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R2, I miT. B ynakoBke. 2. Kaccera
C peareHTaMu JIIst
[peBapUTENBHON 00paOOTKHU:
PT1, PT2, I mut. B ymakoBke; 3.
PearenT Ju1st mpeABapUTENHHON
o6pabotku (ATSHR PTR),
¢dnaxon, 00bem 4,0 M1 - 2 mT.; 4.
bydep s mpeaBapuTeIbHON
oopabotku (ATSHR PTB),
¢dbnakoH, o6beM 5,0 M - 2 mT.; 5.
MHCTpyKIHS 110 MPUMEHEHHIO.

HNucrpyment/Cucrema Ananuzarop cobas e 801
Ananm3aTop cobas e 402

YBakaeMblii 10J1b30BATE/b,

B xone BHyTpeHHUX H3MepeHuit ObU10 00HapyskeHo, uto peareHTHI Elecsys anti-TSHR (7ot 801938,
840183 u 874011) neMoHCTPUPYIOT O0JIee HU3KYIO TOJIEPAHTHOCTH K OMOTHHY, YeM OXKHIAJIOCh. ITO
OTKJIOHEHHE OT CrIenupUKAIIIK HAOII0AaeTCsl TOIBKO Y HeOOIBIIOr0 KOJMYECTBAa 00Pa3ioB MAIlMeHTOB,
y KoTophIx KoHIeHTpanus anti-TSHR cocTarisier okono 6 ME/n, a koHIeHTparus 6notnHa — OoJee
100 Hr/™mI1.

AmnanmsaTop cobas e 411 u Mmoayu cobas e 601/602 He 3aTpOHYTHL

OcTtaToyHbli PUCK B IIEJIOM CUUTAETCS NMPHEMJIEMbIM, a MEAMIMHCKUN PHUCK Ui MalUeHTOB WU
MOJIB30BATEIIEN KpailHE MAIIOBEPOSITEH.

3aTpoHYTHIE NPOAVKTHI

NMMYHOXUMHYECKHNA aHATMTHYECKUI MOJTyJTb cobas e 402
MMMyHOXUMHYECKUI aHAINTHYEeCKUI MOy b cobas e 801.

Onucanne CUTYallHHA

BayTpenHue manoBble n3MepeHus mokasaiu, 4ro peareHT Elecsys anti-TSHR (stotsr 801938, 840183
u 874011) uMeeT MOHMIKEHHYIO TOJICPAHTHOCTH K ONOTHHY Ha aHATATHYCCKHX MOIYyJIsIX cobas e 801 u
cobas e 402. Ananmu3zatop cobas e 411 u moxynu cobas e 601/602 He 3aTpOHYTHI.

M3mepenust mpoBOAMIIUCH Ha oOpas3nax ¢ KoHreHTpanuei anti-TSHR npuvepro 1 ME/n, 2 ME/n, 6
ME/n, 10 ME/n u 30 ME/n. Takxe B 3T 00pa3ibl 700aBisiin 6MOTHH B KoHIeHTpanusx 100 Hr/mi,
200 ar/mit, 300 ar/mi, 400 ar/mi, 600 ar/mir m 3600 HI/MII, a 3aTeM CpaBHUBAIM C WCXOTHBIMU
KOHIIEHTpalusiMu 6e3 OMoTHHA.

OTkIIOHEHUS OT crienupUKAIKK ObUTH 0OHAPYKEHBI TOJIHKO Y HEOOJIBINOM YacTH 00pa3IloB MAIMEHTOB,
rne koHnentpauus anti-TSHR cocrapnsina oxono 6 ME/n, a konnenrpanus 6uoruna — 6osee 100
ar/mu. Ilpu »ToM, BiMsSHME OWOTHMHA MOXHO HaOIOJaTh BO Bcex oOpaslax W TP BCEX €ro
KOHIICHTPALIUSX.

CoryacHO crenmuUKaUsIM HPOIYKTAa M PETHUCTPAIMOHHBIM JaHHBIM, 00pa3mbl ¢ KOHIEHTparuen
6uotrHa 100 HI/MJI cTaOUIBHO COOTBETCTBYIOT CrielU(UKAIMIM JIJIs1 BceX KOHIeHTpauuit anti-TSHR.
Tompko o0Opasnbl ¢ KoHIeHTpanued OwmormHa 200 HI/MIJI TOKa3alW OTKIOHCHHS, IPEBBIMAIOITIE
cnenudukanuio s konueHTpanuu anti-TSHR oxono 6 ME/n, npu ucnons3oBaHud JI0Ta peareHTOB
801938 (cpok rogrocTH: OKTAOPH 2025 1.). Jlns caenyromero jota 840183 (cpok rogHocTH: (eBpab
2026 r.) Tonpko oauH oOpasen ¢ KoHueHTparuei ouotuna 600 Hr/mia u anti-TSHR okono 6 ME/n
OKasajics BHe crenuduKaiuy Ha aHaATHYeckoM Mojyie cobas e 801. Jlns iora 874011 (cpok
TOAHOCTH: OKTSIOph 2026 T.) Ha aHAIUTHYECKOM MojyJe cobas € 402 ObLT 0OHAPYX EH TOJIBKO OJUH
oOpa3ser BHe crienudukaiuy, ¢ Konnenrpamnueit omornaa 400 ar/mi u anti-TSHR okomo 6 ME/.
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TouyHoe BIMSIHHME 3aBUCUT OT KOHKPETHOIO HOMeEpa JIOTa M MOJXKET pa3jIudaThCsl I pa3HbIX
KoHIleHTpauuii. Yem Bbie koHeHTpanus anti-TSHR, Tem MeHbIe BusiHre nHTEpQepeHInn ONOTHHA
JUTst 00pa3IoB ¢ mokaszateneM 6oiee 10 ME/m.

Hns nonyyenus Oonee noopobHOU uHopmayuu, nNONCATYUCMA, O3HAKOMbMECL C NPUKPENTIeHHbIM
0030pom, 20e npeocmasienvl 6ce 3Hauyumvle pezyiomamel. O0pasyvl, He cooOmeemcmeyiouue
cneyupurayusm, euloenenvl KPACHbIM YGemom.

Cnemnduxanms 1 naTepdepeHIud OHOTHHA:
e JIlmama3on konuentrpamuii ot 1,1 ME/x 1o 5§ ME/n: otkinonenne <£0,75 ME/n.
o /Imana3oH koHueHtTpauuii ot > S ME/x1 no 40 ME/x: otknonenue <15%.

HezaBucumMo ot 100aBI€HHON KOHIIEHTpAIMH OMOTHHA, 00Pa3Ilbl, HAXOASIIUECS OKOJIO MEIUIIMHCKON
ToukH npuHATHS perrenus (1,75 ME/), a Takke 00pa3Iisl ¢ KOHIICHTpaIiei okoo u 6omee 10 ME/n,

CTaOMIIBHO COOTBCTCTBYIOT CHeI_II/I(I)I/IKaI_[I/I}IM AJIs1 BCEX JIOTOB PEarcHTOB U l'IJ'IaT(I)OpM‘

Pe3vabTaThl pacciaeaoBaHus

[IpyurHa CHUXXEHHOW TOJNEPAHTHOCTH K OHOTHHY B HACTOSINEE BpeMs paccieayeTcsl, 4YToObI
MPeIOTBPATUTH IOBTOPEHHE MTPOOIEMBI B Oy AyIINX HapTUSX.

OneHka pucKa

YacTroTa BO3HHKHOBEHUSA

CrarucTudeckuii aHaIu3 MOKa3bIBaeT, YTo nmpuMepHo y 1 3 9000 nmarmeHToB KOHIIEHTpanus OMOTHHA
npesbimaer 100 Hr/mit. Oxosno 3% pe3ynbTaToB MOKa3bIBaOT KoHIeHTpanuto anti-TSHR ot 5 mo 10
ME/n. Coderanue ITHX (akTopoB O3HaYaeT, 4TO
IpUMEpHO 3—4 maryeHTa Ha MUJUIMOH MOTYT OBbITh 3aTpOoHYThl. OOIIMI OCTaTOYHBIA PUCK CUUTAETCS
pUEMIIEMbIM, 1 MEJMIIMHCKUH PUCK JIJIS TTAIISHTOB KpaifHe MaJTOBEPOSITCH.

Jlo HacTosimiero BpeMeHU He ObUIO 3aperuMCcTPUpPOBAHO HU OJHOM peKiIaMalliH, CBSI3aHHOM ¢ STHUM
BOIIPOCOM, ¢ MOMeHTa kKomMmepruatm3auu Elecsys anti-TSHR V2 B mae 2020 ropa.

BeposaTHOCTh 00HApY:KeHHS

Brisieiienne mpoOJieMbl 3aTpyJHEHO O€3 MpeIBapUTEIIbHOTO 3HAHHS KOHIICHTPAlUd OWOTHHA W
oXXHJaeMoi KoHeHTpanuu anti-TSHR.

Cepbe3HocTh MOCTEACTBHIA

Ha ocHOBe olleHKH PO IyKTa, MPOBEAEHHON COBMECTHO € aHAIM30M PHCKOB M O€30MAaCHOCTH MPOJIYKTa,
CTEIEHb OTKJIIOHCHHs PEe3yJIbTATOB Y 3aTPOHYTHIX MAIMCHTOB WJIM JIMATHOCTUYECKUX TECTOB ObLia
ompejesicHa KaK MPUEMJIEMbI OCTATOYHBIM pPUCK. MEIUIIMHCKUM pPUCK U TAlMCHTOB W
moJib30BaTesiel KpaitHe MayioBepositeH. [1o 3Toit mpuunHe, omeHka omacHocTH s 310poBbs (Health
Hazard Evaluation) He TpeOyeTcs.

Basxaasa nadopmanus

B cBsBu ¢ oOmenpruemieMbIM PUCKOM IIOCTaBKa BCeX TPEX JIOTOB PEAreHTOB OCYINECTBILIETCS B
o0bsryHOM Topsizike no mporenype FEFO (First Expired, First Out — «mepBbIM HCTEKaeT CPOK, IEPBBIM
OTTPYKECHY ).
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PacnpochaHeHne HACTOAIIEr0 YBEAOMJICHHUS 110 KAYE€CTBY HA MECTax

Hacrosiee YBenomienue mno kauecTBy Mpe/lHa3HAUYEHO IS BCEX 3aMHTEPECOBAHHBIX JIl B Batei
OpraHu3aIiy UK APYTUX OpraHU3alusX, KOTOPhIE MOJIydaad JaHHYIO POy KIIHIO.

[ToxkamylicTa, mepenuiuTe JaHHOEe YBEIOMIIEHUE APYTUM OpTraHU3aIMsIM/JIAIaM, KOTOPBIX OHA MOXKET
Kacarbesl.

[IpuHOCHM CBOM M3BUHEHUS 3a MPUYMHEHHBIE HEYJ00CTBA, KOTOPHIE MOTYT OBITH CBSI3aHBI C JaHHOM
cuTyauuel, u Hajeemcs Ha Baille moHrMaHue 1 MoAJIePHKKYy.

KoHTaKThI

B ciyuae BO3HHKHOBEHUS BOIIPOCOB 00paTHTECh, ITOXKATyHcTa, B PernoHaIbHBIN IEHTpP MO PKKH
1oJIb30BaTesiel 1abopaTropHOro 000py1I0BaHHUS.

becrinarnas muaus: 8 800 100-68-96

Bpewms pabotsl: nonenensHuk — nsaTHUNA ¢ 08:00 1o 18:00 mo MockoBckoMy BpeMeHI

e-mail: russia.rcsc@roche.com.

C yBaxxeHUeM,

Menemxep 1o nmpoyKIiuu MBaH o
Ten: +7 (495) 229-69-99 Kaprop  oooeierei
OnexktpoHHas moura: ivan.kargov(@roche.com NBan Kapros
Menemxep mo padboTe ¢ MEAUITUHCKUME BOTIPOCAMHU Maria At
Ten: +7 (495) 229-69-99 Kosyakova fessasssson
OnexkTpoHHas moura: maria.kosyakova@roche.com Mapus KocsikoBa
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[Mpunoxenune K YBeaomieHuo o kauectBy 0474/2409/2025 k QN-RDS-CoreLab-2025-091

Pe3yabTaThl HCC/IEIOBAHMS KACATEILHO CHMKEHHOM TOJIEPAHTHOCTH K OMOTHHY NPH
ucnoab3oBanun pearenta Anti-TSHR Elecsys E2G 300 V2

Crnennduxanusa (3a uckiaroyenuem CIIA):

Jnanason koHuentpaiuii ot 1.1 1o 5 ME/n: orknonenne </==+ 0.75 ME/n

JlnanasoH koHueHTpaiuii ot >/= 5 ME/n 1o 40 ME/n: otknonenue </= 15%

cobas® e 801 analytical unit

Reagentlot 801938 Reagentlot 840183 Reagentlot 874011
Biotin Concentration  Recovery | Concentration Recovery | Concentration Recovery
Concentration (/L] (/L] (/L]
[ng/mL]
Sample 1 0 [reference] 1.66 100% 1.85 100% 1.80 100%
100 1.30 78.3% 1.59 85.9% 1.49 82.7%
200 1.05 63.4% 1.49 80.7% 1.39 77.1%
300 1.01 60.9% 1.30 70.5% 1.27 70.5%
400 1.04 63.0% 1.34 72.6% 1.31 72.6%
600 1.08 65.3% 1.24 67.1% 1.25 69.3%
Sample 2 0 [reference] 5.49 100% 6.02 100% 5.22 100%
100 A.77 86.9% 5.53 91.9% 4.78 91.6%
200 4.69 85.4% 5.44 90.4% 4.68 89.7%
463 5.23 86.9% 4.62 88.4%
400 o 5.39 89.6% 4.48 85.8%
600 5 88.8% k & 4.64 88.8%
Sample 3 0 [reference] 10.26 100% 10.39 100% 10.37 100%
100 9.51 92.7% 10.05 96.7% 10.01 96.5%
200 9.36 91.3% 9.94 95.7% 9.87 95.2%
300 9.29 90.5% 10.02 96.4% 9.82 94.7%
400 9.31 90.7% 9.52 91.6% 9.54 92.0%
600 9.54 93.0% 9.39 90.4% 9.60 92.5%

Ta6mz1ua 1. PC3YJ'IBT3.TBI HCCJICA0OBaHNA, OCHOBAHHBIC HAa YCTBIPCXKPATHOM ONPCACICHUN




[Mpunoxenue k YBegomieHuto mo kauectBy 0474/2409/2025 k QN-RDS-CorelLab-2025-091

PesyabTaTsl Hecjief0BaHNS KacaTeJIbHO CHUKEHHOM TOJIEPAHTHOCTH K OMOTHHY NPH
ucnoab3oBanun pearenra Anti-TSHR Elecsys E2G 300 V2
Crnennduxanusa (3a uckiaroyenuem CIIA):

Cnenudukanus (3a uckimouenuem CIIA):

JHuanazon koHnentpauuit ot 1.1 1o 5 ME/n: otknonenue </=+ 0.75 ME/n

Jlnana3oH KoHIeHTpauuit ot >/= 5 ME/a no 40 ME/n: otknonenue </= 15%

cobas® e 402 analytical unit

Reagent ot 801938 Reagent lot 840183 Reagentlot 874011
Biotin Concentration Recovery |Concentration Recovery | Concentration Recovery
Concentration [Iu/L] (/L [IU/L]
[ng/mL]
Sample 1 | O[reference] 1.49 100% 1.53 100% 1.61 100%
100 1.08 72.1% 1.37 89.5% 1.44 89.4%
200 0.99 66.2% 1.34 87.5% 1.36 84.8%
300 0.88 59.3% 1.10 72.1% 1.19 73.9%
400 0.89 59.7% 1.01 65.9% 1.24 77.4%
600 1.03 68.8% 1.06 69.4% 1.25 77.6%
Sample 2 | O[reference] 5.68 100% 5.50 100% 5.32 100%
100 4.91 86.5% 5.10 92.9% 4.84 91.1%
200 ‘ 4.92 89.5% 4.58
300 4.82 87.6% 4.62
400 4.84 88.0% !
600 4.83 87.8% :
Sample 3 | O[reference] 10.26 100% 10.20 100% 10.39 100%
100 9.52 92.8% 9.26 90.8% 9.84 94.7%
200 9.30 90.7% 9.45 92.7% 9.59 92.3%
300 9.26 90.3% 9.18 90.0% 9.55 91.8%
400 9.11 88.8% 9.04 88.7% 9.69 93.2%
600 9.30 90.7% 9.1 89.4% 9.60 92.4%

Tabnuua 2. Pe3ynbTaTel nccie10BaHUs, OCHOBaHHbBIE Ha YETHIPEXKPATHOM ONpEeNIEHUN



