doTorpaduUecKkHe H300paKeHHA

HaGop xaanGpaTopoB A8 KOJHIECTBEHHOr0 ONpeAeaeHHs
aernapo3nuanzpocrepona cyabdara (AI'IA-C)
HMMYROXeMH/IIOMHHECIIEHTHLIM METOZOM B ChIBOPOTKE H NJia3Me KPOBH
4e0BEKA AN AHAIH3ATOPOB H MOAYJell HMMYHOXHMHYECKHX cobas e
(DHEA-S CalSet Elecsys and cobas ¢ analyzers)

3NEKTPOHHAS KONHA 0GOPMAEHA LIEHTPOM HCMIbITAHIA/ W PETUCTPALIMI MERHLMHCKWX H3ENHIA
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Haoop kanmbpaTopoB AN KONMYECTBEHHOTO OHpPeneneHns AernapoanHaHapoCcTepoHa
cynbata (4r3A-C) UMMYHOXEMUTIOMHNECLLEHTMBIM METOAOM B CbIBOPOTKE UM Maa3mMe KpoBU
yefioBeKa Ang aHanMlaropos v Mmoayneii HMMYHOXMMHYeCKHX cobas e (DHEA-S CalSet Elecsys

and cobas e analyzers)

Kann6patop 1(DHEA-S Call) -2 lur

4\
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Habop kann6paTopoB ;MH KO.l1l1l4eCrBEHHOL0 onpeeneHus gerHgponwangpocrepoHa cynsdata (4M'M-C) UMMYHOXEMUTIOMUHCCLENTMNbLIM
METOAOM B CbIBOPOTKE M Naa3mMe KPOBU 4Yes0BEKa 4N aHANlMaToOpoOB 1 MOAYynen MMMYyHOXuMun4yecknx cobas e (DHEA-S CalSet Elecsys and
cobas e analyzers)

Kanunbpatop 2 (DHEA-S Cal2) - 2 im.

et ii*-> A i

Elecsys |

16
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Habop KanH6paropoB 418 KONMYECTBEHHOTO onpeAeneHuns gerHgpornuadgpoctepoHa cynotata (4F9A-C) UMMYHOXEMHAIOMUHECLEH THBIM
MeTOAOM B CbIBOPOTKE M Naa3Me KPOBM YenoBeka 419 aHann3aTopoB U Mogyneil HMMYHoxmMMunyeckux cobas e (DHEA-S CalSet Elecsys and
cobas e analyzers)

® nakoH fivcToii ~ 4 hit. (2 hit. c YepPHOI KPbILWKOi)
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Habop kannbpaTopoB 4/19 KOJIMYECTBEHHOI0 ONpPefesieHnsa ernapoanmaHapocTepoHa
cynbpata (AFr3A-C) UMMYHOXEMHIOMUHECLEHTHBIM METOA0OM B CbIBOPOTKE U MNasmMe
KpPOBW YesI0BEKA /11 aHA/IM3aTOPOB U MOAy/ell UMMYHOXMMUYECKUX cobas e (DHEA-S
CalSet Elecsys and cobas e analyzers)

KapTa Cc WTPMUX-KOAOM

DHEA’S
CaiSet

Elecsys
and coIm e analyzers

03000095 740
[LOTI 569324

01
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Habop KannbpatopoB 415 KO/IMYECTBEHHOIO ONpeAeneHns erngposnmaHipocTepoHa
cynbata (AT 3A-C) UMMYHOXEMUTIOMHHECLEHTHBIM METOLOM B CbIBOPOTKE W Na3me
KPOBW 4YesioBeKa A1 aHann3aTopoB M MoAyneit UMMYHOXUMmn4Yecknx cobas e (DHEA>S

CalSet E|GC§\HISEA-SC]|1 03000088 9 .DHEA-ICIl w T 9 OHEA-8 Call 6%88&3 5

S 202°01-31 Wl 56932401
JTUKeTKa COJ[I TPNX-KOAOM A5 qonaKA)Ha

1208750569324

181208746 7401208750
OHEA-S Call 03000005 3 OHEA-S Call 03000005 3 DHEA-SCaM 03000098 9
8 2023"1-31 MW S6932401 8 20234131 w 50932401 " 8 20234131 W 50032401 ~

1208749589324 751569324 1208753509324
7401206740 7491206751 7491200753
IDHEA-SCal2 0000095 3 DKEA-S Cal2 S 3 | DHEA-S Cal2 (03000005 3
1'8 20234141 + 50932401 »
N8 20234141 w 50932401 820234141 W 56932401
2202396569324
2202394569324 7492202396
7492202394
DHEA-SCal2 03000095 3
DHEA-SCal2 03000095 3 DHEA-SCOI2 02000095 3 :
820234141 1156932401 ~
8 20234141 + 50932401 8 20234141 W S0932401
“ “| 2202397569324
2202395569324 7492202397

7492202395
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MakeT MAPKHPOBKH HA PYCCKOM R3bIKE

HaBop xaaulpaTopoB AAR KORHMECTBEHHOIO ONPLACHCHEA NCTHIAPOINHAHAPICTEPOHS CYALPAT
(AT3A-C) aMMYHOXEMHNIOMHACCIICHTHLIM METOXOM B CLIBOPOTKE H HIIAIME KPOBN 9CN0BEKE HA
AHANMIATOPAX K MOAYARX HMMYHOXHMuueckux cobas ¢ (DHEA-S CalSet Elecsys and cobas ¢
analyzers)

Cocras:

1. KaanGpatop 1 (DHEA-S Cail), ¢asxon, obnenm 1 mn, 2 w.

2, KannGpavop 2 (DHEA-S Cal2), daawon, obbem 1 ma, 2 wr.,

3. Paaxon nycrol — 4 wiT.

4, Kapra c miTpux-xoaom

5. JvHKeTRa €O WTPAX-KOUOM 4NN PAaKons ~ 12 mT,

6. Huerpyxuss no npHMeseHNI0.

Perncrpaunonnoe yaocrosepenne Mo P3H 2020/9550 o1

Cpox rOHOCTH CM, HA YaXORXe

Temneparypa XpaHSHUS CM. HA YNAKOBKE

Homep nota cM. Ha ynaxoske

Anturena k BHY 1, 2 n supycy renatira C n HBsAg orcyrerayior

Hpoussoamrens: «Roche Diagnostics GmbH» ("Pom Juarnocrare I'm6X"), Sandhofer Strasse 116,
68305 Maunheim, Germany, Fepmanun

Hagense npeaHassuaveno TOALKO A1 AHATHOCTHKH in vitro

YaonuoMoweRHbIl NPEACTABHTEAL NPOHIBOAHTENN Ha TeppuTopun PP: OOuicCTBO ¢ OrpaHHuCHHON
OTBETCTBCHHOCTHIO «Pomr Ruarsocthka Pye» (OO0 «Pow Muarnoctuka Pyc»), 107031, Mockaa,
Tpybuas mnomans, a2 Tem: +7 495 229-69-99, daxc: +7 495 229-62.64. E-mail:
moscow.reception_dia@roche.com

Kar. nomep 03000095122
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MapKu1poBKa KapTOHHOW YNaKoBKM

Habop kanubpaTtopoB AN  KOMMYECTBEHHOro oOnpefenieHNs  pervpposnuaHgpoctepoHa cyneata (AF9A-C)
UMMYHOXEMUTIIOMUHECLLEHTHLIM METO4OM B CbIBOPOTKe M MNia3Me KPOBM 4YesloBeka Ha aHanm3aTopax M Mogynsx

nMMyHoxmmMmuyeckux cobas e (DHEA>S CalSet Eiecsys and cobas e analyzers)

DHEA-S CalSet

Eiecsys and
cobas € analyzers

REF 03000095122 CONTENT

Can 2x1.0 mi
Cal2 2x1.0 ml

COBAS.COBAS E
and ELECSYS are trademarks of

Roche.

n Roche Diagnostics GmbH
" SandhoferStr. 116

D-68305 Mannheim
9 Distribution in USA by; |\D] C € 0123

g Roche Diagnostics,

ndlangpolls, IN i dialog com
ade in Germany 02

~Roche” CO bas*

BepxHssi CTOPOHA KapTOHHOW ynakoBKM
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DHEA-S CalSet (240)03000095122
[LOT] (1000000000

For USA: 5 20000131

Calt DHEAS (yrihkc) i a ogleted 20000101
humen serum

Cor DHENS bt acoplowd | [CTIN] (01)04015630917389
humen serum malrix

R only o4 Ghoche)

BokoBan cTopona KapTounoi yNaxkoBku
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MapknpoBka (p1akoHOB Habopa KanmbpaTopos

Habop KanubpaTopoB [1A  KOAWYECTBEHHOrO OMpeAenieHns  fernapoanuaHgpoctepoHa cynbgata (4 9A-C)
UMMYHOXEMUTIIOMUHECLLEHTHBIM METO4OM B CbIBOPOTKE M Mja3Me KPOBM Ye/fioBeKa Ha aHanmMsaTopax M MOAYsX
MMMyHoxmmMu4eckux cobas e (DHEA-S CaiSet Eiecsys and cobas e analyzers)

DHEA-S Can

Eiecsys 10mL
(03000095 25 o3

EH Q<S>0

Kanu6patop 1 (DHEA-S Call), nakoH, 06bem 1 mn, 2 wr.

DHEA-S Cal2

Eiecsys —»1on. ©
03000095

Li# QO<S=4Ycl

Kanu6patop 2 (DHEA-S Cal2), pnakoH, 06bem 1 mn, 2 wWr.

(12)
S 2 5 2
/\S < 5
tw § o8
o D1 o Ccu
01 "

1A 1o}

5 2 o 2
0) 2 NS
o8 o od
o D1 o D1

dakoH nycTol - 4 wr.
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Bcero npoHymeposaHo,

MPOLUHYPOBAHO U

CKpensieHa neyarbio
~(~nwncta (oB)

M goBepeHHOCTY
ot 30.01.2023 .



