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epueBsa H. H.

0sd6pa 2024 r.

POTOIMPADPNYECKNE N3OBPAXEHUNA
MEOVNUNHCKOIO U34E/TNA
Habop peareHTOB A/19 KONTMYECTBEHHOTO onpegeneHns cBo604HOT0 TpUoATUPOHMNHA
B CbIBOPOTKe KpoBu yenoseka (FT3 CLIA Microparticles (FT3)) Ha aHanu3aTtopax
NMMMYHOXEMUNIOMUHECLUEHTHbIX cepun AutoLumo

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM UCTILITAHUF # PETHCTPALIMH MELMLIMHCKUX U3REM
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doTorpadms ynakoBkm mMeguUUHCKOro nsgenus, dgpacoska 50*2 TecTos,

CTtpaHuya 3u13 25
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doTorpachua obuwero Buga Habopa peareHToB, pacoBka 100 TecTOB.

CTtpaHunua 4 n3 25
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doTorpadms ynakoBkm meguunHcKoro nsgenuns, dpacoska 100 TecToB.

CTpoHnuo 5un3 25
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doTorpacuma obuiero suga Habopa peareHToB, ¢pacoBka 100*2 TecToB.

CTtpaHuuya 6 n3 25
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doTorpadms ynakoBku megumunHCKoOro nsgenus, pacoska 100*2 tecTos.

CtpaHuuyo 713 25
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doTorpadma obuiero snga Habopa peareHtoB, pacoBka 100*5 TecToB.

CTpoHuuyo 8 nus 25
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doTorpadmsi ynakoBku meguunHCKoro usgenus, gpacoska 100*5 TecTtos.

CTpoHMLO 913 25
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®0TO KannbpaToOPoB HNU3KOIO M BbICOKOTO YpPOBHE

CTtpaHunua 10n3 25
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CTtpaHunua 12 ns 25
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CTtpaHunuya 13 us3 25
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CTpoHMyo 14 n3 25
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CtpaHuya 15u3 25
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®0TO KOHTPO/Iet HN3KOFO M BbICOKOTO YPOBHEN

CrtpaHuuya 16 ns 25
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CTtpaHnua 17 n3 25
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CTtpaHunua 18 n3 25

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



CTtpaHuya 19 n3 25
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CrtpaHunua 20 us 25
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CTtpaHuya 21 ns 25
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j ®oTorpadguueckoe nsobpaxeHue npumMepa TPAHCMNOPTHON YyNakoBKM MeANLMHCKOTO
n3penus:

CTtpaHuya 24 n3 25
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MakeTbl PyCCKOSI3bIYHO MapKUPOBKMY

Ha6op p«en*rosss*"0Muectl«HHBra O(lpagen» HW
€006aHOTOTPUAAATALOUMM» »CM»OPOTM KPO»K

y«nom«a (FT3CLIA MicfoperttctM (PT3)) Ha aHanu3aTopax
HMwyHOWMMfaoHMHOCUPMTHW xcapiMAuloUimo

BapuaHT ucnonHeHua: dacoaka 50*2tecrto»

1.0cHoaHOW paaraHT FT3:

* Pactaop umipo4acTHu(Microp8rticlaa Solution). 1.2mMmn- 2 wT
* ®epMeHTHbIl XoHatwrat (Enzyme Conlugate). 5.S mn «>2 wr.
2)Xanu6patop HuUMoro ypoeHs (Calibrator A) - 1 wr.
3)Xanun6”Top BbICOKOro ypoBHA (CalfA>ralor B) -1 wT.
43(OHTPONU HU3KOTO ypoBHA (QuaSty Contra 1) =1 wT
SXoHTponaBbicokoro yposHa (QualHy Contr<ri 2) -1 wr.
B31HCIrpyKUMNs NO NPpUMeHeHuto - 1 wr.

7.8knajblll CO WTPUX-KOAOM ANs KanubpaTtopoa -1 wWrT.
8.Bknagbiw 00 wTpux-kogom ANA KOHTponei -1 wr.

PermcTpannounHee ygoeteeepeune: W P3H 21BX/XXXXX 0T XX . XX. XXXX
Tox"ko A/TA NpCHACCUOHANBHOTO UCNOMb30BaHUA
AnTutenakBUY 1.2 nsupycyrenatnuta C u HBsAg oteytcrayioT
YnonHemeaaHublii npegcTaanTenanpon3soanTens na

TappurepHu Poeenii<bkoit ®epepauunu:

000«A»1mMnagKoHcant»1090(M.r Mocoa.aH.Tep. r.HyHULANasabIMAioKkpyr
TeraHcn*i,yii. A. CoTeHUublHA. 4. 27. «fMouYumH 1/MJ10

X2.3M-1M
*r

(ObILK)F C«>Mit) -1 an
‘W(OMMN Camu 2) - 1 HT
IHT
lan

Ha6op peareHToa AN loN1MYacTBaHHo It) onpaganannaceo6aaHon}
TpuitloATUpPOHNUHaacklaopoTn hoaayanoaau (FT3 CLIAliicroparticiaa(FT3))
HaaHann»aTopaxaunyHoxeuwMmuHacym(tHaacapumAulonllo

Bapawnakt ncnonHaHua: ®acoska 100*2 rectoe

1.0CHOLWIOW pearant FT3:

- MxcTtac™ mukpoyactuy (Micropartclea Solution), 2.3 mn - 2 wr.
- ®epMeHTHbI KoHbloraT (Enzyme Con”~gate). 11/ mn -2 wr.
KannépaTtop Hu3koro yposHa (Caia>raior A) -1 wrT.
Karm6parop Bbicokoro yposHs (C BlitnatorB)-I wr.
KoHTpon®b Hu3koro yposHa (Quality ContrtM 1) -1 wT.
3 KoHTponb BbicOKOro ypoBHsA (Quality Control 2) -1 wT.
6.IHCTPYKUMUSA NO NPUbIEHEeHUI0 - 1 wWT.

T.Bknajblll CO WTPUX-KOAOM ANA aanuéparopos - 1 wr.
B-Bknagplll €O W T AX-KOAObI ANA KOHTpOnei - 1 wr.

B wn

raiH uaa”siM yaeeteaapemc No POH202X/XXXXX0TXXICX.XXXX
Tonbko A1 npocheccnoHanbHOro nenonbaIoeanns

AnTutenak BUY 1,2 n Bupycy renatnta C n HBaAg otcyTcTBYIOT
YnonuomoyvaHublii npescTaBuTeNb NPON3BOAUTENSA A
Tepputopuu Poccuiickoii ®eaepayuu:

OO0OkA3ssMesaXoHcanTrKOKOM. r.MocLia. »M. Tep. . MyHULMNanbHbIA OKpyr
TaraHckuit, ysi. A.ConsiMmuubiHa. A 27. «TXnor/1(on 1/l/10

HaGop pearentoag/isi konu«e cTae/ioro onpaganeHusi e»o60]aHoro
rTolinchoHMHa acbiBopoTkahoan yanoaeka (FT3 CUA MicroparUdat
(M'd))maTarwatopax MMUYHOKEMUNTMUECHEUTHBIX Cepun AutoLumo
BapuaHT nenoaHeHus: Pacoaka 100*5 Tectoe
T.Ocviosiioli peareHT FT3;
« Pectaop nmikpouactuy, (Micropanietea Sotution), 2J mn- 5an
« depMmeHTVIMa koHbtoraT (EnzyaieCoajvgeM). llA nn-5
r KalblOpaTDp Muaore ypoausi (Callbtalor A) -1 al

Kan meaTOpEMCMOroypoamﬂ(CaBbralorB) lan
4 KounTpcnbm|koro yposHs (Quetty CoﬂPol 1]-1 an
3.Kovrtpanb ancosioro ypoava (OmMy CosBo) 2) -
3.rblcTpyHrast sonpMmunexHunto- 1an
BKnazblio 00 apyx-CoBOW ANs Kasmbpatopoa - 1 an.
5 Bklagmal 00 anpax-koaoii s kokTponaa-1 an.
PamCTpaviOHHoe ygocTteaepenmna: MPSH 202WXXXXX0orXXXX.XXXX
TO/bKO A/151 NPOCHECCUOHANTLHOTO MENOTb30aaHs
AHTUTENnaKk BUY 1.2 n axpycy renatuta C nuHBSAg oTcyTCTBYIOT
YnonMoblosaHHbIl NpajcTaanTesb NPOM3BOANTENS Ua.
TeppuTopuu Peccuitekoii ®eaepeunu:
000 kAaHitiiasKnHcanT»

109004, r.MoeM . B<-TOp. I UyHULMNa/bIrbIA 0aart
Tarenauwii.ysi.A. ComxenHubma. 27, et(non'konl/111/10
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REF cME0405 LOT

FT3 CLIA Microparticles

Nog

Microparticlas Solution 1.2mL»2

EnzymeConjugate S.SmL»2
IVD CakbratorA x1

Calibrator B H1

H317.H4t2

Quality Control 1 51

Quality Control2 »1

For professional use only
AUTOBIO DIAGNOSTICS CO., LTD.

FT3 CLIA Microparticles

REF CME0402 LOT

Microparticles Solution 2.3mL»l|

I\D Enzyme Conjugate 11X)mL»1
Calibrator A at
CalibratorB at

Quality Control 1 «1
QualityCenirol2 «1

H317>M12

For professional use only
AUTOBIO DIAGNOSTICS CO.. LTD.

FT3 CLIA Microparticles

REF cME0403 LOT
Ic
Microparticles Solution 2.3mLK2 V100*2
EnzymeConjugate 11.0mLx2
IVD ICalibrator A ul
CalibratorB wnl H317.M412

QualityControl 1l wnl

Quality Control2 xi

REF cwmeo404

IVD

For professional useonly
AUTOBIO DIAGNOSTICS CO, LTD.

FT3 CLIA Microparticles

LOT N S

MicroparticM* Solution 2.3mL»5 | |1 I yi
EnzymaComjugal® 11.0mL«5 V100*5 L»" ' w-J
Calibrator A *1

Calibrator» >1

Quality Control 1 «1

QuaHtyControl 2 >1 .
For professional use only

AUTOBIO DIAGNOSTICS CO..LTD.

CrtpaHunuya 25 ns3 25



[MpoHyMepoBaHO, NPOLUUTO U

CKpern/ieHo nevartbio Ha
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