT METOLOM B CbIBOPOTKE W
nnasmMe KpOBM Ha aHanu3atopax M MOAYISAX UMMYHOXMMMUUYECKNX cobas e (Anti-Tg CalSet

cobas e analyzers)
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Ha6op kanm6paTopoB A/1 KONIMYECTBEHHOTO OnpeaeneHnst COAepXaHns aHTUTen K
Tpeorno6ynuHy (Anti-Tg) UMMYHOXeNNUMIONTMHECLLEHTHBIM METO/0M B CbIBOPOTKE W
nnasMe KpOBM Ha aHanusaTopax M MOAYNSAX UMMYHOXUMUYECKUX cobas e (Anti-Tg CalSet

cobas e analyzers)

iicrei i

—h
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Habop kanmbpaTopoB ANA KONIMYECTBEHHOTO ONpeAesieHNA COLEPXaHUA aHTUTen K
I TupeornobynuHy (Anti-Tg) WANNNYHOXEMUIONIMHECLEHTHBIIT METOLOM B CbIBOPOTKE U
[ nnasme KpOBMW Ha aHanusatopax U Mogynax MMMyHoxmmuyeckux cobas e (Anti-Tg CalSet
/ cobas e analyzers)

SsA #
cobas'

LI/

f "~A'AQ CalSet
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Habop kannbpaTopoB A1 KOSIMYECTBEHHOTO ONPEfEeNeHNs COLepXaHna aHTuTen K
Tupeorno6ynuHy (Anti-Tg) MMMYHOXEMUTIOMWHECLEHTHBIM METOLOM B CbIBOPOTKE W
nnasme KpOBW Ha aHanu3artopax U MOAYyNAax UMMYHOXUMUYeckux cobas e (Anti-Tg CalSet
cobas e analyzers)
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Kanubpatop 1 (ATG Call), obnakoH, o06bem 1,5 mn

it
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ATG Call 09005030 S
S 202208-31 LI 55891301

1007081558913
2300107081
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KapTa co WTPNUX-KOA0M
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ATG
CalSet

cobM tanalyzers

09005030
(tori 556913
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STMKeTKa co WTPUX-Ko40M Ans (*)]'IaKOHa

AlCcm M@ 3 ATCCill 09005030 3

ATOCsN 09005030 3
82022-0641 W 55861301 A S 2220M1 W 55681301
S 2022-(»>31 1DD $5881301

ATCcall 09005030 3 ATC Call (BIBXD S
ATC Call 09005030 3 8 20220631 w 55891301 A 8 20224641 OB 566r301 ~
Q 20224841 LI 56681301 ~
1219755658913
1219753558913
2300119754 2300119758
| ATCCal2 09005030 3 y ATCCal 09005030 3
ATC Cal2 09008030 3 A8 2022-0841 LU 55891301 1 8 20220641 SB) 55891301
8 20224831 T 56861301 A
[
' 2300201041
ATC Ca12 00008030 9 ATCCai Maxoso a
ATC Cal2 (€11170: DJK] S 2022-0841 11156881301 © S 20224641 T SEV30L A

8 20224831 DD 56881301 *

2201U39&58913
2300201040
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NHCTPYKLMS NO MPUMEHEHUIO

OBDnnODtVI

Anti—?rg CaiSet

P261 Stangti» nejio/dpft dul(kf/dumiydi9|/» »
P273 Saugoti, ke<1lnspa(sk(ytapénLi.
P260 Muvdti apaeuginw piiitinee.

VeikifM 1, kurli4nik\a Inttit;

P333*P313  Jei(" sudirginama oda arba L| ttbena: kreiptia j gydytoM-
P3621 P364  NusivNeli u2td<itu8 drabufius k i* Ib ti pne& vil apaivalkant.
Anines:

TurkMpykiQiipiti(t&meaii)jpaM*aUiek4 6"
jmon?.
saugumo iym”*mBS perefigtas vadovai®ntis ES GHS gairSmia.
Kofitaklinis tetefonas; viaos Wye: m»49-621-7590
Visa is imogaus gauta mediiaga furi buttiaikoma polanciatiai “krrtiama.
VisiiSimogaus kre¢ kil§ prodSdai yns pagamintt iStmtinaiiS individuatei
iStirturdoiwij krad , kuriama nebuvo aptikta HBsAg ir £2i*nu prieS HCV oai
2fV. Tyrimo metooai naudoja tyrimus, kurie buvo patvirtinti FDA a/la atitinka
leisines taisyktes, taikomas in vilro diagnostikos prietaiai®. skirti| naudojimui su
imonemts, palekknui| Europoa S*'ungos nnly.
Ta6iau, kadangijokiu tyrimo metodu negalima visiSkai atmesti potenaalios
infekcfos rizik™ sum “iaga reikia e t" taip pat atsargiai, kaip ir su
pacientg mpginiais. Kontakfo sum e d ii* atveju iaikykitPs atsakingij
sveikatos tamybtj nurocfymy.
Dirtxbmi su viat” riiSit" reagentais ir mSginiaia (mSginiais, kaltbraioriaia ir
konfrolinpmis mediiagomis) vankite puhj susidarymo.

Pakuoto lapello atsisiurTtimaa

§io dokumanto virSuje yra langelis, kuriame pateikiamas produkto todas kartu

suatitink” (tokumenlo versija. baroctie a>m linkiaiapj

Tinktalapyfe patemema dia nurodyta vers(}a arPa. Je! prieinama,_bet_ko»"
thtesne , tinkaptf glam pnxfuklo kodul. Jeipuna”e
norSdami ﬂerancamfi ae’»5jJgiiS"PI3P:§veN

xnn'n
PNetardilbae ps*kumt un brtdtna)umi
Vo%e\Neas apTupes spaciStistiem lieto§anai in vitro diagrk>sttkS. Ievetoiiti
standarta plesarddbes pasSkumus, kas noteikti dait>am ariebkacHeftt -
teborato”s raatantiem.

vaimikrobioloiski atkritutni; A
U L 8frnetefiih"?
bis”i. Aibrivoties no alkritumiem 6askw)™ ar dh

noradem un proceduram.

ApdraudejutM videi:
affiecaiaau”jMnoteikmua oar
ifPwia™ < bl T dalull».

A » "««aiilii (EK)

(0}

H317

Varizrais-rtaier*uadasreakdiu.

H412 . . I

Novdriana: I<arig8 udens organlemiem ariigrto®m MmkgT.

P261

tzvainties ieetpot
putekjusrvaikuaig&zW itmuiAgarojornue/im iaijniiy,
lzvEuriie$ no gk

s A hafrriiiMIin
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cobas*

mP313 Jaredwidwrtm M W tniM nc

MiiriH piwfcqgota ap/Mirtiu up pima
zmazgAf.
AUKtvoSanta no «tkrmimtefn:
P501 A*MtionaM Iwii*wtaBftaotfk>nnM tfkR»
IzracinMOTMvAAdi.
ProduWdroilbea ESBHapaeb6T.
KontakMiruni»: visim vtWm;-» 4ft-e21-7590 ~
* Visino divSkad"M” peratfiiiruatuMmip n ~ e rifik n~okktau. Visi
*, nwteriiti, kas rwi
{ pArbauJitv denoru asirttm. fea» Mta iw iiiifc w i
- attipcjbs prei HBBAZ| CVenHWartw sllin
izmantotas FDA i pili liii m ~ mtvelanafe».
noteikurniim attiid bitci------—--"

sawsrtba.

i Tfika iwvlena tafita metode

1 mat riatem jitdwtEcja» ttkpa
g 4« #Etov*ete]gvesetlba|'\»'\/\

H L vaidotenos nattda vsida imbunkii utmwaogos (paggya.
whbrak)roB un kontroimatefififcp)-
MatodM tapes tejupWido
Ramitt!

<krwrendir 1 LU, 1EpTor L WU dhibgirud M. titt.
Viemi ir K>r&cSta Seit redzama verspa vaian, ja tkta rpm(sla. tet
produkta kodam atbUsto&nauneka versia Jajums rtav o Hw M imaffiah».
Judzu, saziniettes ar vietejo Roche fiieli, lai sanenttu dokumenfu bez maksai

Pyccknii

Meps! |

JAna nuAro nuarwclukv ena vegunHctoa pafiEB>wiim:iiHnln a
cra”pTHble Meps! npeaocTopcstorocTv, TpeOyammno npu ofipimaEim o
BCEMU 26 LLIOPHbLIMM peareHTamu.

OTXﬁI 113 (DKPEKAVIOMHLL OTENeHA wim MUEOGHOONMBCSIHO:

V  TpBA/ pexaerme: 06paLLaiiTechC OTXOLIMM Kak C MoraHLiaribHb
i BIOMONMHECKY OMacHLIM MaTePUArioM. YNMLU |y iATe OnLLZb! B 000TaATCTaUM

I c yrBepwJpHHuMl/l VHCTRYKLMSIMIA 1 METOAVIKAMU.
'Yy Boqqemcra/la HAOKPYXatoa toopaay;

J yiTe Boe (»0TBETCTBYH>LL«LLIE/THbiBrpaayi« a OTVOLLBHVH
+* mOEe30MaCHON yTVMHoaLM.

' ? naclwpT6eaor)acsocTHNpeaocn»L|reanpodecr
\30ea10KL No 3arghocy.

1 />NTHA600 cofepKa KOMMOHEHTI, maccmcbmuMpyﬂn e noy"n
i SSMcooTWTCTA ¢ Pemarentom (EC)Ni\zm 20 Iff

MOXET BbI3bIBATL AINBPMMXKYH PBKUMIO HOX».

Bpeato gy TYIVBKOPMHM3MOB C OOTOCPOHHEIMA
MOCSIEACTRAAVA

H3t7
H412

Cr™\mTech He |f4,bl W b Nbuib/ Bw/ ras/ Tyman/ mpbl/
a3pOo30/M.

He ponyckats
HocviTe 3almTHBIEIEPMTH.



Habop kannbpaTopoB 41 KO/IMYECTBEHHOIO ONMpPefenneHns COLEPXaHNA aHTUTeN K
TMpeornobynuuy (Anti-Tg) MAIMYHOXENTUNHOMUHECLEHTHBIM METOLOM B CbIBOPOTKE U
nnasMme KpOBWM Ha aHanusatopax v MOAYyNAX UMMYHOXUMUYeckux cobas e (Anti-Tg CalSet
cobas e analyzers)
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tSop KannbpaTopoB A1 KOMMYECTBEHHOTO ONpPeAe/IeHUA COAepXaHna aHTUTeN K
Ipeornobynuuy (Anti-Tg) MMMYHOXEMUTIOMUHECLEHTHbLINIT METOA0M B CbIBOPOTKE U Naa3me
(boBM HA aHanmMsatopax M MOAYNAX UMMYHOXuMuUyeckux cobas e (Anti-Tg CalSet cobas e

jnalyzers)
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«bop KannbpaTtopoB A/ KOJIMYECTBEHHOTO ONPeAEeNeHnsa CoOLepPXaHua aHTuTen K
(upeornobynuny (Anti-Tg) UMMYHOXEMUTIOMUHECLEHTHBIM METOLOM B CbIBOPOTKE W Nja3me
XPOBM Ha aHanusartopax u MoAynax UMMyHoxummyeckux cobas e (Anti-Tg CalSet cobas e
analyzers)
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p KannbpaTopoB ANA KONUYECTBEHHOTO ONPEAENEeHUA COAEPKAHNA AHTUTEN K
ornobynuny (Anti-Tg) MMMYHOXEMUNIOMUHECLIEHTHBIM METOAOM B CbIBOPOTKE W Na3me
BM Ha aHANMU3aTOPax M MOAYNAX UMMYHOXUMMUYECKnX cobas e (Anti-Tg CalSet cobas e
analyzers) :
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Kanuépatop 1 (ATG Call), donakoH, o6bem 1,5 Mn - 2 wrt,;
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AL
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JRrwm rm Mfaiiitaeim f1»wwy wn
ATGCall 090("30 s

SZLLI-OB41m AN1302

1040647558913

W HW B ™

Axm f - noxoXu Ho)LLIMth
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‘ ATGCM 09005030 3

TTW W w

2040667558913
2300200668
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ITUKeTKa CO WTPUX-KOAOM ANnsa hnakoHa - 12 wr.;

ATQM1 0900U» S ATQCH1 «W W »
ATQCall 09001030 3
Q 820024k 1w n v 102+ fi
S 2022-01-31 OD 5M01302 *
1413754550813
2300113755
. ATQCell 01006030 3
ATQCHil 09006030 3
ATQCtl 09006030 3 8 2022-0041 ID 66001302

8 2022-0041 DS 65881302
8 2022-QM1 W 16191302

ATG Col2 00006030 S
8 20220041 DO 66001302

241550
230Ngi550;

ATQCOI2 0K060030 9
8 20224041 O 66001302 »

241U1»56613
?300r<6503
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WHCTPYKLMS NO NPUMEHEHWIO.

Anti-Tg CalSet

518M0BBr)M répitanlaunrn

S*V*kedf>epatektvidJW 4-

A Mi™apsauginespirStines.
Vaiksmal, kil raikia im tir

P333 +P313 Jeigus«ST,inamaodaart«idi*beria:lc™ i*

P362 +P364 NusM uftefSlusUn/HW tr

P501 TuwiteMiyWe a *# t*'®ati)ipaM tlintt atlieku Salini"»
[ronu.
saugumo 2ymdiime& |
KontaWWs laMonas: visoa Salys: +49-621-7590

Siiffu donofv krai«, kuriame nebuvo aptiWa HBsAg ir Nama
21V. Tyrimo metodai naudoja tyrimus, Kurie buvo fAtvirlmti »  arb s«
teisines taisyWes, laikomas m vkro (11ayto51[o8 prietaisy, skirtg naudo”niui su
imondmis, patekrmui] Europos S”~ngos rinkg.
Tadiau, ka d ~ I jotou tyrimo metodu negalima vis®<ai atmesti potencialios
infekcfos rizikos. su med2iaga reikia e is taip pat atsargiai, kaip ir su
pa<”til meginiais. Kbntaklo sum e d ii* atveju iaikykith atsakingg
sveikatos tamyt>y nurodymg.
Otrbdemj su visq rii§iil reagenieis ir meginiais (mdginiais, katibratoriais ir
kontroiin”is medfiagomis} venkite putg susidarymo.
Pakuotas fapelio atsislunttmas
5io dokumenlo wfSuie yra langelis, kuriame pateiklamas produkto kodas kartu
sua ll k” dokumenfo vers8a.
mst«4/dokumenfrapiar:kitediajog.roche.(»ntinkialafii.
"07593 arba. jei prietnama, bet kokia
. neturite intemeto prieigo*.
wrecfcmmemoAarTMfgaurfctokumentus. susisieSfe su vfetiniu Roche at"w L
UrivMu

Pteeardzibae paakum| un brtdin*um|
VeselibM aprupes speciaisbem lietoSanai in vitro dagnostiki tevSraiiA»

InfAcciozi vai mikrobiolodiski ~kritumi:

Bridmajums; nkotiee ar atkntumiem k& ar materiaiiem, kae var but bkitoiiait
bistami, Atbrivoties no ~krilumiem saskaijtfi ar pienemtaiam laborato”s
norSdem un proceduram. N
Apdraud®ums videi:

dro” utilizac”] ieverojiet visus attiecinamos vtetdjos noteikumue par
utUizd™u.

Pdc pieprasijuma protesiondliem lietotajiem *r pieejama dro&bas ditu )epa.
§ie komi™kls satur sastavdalas, kur&n saskand ar Regulu (EK)

Nr. 1272/2008 ir S&Jat0 a3l ~

(0}
Bridiniiums
H317 Var izmistt aierfpsku adas reakciju.
H412 Kaitigs udens organiamiem ar -
Novfriana: mT
P261 Izvairiti_es ieelppt . ) i StkH
putekjus/tvaikus®i/dimje/izgaroiunu™"
P273 lzvairities no izplati&anas apk&rt6}8 vide. 3w
P280 izmantot aizsargcimdus.
Raakctla:
202108,V |
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#P319 Jaroda*4das*Ka»ume-
pafidzibu.
A 4]

s Ne iS S s

cobas

S ri -
donoru aeWm. kaar5S5?/L227*"

~ib a pretHBeAo USHCV un
~to lae FDAapatiprintttaaneBaw *
‘kMadoimtem attieciM uz iieiotenei

‘bedicinas iekanu levie&anu tirgiiETapaa3mCuw T/

Ta ki neviena testa metode never}
inate”iO T jadaitojas !H¢)Blu.|:-)T]3np,"

gacfiumd jaseko vietajo veselibas ies Qiif w tlifiiH Ifciii

Nepielauiiet putu veidoaanos nekade vei
kaHbratoros un kontrolmateriaios).

Metodes tapM le}upltiMe

Ramitiil dokumentaaugipusairno(UbprodM alB dilB piM M |l

. dokumentaversga

Lai lejuplettdefai §o dokumentu, thrtm i|W «p il laiiiartm m iininii
Vietnairnorediuaeitredzam aveislaw iiailiiiil*iipM M A lja

; produkta kodam atbilsloia iaunaka veisla.

P jSiS IL e »pbl

oTtxoabI™

i«v rin)ilipi< N miw uh

ludzu, sazinieties ar vietdjo Roche Ne K, W aa<;iemtudcIMHM»ibgmateas.
"~

BV

nSj*wSaMHo: opaiaitreebibgnnyl M X <
iy o S

farnye<xuonacub«BTBp [*|
ecyTBepxaer

SpaflHoei
{r'blmBHitliTeBCB<
#6e30MacHoI yruraomu.

mHen 1'r
INpsaTpaxAamHe
‘Hal7

J Mepbl NPMOCTOPOXHOETC

Crapa”ecau»
aipcettA.

4preo
Orteenrblel[17>y e M1,

,>>_vﬂer {r,LM niraem >
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Bcero npoHymepoBaHo,
NPOWHYPOBAHO ¥
CKpenaeHo neyatblo

no [0BEePeHHOCTU
ot 11.02.2022 r
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