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MHCTPYKUWNA MO MPUMEHEHWIO
M3oToHnuecknini pacteBop SAMSUNG LABGEO HC

PeareHT gona aHanu3aTtopa rematonorunyeckoro SAMSUNG LABGEO
HC10 (IVD-C10A)

KaTt. Ne IVR-CO01A O61bEM 20 n

ToNbKO AN in Vitro gnarHocTukm

HA3SHAYEHWE

Bxogut B cOocCTaB Habopa peareHToB ans aHanusaTtopa
remaTtonornyeckoro SAMSUNG LABGEO HC10, npegHa3Ha4YeHHOTo
ANA COBMECTHOrO MPUMEHEHUA C aHanM3aToOpPOM reMaToNormMyecknum
SAMSUNG LABGEO HC10 gns npoBeaeHuss o6UW,ero KAWMHWUYECKOTO
aHanunsa UeNbHOW KPOBW C LeNnbl OonNpefesieHUsa: KOHLeHTpauwuwu
P OpPMEeHHbIX 3/1EMEHTOB (copepxaHus IpMTPOLUTOB RBC,
copgepxaHua TpombouutoB PLT, copgepxaHua nenkoumntoB WBC);
apuTpounTapHblX MHAeKcOoB (cpepaHero o6béma apuTpoumta MCV,
cpepHero cogepxaHua remornobuHa B aputpounte MCH, cpepHeil
KOHUeHTpauun remornobunHa B a3puTpoumTapHoin macce MCHC,
W UPUHBI pacnpepeneHnsa IpUTPOLMUTOB no 06bEMY RDW);
TpomMbGOUMTapHbIX MHAEKCOB (cpeaHero o6béma Tpomboumta MPV,
Tpomb6okputa PCT, wWupuHbl pacnpepeneHusa TpombouuTtoB no
06bEMY PDW); nemkountTapHom dopmMynbl (abcontwTHOTO
cogepxXxaHua nummdpountos LYM, OTHOCUTENbHOro cojepXaHus
nmmdpouyntoB LYM%, abconwTHOro cogepxaHmsa mMoHoumtoB MON,
OTHOCWUTENbHOTO cojepXxaHusa MOHouumtoB MON %, ab6CcONTHOrO
cogepXxaHua rpaHynountoB GRA, OTHOCUTENbHOTO CcoOAepXaHusa
rpaHysioyunToB GRA%); rematokpuTta HCT; KOHLUeHTpauum
remornobnHa HGB B KAWHWKO-AMATHOCTUYECKMX nabopatopuax
ONS AMATHOCTUKK in vitro.

PeareHT aBnsaeTcs 6y epom, cTabunusnpoBaHHbIM "
OTPMUNbTPOBAHHbLIM 3M1eKTPONUTUYECKUM pacTtBopom ans
aBToMaTMyeckoro pas6aBneHus npob6 uyenoBeuvyeckoil kposBu. Bo
n3bexaHne 3aBefOMO OWMKOGOYHBIX Ppe3ynbTaToB He jJonyckaiTe
COBMECTHOTO NPUMEHEHUSA C peareHTaMy HECOBMECTUMbIX MapoK.
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COCTAB

Xnopug Hatpusa, %, He 6onee 1
Bycdepbl, %, He 6onee 1,1
KoHcepBaHT, %, He 6onee 0,4
Ctabunusatopbl, %, He 6onee 0,4
[MTOBEPXHOCTHO-aKTUBHbIE

BeuwecTtBa, %, He 6onee 3,5

MEPbI MPEAOCTOPOXHOCTMU

- PeareHT He COAEPXWUT a3ug U BpefHble ANS OKpyxatwuweli cpepbl
KOMMOHEHTHI.

- N36eraTb nonajaHna B rnasa, KOHTaKTa C KOXel u ofexpaoi

- MNpn nonagaHuum peareHtTa B rja3a WAW Ha KOXY TMNPOMbITb
06UNbHBIM KOMMYECTBOM BOAbl B TEYHEHWE HECKONIbKUX MUHYT.

- Heucnonb3yeMble EMKOCTU C peareHTOM JepXaTb 3aKpblTbiMU

- Monb3oBaTbcs nabopaTopHbIMKU NepyaTkamu npu obpaweHunm c
peareHToMm.

N 6oii 6nomatepuan Heo6xoanMo paccmaTpuBaTb Kak
NOTEHLUMANBbHO MH(MPULNPOBAHHBIA N NPUMEHATbL COOTBETCTBYHOLLYHO
TexHuKy paboTbl: MCNOAb30BaTb 3alUTHble NepyaTKuW, Macky u
TaMMNOHbI, €CNU oXujaeTcsa CBA3aHHOe C B3ATMEM 6GuomaTepuana
KpoBOTeUYeHMe.

- Cobnwpgatb ykalaHuma Hapnexaweih na6bopaTOpHOW MNpPaKTUKKU
(GLP) npu o6pauweHnn c peareHTom.

OTBEOP BVUOMATEPUVANA W NPOBOMNOATOTOBKA

B kauyecTBe npo6Gbl uUcnonb3yeTcA LenbHas KpPOBb YenoBeka,
cTabunusnpoBaHHas AHTUKOArynaHTOM SAOTA. JdonyckaerTtcH
XpaHeHne npo6 B npobupkax He 6Gonee 8- yacoB npwu
Temnepatype oT 18 go 30°C unum He 60nee 24 yacoB Npu ycnoBuwu
XpaHeHna B XonopaunbHuke oT 2 go 8°C.

MOATOTOBKA PEATEHTA

K obpauweHuio c peareHToM pgonyckakTcs ONbITHbI €
MeaApabOTHUKKU, B TOM 4ucne cOTPYyAHWKU nabopaTopuit, Bpaunm u
CpeAHNA MepUUNHCKWA nepcoHan.



- Mepepn, npumMmeHeHunemM Heo6xo4u1 MO Bblaep>kaTb eMmKocCc<w>> <

peareHToOM MNpuv KOMHAaATHOM TemMnepaTtype He MeHee 12-1 4acoB.
PeareHT TroToB K pa6oTe © MOXET GblTb MNOAKNWYEH K

aHannsaTopy HanpsMyl U3 KOHTelHepa

3AMEHA PEATEHTA

- OTKpbITb KpPblIWKY HOBOW EMKOCTM C peareHToM, YCTAHOBUTb
TPY6KYy C 3e/1EHOII MapKMPOBKOI.

- He ponyckaTb nonapgaHuss nNblAn BHYTPb EMKOCTM C peareHToMm
nwnn Tpybku, nlberatb MUKPOOGMONOTrMYeckoi KOHTamuHauuun. He
CMelWwmnBaTb peareHTbl M3 pa3HblX EMKOCTell Mexnay cob6oil.

- MNocne 3anonHeHunsa npubopa peareHTOM W3 HOBON EMKOCTU
Heo6xoaoumo M3MepUTh thoHOBbIE nokasaTtenu cornacHo
PykoBoacTBYy nMonb3oBaTensa aHanulaTtopa.

- MNpn ycTaHOBKEe peareHToB HOBOro nota (MapTuu) BLINONHUTH
KOHTpPONb KayecTBa UM MNpu Heo6XoAMMOCTM OTKanubpoBaTb
npuéop.

XPAHEHWNE, CTABU/NTIbHOCTb N YTUNN3ALWA
- Cpok rogHoctu cocTtaBnsaet 36 mecsaueB C JaTbl NpouM3BOACTBA,
npu xpaHeHun B Anana3oHe Temnepatyp 15 - 30°C.
- He wncnonb3oBaTb peareHT NO WCTEYEHWUID e€ro cpoka roA4HOCTH,
yKa3aHHOIo Ha 3TUKeTKe.
- BCKpbITbIli hpnakoH HEO6X0A4MMO MCNONb30BaTb B TeyeHue 120-u
AHEeNn, B NPOTMBHOM cny4vyae yTMAu3npoBaThb.
- B cnyyae 3aMOpO3KM peareHTa He fonyckKaeTcs ero npuMeHeHue.
ytunusauunio npou3BoOANTHL B COOTBETCTBUMU c
3aKoHOpgaTenbCTBOM, AelcTBywwunmMm Ha Tepputopunm Pd (CaHluH
N2.1.7.2790-10 oT 12 pekabpsa 2010 roga "CaHutapHO-
anupaemMunonornyeckne TpeboBaHMa K obpalL,eHUd ¢ MEAULUHCKUMM
oTxogamu"). Tepen yTunusauumelhi WUCNONb3OBAHHOrNO peareHTa
Heobxoaumo fo6aBuTb pacTBOp runoxnoputa obbemom 2 mMna Ha 1
N1 0OTXO[O0B U BblgepXxaTb B TedyeHue 1 yaca. [Janee yTmunusanposaTb
KaK MeAWLWHCKNWEe oTxoabl Knacca b. Heumcnonb3oBaHHbIW peareHTt
(B TOM 4yucne ¢ UCTEKWWUM CPOKOM TFOAHOCTM) YyTUAM3uMpoBaTb Kak
MeaWLMHCKME oTxoAabl knacca b.
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TpaHCcnopTMpoBKY crylileayeT ocyllecTBJ/IATbL mmcemm Bunagamm KHb..oTro
TpaHcnopTa, cobnogan TemMnepaTypHblIli peXuMum XpaHeHUs HabGopa

peareHToB.

FTAPAHTUI

FapaHTua pacnpocTpaHaeTcss Ha BCe XapaKTepUCTUKMU, YKa3aHHble
Ha 3TUKEeTKe WM B faHHOW WHCTPYKUMM B TeuyeHMe BCEro cpoka
rogHoOCTM npu co6nogeHnn ycnosuii XpaHeHus "
TPAHCNOPTUPOBKKU. [N NONyyeHUs WHMOpPMaUUM O TrapaHTuu
o6paTuTech K npogasuy.

MpousBoanTtenb usgenua: «CamcyHr 3nektpoHuke Ko., J140»
(Samsung Electronics Co., Ltd.) Pecnybnuka Kopea [/ 129,
Samsung-ro, Yeongtong-gu, Suwon-si, Gyeonggi-do, Republic of
Korea

Ten./dakc, (82) 2-2194-5436/(82)
jina.yoo@ samsung.com http://www.samsung.com
MpeTeH3M NO KauvecTBY wun3anenuma Ha Tepputopum PP
cnepyeTt HanpaB/iATb MO agpecy:

000 «HHumep-Mmnakc», Poccua, 115280, r. MockBa, 3-i
ABTO3aBopackuin np, 4.4,

Ten. (495) 734-91-31, 8-800-333-91-31, dakc: (495) 564-86-41.
E-mail: office@ unimedao.ru; http://www.unimedao.ru

2-556-3974,

YC/NOBHbIE OBO3HAYEHWNA

LLI O3HaKOMbTeCb C UHCTPYKLMEI

VD

MeanuuHckoe usgenue Ans in vitro gMarHocTuKM

Mcnonb3oBaTb A0

Ycnosna xpaHeHus



REF o
KatanoXHblit Homep

J Homep nota (napTtuun)

Aapeca npousBojcTBa:

1. «CamcyHr 9nektpoHuke Ko., ita» (Samsung Electronics Co.,
Ltd.) Pecnybnuka Kopes

129, Samsung-ro, Yeongtong-gu, Suwon-si, Gyeonggi-do,
Republic of Korea «
2. «AnaTtpoH M.N. 3pTt» (Diatron M.l., Zrt.) BeHrpus

H-1097, Budapest, Tablas Str. 39l

|EC IREPI EBpoOoneiickoe npeAcTaBUTENbCTBO:
Samsung Electronics (UK) LTD.

Bnakbbiow 6M3Hec-napk, CakcoHN Yali, Mateneiil
Blackbushe Business Park, Saxony Way, Yateley,
Xemnwup, GU46 6GG, CoeagnHeHHoe KoponesBcTBO
Bennkob6putaHum n CesepHoin pnanguu/
Hampshire, GU46 6GG, UK
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NMHCTPYKUUNNA MO NMPMMMEHEHUMEO
MpomblBaw wWunii pacteop SAMSUNG LABGEO HC
PeareHT gna aHanuszatopa SAMSUNG LABGEO HC10 (IVD-C10A)
Kat. Ne IVR-CO04A O6béM 1 n
TonbKo A4S in vitro gnarHocTukun

HA3SHAYEHUWE

Bxogut B cocCTaB Ha6opa peareHToB ans aHanusaTtopa
remaTtonornyeckoro SAMSUNG LABGEO HC10, npegHa3Ha4YeHHOTO
ONA COBMECTHOIO NPUMEHEHUSA C aHanNM3aToOpoOM remMaTo/lIorMyeckKnum
SAMSUNG LABGEO HC10 gnsa npoBepfeHus o6UWero KAMHUYECKOTOo
aHanusa UEeNbHON KPOBW C LEeNbl ONpefesieHNA: KOHLeHTpauuu
P OpMeEHHBIX 3/1eMEHTOB (copepxaHusa IpUTPOLUTOB RBC,
copgepXxaHus Tpomb6ounTtoB PLT, copepxaHusa nelikoyuntos WBC);
IpuTpouMTapHbIX MHAEKCOB (cpepHero ob6béma aputpounta MCV,
cpefHero cojepxaHus remorno6buHa B aputpounte MCH, cpepgHeli
KOHUeHTpauun remornobuHa B a3puTpouuTapHoin macce MCHC,
W UPUHDBI pacnpepneneHus IpuUTPOLMUTOB no 06bEMY RDW);
TpomMbGouMTapHbiX MHAEKCOB (cpepHero ob6béma Tpomboumta MPV,
Tpomb6okputa PCT, wWWpUHb pacnpegeneHna TpomM6OUMTOB nO
0b6bEMY PDW); nemnkoyuntTapHom dhopmynbl (abcontwTHOTO
cogepxaHuna nummdpountos LYM, OTHOCUTENbHOro copepXxaHusa
nmmdoyuntoB LYM%, abconwTHOro cogepxaHma mMoHouutoB MON,
OTHOCWUTENbHOTO cojepxaHua ™MoHouuntoB MON %, abCONKTHOrO
cogepXxaHua rpaHynountoB GRA, OTHOCUTENbHOTO CcoOAepXaHua
rpaHynouunToB GRA%); rematokpuTta HCT; KOHLUeHTpauum
remorno6buHa HGB B KAWHUKO-AMATHOCTMYECKUX nabopaTopusax
ONS AWATHOCTUKKM in vitro.

PeareHT saABnsietca CcTabunum3anpoBaHHbLIM U OTPUALTPOBAHHBLIM
JeTepreHTHbLIM  pacTBOpPOM ANA  perynsipHoi aBToOMaTu4yeckoi
NPOMbIBKM TUAapaBANYeCcKOW CUCTEMbl U U3MEpUTENbHbIX 6/10KOB
aHanusaTtopa, ypaneHusa 6eNKOBbIX U AUNUAHLIX OT/AOXEHUNR
BHYTpeHHel noBepxHocTun Tpybok npubopa. Bo wn3sbexaHue
3aBelOMO OWWUGOYHBLIX pe3ynbTaTOB He foNyckaiiTe COBMECTHOrO
NPUMEHEHUS C peareHTaMunM HECOBMECTUMbIX MapoK.
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COCTAB

Bycdepbl, %, He 6onee 1.0
KoHcepBaHT, %, He 6onee 0.5
Ctabunusatopbl, %, He 6onee 0.5
AeTtepreHTbl, %, He 6onee 1.0

MEPblI MPEAOCTOPOXHOCTWU

- PeareHT He copepXwuT asuja W BpefHbIX AN OKpyXakwuemn
cpeAbl KOMMNOHEHTOB.

- N36eraTb nonapgaHna B rnasa, KOHTakTa C KOXeW 1M ofexpoli.

- Mpu nonagaHum peareHtTa B rja3a WAM Ha KOXY TMNPOMbITb
O6MNbHBIM KONMMYECTBOM BO/Jbl B TEYEHUE HECKONIbKUX MUHYT.

- Hencnonb3yemble EMKOCTU C peareHToOM AepXaTb 3aKpPbITbIMU.

- Monb3oBaTbCcA nabopaTopHbIMUM NepyaTkaMu Npu obpaweHum.n c
peareHToMm.

N boii 6nomatepuan Heob6xoanmo paccmaTpuBaTb Kak
noTeHUManbHO MHMPULNUPOBAHHLIN N NPUMEHSATL COOTBETCTBYH WY
TexHuKy paboTbl: MCNONb30BaTb 3al/UTHble NepyaTKuW, Macky u
TaMMNOHbI, €C/IM O0XWAaeTcss CBA3aHHOe C B3ATMeM 6GuomaTepuana
KpOBOTeUYeHMUe.

- Cobniopgatb ykaszaHusa Hapgnexauwein nabopaTOpHOW nNpPaKTUKK
(GLP) npn obpaweHnn c peareHTom.

OTBOP BMUOMATEPVANA N MPOBOMNOATOTOBKA

B kauyecTtBe npobbl wMcnonb3yeTcsa LUefnbHas KpPOBb YesnoBeka,
ctabununanpoBaHHas aHTUKOArynaHTOM IA4TA. AdonyckaeTcsa
XpaHeHne npo6 B npobupkax He 6Gonee 8- yacoB npwu
TemnepaTtype oT 18 go 30°C wunm He 60nee 24 yacoB Npu ycnoBuwu
XpaHeHUa B xonogunbHuke oT 2 go 8°C.

NMOATOTOBKA PEATEHTA

K obpauweHuio c peareHToMm pgonyckakTtcs ONbITHbIE
MeapaboOTHUKKM, B TOM 4YuUcCe COTPYAHWKWM nabopaTopuii, Bpaunm wu
CpeAHNA MeagWUMHCKUI nepcoHan.



aHanusaTtopy HanpsiMmyir M3 KOHTeliHepa.
Mepes npuMeHeHWEeM Heo6GXOAMMO BbigepxaTb EMKOCTb C

peareHTOM Npy KOMHaTHOW TemnepaType He MeHee 12-u yacos.

3AMEHA PEATEHTA

- OTKpbITb KpbIWKY HOBOW EMKOCTM C peareHToM, YCTAaHOBUTHb
TPY6KY C CUHEl MapKMPOBKOW.

- He ponyckaTb nonapgaHus MbilAW BHYTPb EMKOCTW C peareHTom
nwnn Tpyobkum, nlberatb MUKPOOMONOrMYeckoi KOHTamMuHauyuun. He
CMelWnBaTb peareHTbl U3 pa3HbiXx EMKOCTell MexAay cob6O0ii.

- MNocne 3anonHeHuss npubopa peareHTOM U3 HOBOI EMKOCTHU
Heob6XxoanUMO M3MepUTh thOoHOBbIE nokasaTenu cornacHo
PykoBoacTBY nonb3oBaTens.

- Mpn ycTaHOBKe peareHTOB HOBOTO J/loTa BbIMNO/IHUTbL KOHTPO/b
KayecTBa ¥ Npu Heob6XxoAMMOCTU oTKanubpoBaTb npubop.

XPAHEHWNE, CTABUNBHOCTb N YTUNN3ALNA
- Cpok rogHoctu cocTtaBnseTt 48 mecsAueB C gaTbl NpouM3BOAcCTBA,
npu xpaHeHun B Amana3oHe TemnepaTtyp 15 - 30°C.
- He ucnonb3oBaTb peareHT MO WMCTEYEHWUID €ro cpokKa roOAHOCTH,
YKa3aHHOr0 Ha 3TUKeTKe.
- BckpbliTbii hnakoH Heo6XoAMMO MCNONb30BaTb B TeyeHue 120-u
OHel, B NPOTUBHOM cny4vyae yTuamsmposaTb.
- B cnyyae 3aMoOpo3KyM peareHta He fonyckaeTcs e€ro npumMeHeHue
YTtnnusayunio npou3BoANTb B COOTBETCTBUU c
3aKoHOfaTeNnbCTBOM, AeWCTBywW MM Ha Tepputopun Pd (CanluH
N2.1.7.2790-10 oT 12 pekabpsa 2010 roga "CaHuTtapHoO-
anupgemunonornyeckne tpebosaHMa K obpalweHNo ¢ MEOULUHCKUMMU
orxogammn"). Tepen yTunmsaumeid UCNONb30BAHHOIO peareHTta
Heobxoaumo fob6aBuTb pacTBOp runoxnoputa obbemom 2 mMa Ha 1
N OTX0[0B W BblgepXaTb B TedyeHue 1 vyaca. Janee ytunumsuposaTb
KaK MeAWLWHCKNWEe oTxoAbl Knacca Bb. Heumcnonb3oBaHHbIW peareHT
(B TOM 4yucne c UCTEKWWUM CPOKOM TFOAHOCTM) YTUNM3MPOBATb Kak
MeauLMHCKME oTxoAabl Knacca b.
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TpaHCcCNopTUMpPpOBKY crsileayeT ocyui,ecTBJ/IATbL BeemMu Buvwiomum K-pi.. 1n, ™

TpaHcnopTa, co6nofas TemnepaTypHbIi pexum xpaHeHusa Ha6opa
peareHToB.

FTAPAHTUN

FapaHTUa pacnpocTpaHseTcsi Ha BCe XapaKTepUCTUKU, YKa3aHHble
Ha 3TWKeTKEe WAU B AaHHOW WMHCTPYKUMM B TeyeHue BCero cpoka
rogHocTu npu co6nogeHnn ycnosuii XpaHeHus "
TPAHCNOPTUPOBKKU. [N nNoNyyeHUs wWHpoOpMaLUM O TrapaHTuu
o6paTuTech K npoaasLy.

MpounsBoautenb unsaenns: «CamMcyHr OnekTpoHuke Ko., JiTa»
(Samsung Electronics Co., Ltd.) Pecnybnuka Kopea [/ 129,
Samsung-ro, Yeongtong-gu, Suwon-si, Gyeonggi-do, Republic of
Korea

Ten./dakc, (82) 2-2194-5436/(82)
jina.yoo@ samsung.com http://www.samsung.com
MpeTeH3M No KavecTBy wu3genuna Ha Tepputopun PdD
cnenyetT HanpaB/iATb MO agpecy:

000 «HHumep-Mmnake», Poccus, 115280, r. MockBa, 3-i
ABTO3aBopacKuii np, 4.4,

Ten. (495) 734-91-31, 8-800-333-91-31, dakc: (495) 564-86-41.
E-mail: office@ unimedao.ru; http:// www.unimedao.ru

2-556-3974,

YCNOBHbBIE OBO3HAYEHWNA

CM O3HaKOMbTeCb C UHCTPYKLMEI

VD

MeauuuHCKOe n3aenue ANs in Vitro AMarHocTukm
Mcnonb3oBaTh A0

Ycnosusa xpaHeHusd
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Apnpeca npou3BoACTBa:
1. «CamcyHr 9nekTpoHuke Ko., 1Ita» (SAMSUNG Electronics Co.
Ltd.) Pecny6nuka Kopes
129, SAMSUNG-ro, Yeongtong-gu, Suwon-si, Gyeonggi-do,
Republic of Korea
2. «AnatpoH M.N. 3pTt» (Diatron M.l., Zrt.) BeHrpusa ,
H-1097, Budapest, Tablas Str. 39

IEC IREPI EBponelickoe npeAcTaBUTeNbCTBO:
SAMSUNG ELECTRONICS (UK) LTD.

Bnak6bbtlow 6M3Hec-napk, CaIKCOHMN Y3ii, Mateneiil
Blackbushe Business Park, Saxony Way, Yateley,
Xemnwup, GU46 6GG, CoegnHeHHoe KoponeBscTBO
Bennkob6putanmu n CesepHoii Wpnaungun/
Hampshire, GU46 6GG, UK
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NMHCTPYKUWMA MO NPMMEHEHNMIO

Nu3upytrowynm pacteBop SAMSUNG LABGEO HC
PeareHT gna aHanuszatopa SAMSUNG LABGEO HC10 (IVD-C10A)
Kat. Ne IVR-CO03A O6béM 1 n

TOoNbKO ANS in Vitro gnarHocTukm

HA3SHAUYEHWE

Bxogut B cocTaB Ha6opa peareHToB ans aHanusaTtopa
remaTtonornyeckoro SAMSUNG LABGEO HC10, npegHa3Ha4YeHHOTO
ONA COBMECTHOINoO MPMMEHEHUSA C aHanNM3aToOpoOM reMaToNormMyeckum
SAMSUNG LABGEO HC10 gns npoBepeHus obu,ero KAWMHWUYECKOTO
aHanunsa LUenbHOW KPOBW C LeNbl OnNpepeneHnA: KOHUeHTpauuu
D OpMEeHHbIX 3/1EMEHTOB (copepxaHusa 9pMTPOLUTOB RBC,
cogepxaHna TpombouutoB PLT, copgepxaHusa neinkoumntos WBC);
apuTpounTapHblX MHAEeKcOB (cpefgHero o6béma aputpouuta MCV,
cpefiHero copgepxaHusa remorno6uHa B aputpounmte MCH, cpepgHeli
KOHUeHTpaunn remornobuHa B a3puTpoumTapHoin macce MCHC,
W UPpUHBI pacnpepeneHuns 3pUTPOLMUTOB no 06bEMY RDW);
TpoMbGoUuNTapHbIX MHAEeKCcOB (cpegHero o6béma Tpombouumta MPV,
Tpomb6okputa PCT, wWuUpUHb pacnpepgeneHuna TpombouuTOoB nNO
06bEMY PDW); nemnkounTapHom dhopmynbl (abconwTHOTO
cogepXxaHua nAuMm@pountoB LYM, OTHOCUTENbHOrO0 cofepXaHusa
nmmpouyntoB LYM%, abconwTHOro copgepxaHmsa MoHoumtoB MON,
OTHOCWUTENbLHOTO cogepXaHua MoHouutoB MON %, abCconwTHOrO
cogepXxaHua rpaHynouuntoB GRA, OTHOCUTENbHOrO cofepXaHus
rpaHynouuMTOB GRA%); rematokpurta HCT; KOHUeHTpauuum
remorno6bnHa HGB B KAWHWKO-AMATHOCTUYECKMX nabopatopuax
ONSE AVAaTrHOCTUKK in vitro.

PeareHT aABnsieTca CcTabUNN3UPOBAHHBIM U OTPUALTPOBAHHBLIM
NM3npyu,MM pacTBoOpoM ANa cTpoMaTonusa KAeTok B npo6ax
yenoeBeuyeckoit KpoBuW. Bo wusbexaHue 3aBefOMO OWMUBGOYHLIX
pe3ynbTaToB He AONycKailTe COBMECTHOToO TNpUMeHeHus ¢
peareHTaMM HECOBMECTUMbIX MapoK.
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COCTAB

bBydpepbl, %, He 6onee 1
KoHcepBaHT, %, He 6onee 0,5
Ctabunusatopsbl, %, He 6onee 0,5
MOBEPXHOCTHO-aKTUBHbIE

BeuwectBa, %, He 6onee 3,5

MEPbI MPEOOCTOPOXHOCTU

- PeareHT He copepxuT asupa, UMaHUAa U BpPeAHbIX ANns
oKpyXxatwuwel cpefilbl KOMNOHEHTOB.

- N36eraTb nonajaHns B rnas3a, KOHTaKTa C KOXeN M ofexnoi.

- MNpu nonapgaHuWm peareHTa B Trfla3a WAWM Ha KOXY TMNPOMbITb
06UNbHBIM KOMMYECTBOM BOAbl B TEYUEHWE HECKONMIbKUX MUHYT.

- Hencnonb3yemble EMKOCTM C peareHTOM fAepXaTb 3aKpblTbIMU.

- Monb3oBaTbcsi NabopaToOpHbIMKW nNepyaTkamMum npu obGpaleHunm c
peareHToM.

N 6oii 6nomartepuan Heob6xogumo paccmaTpuBaTb Kak
NOTEHUMANbHO MHMPUUUPOBAHHbLIH U NMPUMEHSITb COOTBETCTBYH LY
TexHWKy paboTbl: MCNONb30BaTb 3alWTHble NepyaTKu, Macky u
TaMMNOHbI, €C/M OXupaeTcsa CBsi3aHHOe C B3ATMEM 6GuomMaTtTepuana
KpOBOTeUYeHMue.

- CobnwpgaTtb ykKasaHus Hapgnexauweldi nabopaTopHOin NpakTUKK
(GLP) npun obpaweHnn c peareHTom.

OTBEOP BEMOMATEPUVANA N MMPOBOMOATOTOBKA

B kauecTtBe npo6bl uMcnonb3yeTcA LUefbHas KPOBb 4YesoBekKa,
cTabunusmpoBaHHas aHTUKOArynaHTOM SAOTA. AdonyckaeTcH
XpaHeHne npo6 B nNpob6bumpkax He 6Oonee 8- 4yacoB npwu
TemnepaTtype oT 18 go 30°C unm He 6onee 24 yacoB NpuU ycnosuu
XpaHeHnsa B XonoaunbHuKe ot 2 o 8°C.

NMOATOTOBKA PEATEHTA

K obpaweHuto c peareHTom pgonyckakTcs ONbITHbIE
MeaApabGOTHUKM, B TOM 4uUCNe COTpyAHWKU nabopaTopuit, Bpaum wu
cCpeAHNn MegUUNHCKWIA nepcoHan.
- Tepep nNpuMeHeHWeEeM Heob6XoauMMO BbigepxaTb EMKOCTb C
peareHToOM MNpuM KOMHaTHOW TemnepaType He MeHee 12-u 4acoB.



PearenT rotToe < paGcoTe n Mo>keT SLITE noaoknoueH
aHanmMsaTopy HanpsiMmyro 13 KOHTelHepa.

3AMEHA PEATEHTA

- OTKpPbITb KpbIWKY HOBOW EMKOCTM C peareHToM, YCTaHOBUTb
TPY6KY C XENTOW MapKUpPOBKOW.

- He ponyckaTb nomajgaHuss nNblAKM BHYTPb EMKOCTM C peareHToMm
nnn TpybKKu, ms3beraTb MUKPOOGBMONOrMYECKON KOHTaMuHauuum. He
CMelWnBaTb peareHTbl U3 pa3HbiXx EMKOCTEl Mexay coboii.

- lMocne 3anonHeHuss npu6opa peareHTOM W3 HOBOW EMKOCTH
Heob6xoguMO M3MeEpPUTb (hOoHOBbIE nokasaTtenu cornacHo
PykoBoAcCTBY Nosb30BaTens. ,

- Mpu ycTaHOBKE peareHTOB HOBOTFO /s10Ta BbIMOJHUTb KOHTPO/b
KayecTBa ¥ nNpuM Heob6xoaumocTu oTkanmbpoBaTb Npubop.

XPAHEHWE, CTABUJIBHOCTb N YTUNTN3ALWNA
- Cpok rogHoctu cocTtaBnsaet 48 mecsaueB € gaTbl npousBopcTBa,
npu xpaHeHun B AmanasoHe TemnepaTyp 15 - 30°C.
- He wncnonb3oBaTb peareHT MO WCTEYEHWUID €ro cpoka roAHOCTH,
yKa3aHHOro Ha 3TUKeTKe.
- BCcKkpbITblIli (hnakoH Heob6XxoA4MMO MCNONb30BaTb B TeyeHue 120-u
AHeln, B NPOTUBHOM cny4vyae yTMnAn3nposaThb.
- B cnyyae 3amMOpoO3KM peareHTa He gonyckaeTcs ero nNnpMMeHeHue
Ytunusauunio npon3BOAUTDL B COOTBETCTBUMU c
3aKkoHofaTenbCTBOM, fgelcTBywWUM Ha Tepputopuun Pd (CaHlwuH
N2.1.7.2790-10 oT 12 pekabps 2010 roga "CaHuTtapHoO-
anuaemMmnonornyeckme TpeboBaHMa K obpal,eHUd ¢ MEeAULUHCKUMMN
oTxogamun"). TMepes yTunumszauueid UCNONb30BAHHOIO peareHTta
Heo6xogumo f06aBUTb pacTBOp runoxnaoputa obbemom 2 mna Ha 1
N1 0OTXO[O0B W BblaepxaTb B TedyeHue 1 yaca. [lanee ytmunusnposaTb
KaK MegWLWHCKME OoTxoabl Knacca b. Heumcnonb3oBaHHbI peareHTt
(B TOM uucne c UCTEKWWUM CPOKOM TFOAHOCTWU) YyTUAM3NPOBaATb Kak
MeanLMHCKME oTXxoAabl knacca b.
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TPpaHCNoOpTUPOBKY Cc/fileAyeT OCYLLEeCTB/IATL BCemMm™"BuUgamMmm KpbITOro

TpaHcnopTa, co6noaas TemnepaTypHblii pexXuMm xpaHeHus Habopa
peareHTOB.

FTAPAHTUWN

FapaHTUa pacnpocTpaHAaeTcs Ha BCE XapaKTepUCTUKU, yKa3aHHble
Ha 3TUKETKe WA B AaHHOW WHCTPYKUMM B TeyeHWe BCEro cpoka
rogHOCTM npu co6noaeHnn ycnoswuii XpaHeHuns "
TpaHCNOPTMPOBKKU. NS nonydyeHusa MUHPOpMAUUM O rapaHTuu
o6paTuTecb K NpogasLuy.

MponsBoantTenb usgenns: «CaMcyHr 9OnekTpoHuke Ko., ta»
(Samsung Electronics Co., Ltd.) Pecnybnuka Kopea [/ 129,
Samsung-ro, Yeongtong-gu, Suwon-si, Gyeonggi-do, Republic of
Korea

Ten./dakc, (82) 2-2194-5436/(82)
jina.yoo@ samsung.com http://www.samsung.com
NMpeTeH3nn nNo KayvecTBY wu3genmsa Ha Tepputopunm PP
crnepyeT HanpaBAaATb NO ajgpecy:

000 «HHumepg-Mmnakec», Poccua, 115280, r. Mocka, 3-i
ABTO3aBogCKuii np, 4.4,

Ten. (495) 734-91-31, 8-800-333-91-31, dakc: (495) 564-86-41.
E-mail: office@ unimedao.ru; http://www.unimedao.ru

2-556-3974,

YCNOBHbBIE OBO3HAYEHWNA

O3HaKOMbTECb C UHCTPYKLUEI

IVD

MeauuuHcKoe naagenue ANs in vitro AnarHocTuku

Mcnonb3oBaTb A0

YcnoBusa xpaHeHus
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MHCTPYKLUUMA TNO NMPMMEHEHWMIO

Ounwarwwnin pacteop SAMSUNG LABGEO HC
PeareHt gna aHanmsatopa SAMSUNG LABGEO HC10 (IVD-C10A)
Kat. Ne IVR-CO5A O6bEM 1 n

TOoNbKO AN in Vitro gnarHoCcTuKM

HA3SHAYEHWE

Bxogur B CcocCTaB Habopa peareHToB ans aHanusaTtopa
remaTtonornyeckoro SAMSUNG LABGEO HC10, npegHa3Ha4YeHHOTO
ANA COBMECTHOrO NMPUMEHEHUSA C aHaANM3aToOpoOM FeMaToONOrMyecknm
SAMSUNG LABGEO HC10 gna npoBegeHunss o6uw,ero KJAMHUYECKOTO
aHanusa LULeNbHOW KPOBM C UeNbl oNpepeneHnsa: KOHLeHTpauuu
P OpPMEHHbIX 3/1eMEHTOB (copepxaHusa 3pMTPOLUNTOB RBC,
copgepxaHua TpomboumtoB PLT, copgepxaHua nelikoyntos WBC);
apuTpounTapHblX MHAeKcoB (cpepaHero o6béma apuTpoumTta MCV,
cpegHero copgepxaHus remornobuHa B aputpounte MCH, cpefHei
KOHUeHTpauun remornobuHa B a3puTpoumtTapHoin macce MCHC,
W UPUHBI pacnpepeneHnsa 3pUTPOLMUTOB no 06bEMY RDW);
TpoMboUunTapHbIX MHAEeKCOB (cpegHero o6béma Tpomb6ouuta MPV,
Tpomb6okputa PCT, wupuHbl pacnpepeneHws TpombouuToB noO
06bEMY PDW); nemnkoyuntTapHom dhopmynbl (abconwTHOTO
cogepxaHua nummdpountos LYM, OTHOCUTENbHOro coAepXaHus
nmmdpouyuntoB LYM%, abconwTHOro cogepxaHmsa MoHoumtoB MON,
OTHOCWUTENbHOTO cojepxaHusa MoHouuntoB MON %, abCcONTHOrO
cogepXxaHua rpaHynounTtoB GRA, OTHOCWTENbHOTO coOAepXaHus
rpaHynouunuToB GRA%); rematokpuTta HCT; KOHUeHTpauum
remorno6buHa HGB B KJAWHUKO-AMATHOCTMYECKUX nabopaTtopuax
ONS AMATHOCTUKM in vitro.

PeareHT sABnsietca cTabunu3npoBaHHbLIM W OTMPUNBTPOBAHHbLIM
TMNOX/TIOPUTHBIM PacTBOPOM [ANS MHTEHCWUBHOUW XECTKOW OUYUCTKM
rmapaBnunyeckoli cucTeMbl " M3MEepPUTENbHBIX 6/10KOB
aHanusaTtopa, ypaneHus 6GeNKOBbIX W NUNUAHbIX OT/IOXEHUNH cC
BHYTpeHHelW noBepxHOocTM Tpybok npubopa. Bo wu3bexaHue
3aBelOMO OWMWBGOYHbLIX pe3ynbTaTOB He AoOnyckaliTe COBMECTHOTO
NPUMEHEHNS C peareHTaMu HECOBMECTUMbIX MapoK.
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COCTAB

Crtabunnusatopbl, %, He 6o0nee 0,4
AeTtepreHTol, %, He 6onee 1
FmnoxnopwuT HaTpua, %, He 6onee 9
Fmopokcug HaTpua, %, He 6onee 1

MEPbI MPEAOCTOPOXHOCTU

- PeareHT ABNseTCA CUNbHbIM WENIOYHbIM PAaCTBOPOM.

- N36eraTb NnonajaHns B rnasa, KOHTaKTa C KOXell u opexpaoi

- Mpu nonagaHuuM peareHTa B rfa3a WM Ha KOXY MNPOMbITb
06MNbHBIM KONMUYECTBOM BO/Abl B TEYEHUE HECKOJIbKUX MUHYT.

- B cnyyae nonajgaHuss BHYTpPb oOpraHnuaMa He3amMeANUTENbHO
Bbl3BaTb PBOTY, BbiNUTb 60MblIOE KOMMYECTBO BOAbI M 06paTuTbCA
K Bpauy. M36eraTtb BAbIXaHUA PBOTHbLIX Macc.

- Hencnonb3yemble EMKOCTU C peareHTOM AepXaTb 3aKPbITbIMU.

- Monb3oBaTbcA nabopaTopHbIMM NepyaTkamu npu obpaweHuunm c
peareHToMm.

N 6oii 6nomartepuan Heob6xogumo paccmaTpuBaTb Kak
NoTeHUMAaNbHO MH(MULNPOBAHHbLIA M MPUMEHATb COOTBETCTBYO L YO
TexHuKy paboTbl: MCNoNb30BaTb 3alUTHble NepyaTKW, MackKy w
TaMNOHbl, ecnM oOXupgaeTcs CcBsi3aHHOe C B3ATMEeM 6GuomMaTtepuana
KpoBOTeUYeHMe.

- Cobnwopgatb ykasaHua Hapgnexauwein nabopaTOpHOW nNpaKTUKKU
(GLP) npun o6bpauweHnn ¢ peareHTomMm.

OTBOP BUOMATEPUVANA W NMPOBOMNOAITOTOBKA

B kauyecTBe npob6bl wMcnonb3yeTcAa LesbHafA KPOBb 4YesioOBeka,
ctabunmnanpoBaHHas aHTUKOArynAaHTOM IA4TA. AdonyckaeTtcH
XpaHeHne npo6 B npobupkax He 6Gonee 8-m vyacoB npwu
TemnepaTtype oT 18 go 30°C mnu He 60nee 24 yacoB Npu YycnoBuUwU
XpaHeHUA B xonogunbHuke ot 2 go 8°C.

NMOATOTOBKA PEATEHTA

K o6pauweHuio c peareHToMm pgonyckatTcs ONbITHbIE
MeaApabOTHUKKU, B TOM uYucne COTPYAHUKM nabopaTtopuil, Bpauum u
cpeAHNA MeAUUMHCKWIA nepcoHan.



- Mepen npuruMmeHeHnem Heo6>x<oaMmMmo Bolaep><aTs emMmkKkocTe c
peareHToOM MNpu KOMHATHOMW TemMnepatype He meHee 12-n 4yacosB.

PeareHT roToB K pa6oTe W MOXeT O6biTb MNOAKNWUYEH K
aHanuszaTopy HanpaAMYyl U3 KOHTeliHepa.

3AMEHA PEATEHTA

- OTKpPbITb KPpbIWKY HOBOW EMKOCTM C peareHToM, YyCTaHOBMUTb
Heo6XxoaMMYI0 Tpyb6KYy (cm. PykoBopacTBo nonb3oBaTtens
aHanusaTtopa).

- He ponyckaTb nonajaHusi NbliM BHYTPb EMKOCTM C peareHToMm
nnn Tpybku, mnlberatb MUKPOOMONOTMYECKON KOHTaMWHauum. He
CMelWwmnBaTb peareHTbl U3 pa3HbiX EMKOCTeli Mexay cob6oil.

- Mocne 3anonHeHua npu6opa peareHTOM W3 HOBOW EMKOCTH
Heo6xoaumo M3MepuThb thoHOBbIE nokasaTenu cornacHo
PykoBoAacTBY nonb3oBaTens.

- Mpu ycTaHOBKe peareHTOB HOBOTO /0Ta BbINOJHUTb KOHTPO/b
KayecTBa M nNpu Heob6xoaumMoOcCTuM OTKanubGpoBaTb nNpubop.

XPAHEHWE, CTABMUNTBbHOCTb N YTUNN3ALWNA

- Cpok rogHocTu cocTtaBnseTr 24 wMecsaua € AaTbl NPpoOM3BOACTBA,

npu xpaHeHuwm B AmanasoHe Temnepatyp 15 - 30°C.

- He wncnonb3oBaTb peareHT NO WCTEYEHWID e€ro cpoka roA4HOCTH,

YyKa3aHHOro Ha 3TUKeTKe.

- BCKpbITbIi h1akoH Heo6Xo0A4MMO MCNONb30BaTb B TeyeHue 120-u

AHeW, B NPOTUBHOM c/lyyae yTUNN3NPOBATh.

- B cnyyae 3aMOpO3KM peareHTa He gonyckaeTcs ero NnpMMeHeHue
YTtunnusayuntio npon3BOAUTDL B COOTBETCTBUMK c

3aKkoHofaTenbCTBOM, gelcTBywWUM Ha Tepputopuun PO (CaHlwuH

N2.1.7.2790-10 oT 12 pekabps 2010 roga "CaHuTapHO-

anuaeMunonornyeckme TpeboBaHuUA K obpal,eHUlo ¢ MEAULUHCKUMMN

oTxogamu"). YTununiumpoBaTb peareHT Kak MeaWLUWHCKWE OTXOAbl

knacca Bb. Heuncnonb3oBaHHbIn peareHT (B TOM 4YuUCie C UCTEKW UM

CPOKOM TOAHOCTW) YyTMAM3MpPOBATb KakK MeAULMHCKME OTXO0Abl

knacca b.

TPAHCMNOPTUPOBKA

TpaHCcnopTUPOBKY cnefyeT OCyWecTBNATbL BCEMW BUAAMU KPbITOTO
TpaHcnopTa, co6nogas TemMnepaTypHblii pexum xpaHeHua Ha6opa
peareHToOB.
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rAPAHTWMMN
[apaHTMA pacnpocTpaHfAeTcd Ha BCe XapaKTepUCTUKWN, yYyKa3aHHble

Ha 3TWKEeTKe WAM B AaHHOW WHCTpYyKUUW B TeuyeHWe BCEro cpoka
rogHocTH npu co6nogeHnn ycnoswuii XpaHeHusn "
TPAHCNOPTUPOBKK. [Na nNonydyeHusas uWHPoOpMaUUM O rapaHTuu
o6paTuTech K npogasuy.

MpounszBoauntenb mnsaenns: «CamMcyHr 9neKTpoHuke Ko., NT1a»
(Samsung Electronics Co., Ltd.) Pecnyb6nuka Kopes [/ 129,
Samsung-ro, Yeongtong-gu, Suwon-si, Gyeonggi-do, Republic of
Korea

Ten./dakc, (82) 2-2194-5436/(82)
jina.yoo@ samsung.com http://www.samsung.com
MpeTeH3n No KadecTBY wU3genmsa Ha Tepputopun PP
crnepyeT HanpaBaAaATb N0 agpecy:

000 «HHumep-Mmnakc», Poccua, 115280, r. MockBa, 3-i
ABTO3aBogCcKuii np, 4.4,

Ten. (495) 734-91-31, 8-800-333-91-31, dakc: (495) 564-86-41.
E-mail: office@ unimedao.ru; http:// www.unimedao.ru

2-556-3974,

YCNOBHbIE OBO3HAUYEHNA

O3HaKOMbTeCb C UHCTPYKLMEI

MeaunuuHCKoe naaenue ANs in Vitro AMarHocTukM
Mcnonb3oBaTth A0
Ycnosus xpaHeHus

KaTanoXHblii HOmMep
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