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Habop xaanGpaTopos i/12 K0/1HYECTBEHHOr0 ONPECICHANN CYMMbl XOPHOHHYECKOr0 rOHANOTPONRHA |
yenoseka (XI'M) n f-cybnenmannb XI'Y HsMMYHOXeMIIIIOMAHCCUCHTHLIM METOAOM B CHIBOPOTKE M
Na3Me KPOBH 9¢/I0BEKA /18 AHATH3ATOPOB B MoayJel aMMyHoxaMEIeckux cobas e (HCGH CalSet
cobas e analyzers / HCG-BETA CalSet)

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

3NEKTPOHHAS KONHA OGOPMAEHA LIEHTPOM HCMIbITAHII W PETMCTPALIMI MERHLMHCKUX H3DENHIA



Ha6op Kanu6paTopoB AN KO/MYECTBEHHOrO OMPeAesieHMs CyMMbl XOPMOHWYECKOro roHagoTponuHa 4enoBeka (XMY) u P-cy6begnHuMLbl
NMMYHOXEMUMIOMMUHECLEHTHBIM METO/Z0OM B CbIBOPOTKE U N1a3Me KPOBY Ye/l0BEKa [/19 aHa/IM3aTopoB U Moy et UMMYHOXMMUYecKux cobas e (HCG+p

CalSet cobas e analyzers/ HCG-BETA CalSet)
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M60p KanubpaTopoB 419 KOIMYECTBEHHOI0 onpefesieHNns CyMMbl XOPUOHNYECKOT0 FOHaAO0TPOMNUH;
rcnoeka (XIr'Y) u P-cyb6begmHmnybl XY MMMYHOXEMUNIOMUHECLEHTHLIM METO4OM B CbIBOPOTKE
[a3me KpoBM 4YesioBeKa A1 aHannM3aTopoB U MoAynen UMMYyHOXMMKU4Yecknx cobas e (HCG+B CalSet
robas e analyzers / HCG-BETA CalSet)|

[L Kanu6paTop 1 (HC6+ BETA Call), dpnakoH, 06bem 1,0 MA - 2w T »\
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Op KanimbpaTopoB AN1A KOJIMYECTBEHHOr0 ornpeAeneHnss CyMMbl XOPMOHMYECKOro roHafoTponunHa,

oBeka (XI'Y) n p-cybbegnHuuybl XI'Y MMMYyHOXeMUTHOMUHECLEHTHBIM METOA0M B CbIBOPOTKE U

rasMe KpoBW YenoBeKa Ans aHann3aTopoB 1 MoAy/el UMMYHOXUMnyeckux cobas e (HCG+P CalSet
| HCG-BETA CalSet)!

Kanu6paTop 2 (HCG+BETA Call), ¢onakoH, o6bem 1,0mMn-2 w .|

Bera cai?
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[abop kKannbpaTopoB AN KONMYECTBEHHOIO OMpefesieHNsA CYMMbl XOPMOHUYECKOro roHafoTponunHa Yyenoseka (XIMY) un P-cybbeanHumubl
IMMYHOXEMUTIOMMUHECLLEHTHLIM MeTO0M B CbIBOPOTKE M Maa3Me KPOBU YenoBeKa A1 aHanM3aTopoB > Mo;yiein MMMyHoxnmunyeckmnx cobas e (HCG+p
'alSet cobas e analyzers / HCG -BETA CalSet]
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[abop KannbpaTopoB ANA KOMMYECTBEHHOrO OMnpefeneHUa CYMMbl XOPMOHWYECKOro roHajoTponuHa 4venoseka (XIry) v p-cy6~guHunu”
IMMYHOXEMUTIOMUHECLLEHTHLIM METOAOM B CbIBOPOTKE M Nia3Me KPOBU Ye/l0BeKa A1 aHanM3aToOpoB 1 MOAY/1eEM MMMYHOXUMUYECKMX cobas e
malSet cobas e analyzers/ HCG -BETA CalSet)

®nakoH NycTON ~4 wWT. (2 hnakoHa CYEPHON KPbI LWL KON)
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Ml AT
Op KannépaTopoB ANs KONMYECTBEHHOrO OnpeAeneHns CyMMbl XOPMOHUYECKOro FoOHaA0TPoNuHa

f AtoBeka (XI'4) n p-cybbeamHmubl XIT'Y MMMYHOXEMUNOMUHECLEHTHLIM METOA0M B CbIBOPOTKE U
KT Me KPOBM YenoBeKa Ans aHanMlaTopoB M MO,1y/ei MMMYyHOXMMMYeckux cobas e (HCG+p CalSet

fobas e analyzers / HCG -BETA CalSet)

KapTa ¢ WTprx-KogoM

HCG-BETA
(HZaISet

andcobateanalyiets
03302652

Hot) 494101
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TOp KanmbpaTopos A/11 KOJIMYECTBEHHOIO ONpPefesieHNA CyMMbl XOPUOHUYECKOr0 roHafoTponnHa
yenoeeka (XIM'Y) n p-cybbeanHuubl XY MMMYHOXEMUMTIOMUHECLEHTHLIM METOAOM B CbIBOPOTKE U
sinasme KpOBW YefloBeKa /19 aHannM3aTopoB U moaynen nMmyHoxmmmueckmnx cobas e (HCG+P CalSet
cobas e analyzers / HCG-BETA CalSet)

OTUKETKaA CO WTPUX-KOAOM AN hnakoHa - 12 wT

HC6-BETACall 03302652 S
8 2022-01"1 1W14M10103
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Wop KanubpaTtopos 418 KOJIMYECTBEHHOrO onpefeneHns cyMMbl XOPUOHNYECKOTo FOHaA0TpoNnnHa
toeeka (XI'4) n P-cy6beanHuubl XIT'Y MMMYHOXEMUTIOMUHECLLEHTHBIM METOAOM B CbIBOPOTKE U

Mnasmve KPoOBW 4YesioBeKa A1 aHanM3aTopoB U Moaynein UMMyHoxnMmunudeckmnx cobas e (HCG+P CalSet
/cobas e analyzers / HCG-BETA CalSet)

MakeT MapKMPOBKM Ha PYCCKOM s13blKe

Habop kal6paTopoB A1 KO/IMYECTBEHHOIO OMNpeAesieHns CYMMbl XOPUMOHWNYECKOro

roHagoTponuHa yenoseka (Xru " p-cy6beanHNLbI Xry

UMMYHOXEMWUTIIOMUHECLLIEHTHBIM METO/IOM B CbIBOPOTKE U Ma3Me KPoBUY YesioBeka A/is

aHanlaTopoB M Moay-neii ummyHoxummueckmx cobas e (HCG+P CalSet cobas e
Cp analyzers / HCG - BETA CalSet)

CocTaB:

1. Kanubpatop 1(HCG+ BETA Cali).pnakoH. o6bem 1.0 ma 2 wWT.
2. Kanubpatop 2 (HCG+BETA Cal2).conakoH. 06bem 1,0 Ma - 2 .
3. ®naKkoH NycTon - 4 wr.

4. KapTa Cc WWTPUX-KoJ0oMm

5. JIuCT ¢ WTpux-Kofamu

6. SWKeTKa CO WITPUX-KOLOM ANA hnakoHa - 12 wT.

7. VIHCTPYKUMSA MO NPUMEHEHNIO.

PersctpansoHBoe ygocTtoBepeBBe Ne P'LL 2020/9719 oT

CpoOK rogHoCcT CM. Ha ynakoBKe

TemnepaTtypa XpaHeHsi CM. Ha yrnakoBKe

Homep nota cM. Ha yrnakoBKe

ABTBTena Kk BY 1,2 B Bupycy renatuta C B HBsSAg oTcyTcTBYIOT

MpoH1BoaBTe.1b: «Roche Diagnostics GmbH» ("Pow JinarHoctekc Mm6X™), Sandhofer Strasse 116,
6830S Mannheim, Germany, NepmaunBs

M3genve npegua>HadeHo TONbKO ANA ABa| BOCTHKH in vitro

Yno.lHomoueBBbIl NpeacTaBuTeNb NpoB{BOAUTENS Na TeppuTopumn PD: O6LLECTBO C OrpaHNYeHHOM
OTBETCTBEHHOCTbIO «Pow [AdwnarHoctmka Pyc» (OCHO «Pow [uarHocnlka Pyc»), 107031, MockBsa,
TpybHas nnowagb, 4.2 Ten: +7 495 229-69-99, dakc: +7 495 229-62-64. E-mail:
moscow.reception_dia@roche.com

Kar. Homep 03302652190
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>50p KannobpaTopos 419 KOIMYECTBEHHOI0 OonpefenieHns CyMMbl XOPUOHNYECKOro roHagoTponuHa

YUenoeeka (XI'Y) n p-cybbeguHuuybl XIM'Y MMMYyHOXeMUIKOMUWHECUEHTHBIM MeTOA40M B CbIBOPOTKE Y
/Anasme KpOBW YenoBeKa 418 aHanM3aTopoB U MOAYen MMMYHOXMMUYecKux cobas e (HCG+P CalSet
cobas e analyzers / HCG-BETA CalSet)

MOHET MapKUpPOBKN BEPXHEN CTOPOHbLI KAP T OHHOM MakeT MapKnpoBKM GOKOBO CTOPOHbLI KAapT OHHOIA

ynakKoBKU ynakoBKu

HCG+P CalSet

H317.H412

cobas e analyzers P261P273.P280
P333+P313.P362*P364
peoL HCG+P CalSet [REFI (240)03302652190
03302652190 ICONTENTI

H ofl (10)00000000

Call->2x1.0 mL ForUSA; CONTENT

Cal2->2x1.0mL S 20(XM)1-31
Call Human chorionic gonadotropin
COBAS. COBAS E (from urine) in buffered human 3 200(Mu-01
and ELECSYS are serum matrix [W M (01)04015630919406
trademarks of Roche.
Roche Diagnostics GmbH Cal2 Human chorionic gonadotropin
d Sandhofer Str. tI6 (from urine) in buffered human
D-66305 Mannheim serum matrix
§ Distribution in USA by: m
| Roche Diagnostics, C C0123 ~2-i X
| Indianapolis, IN )
| Made in Germany 03 [QNdtttoo,fO (jie com!
W w
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Roch CObaS Rxonly 04
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