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PEATEHT npombisato wunin 414 IN CTUKN
ONA TEMATONOMMYECKNX AHANAS. «MEK>

BUOTEPT-HK-3-RN

Mo TY 21.20.23-003-20539847-2020, B BAPUAHTAX NCMOJTHEHNA

TONbKO ANA UCCNEAOBAHUIA IN VITRO

. HASHAYEHWE

PeareHT NpoMbIBaKOWMIA [/18 in Vitro AWMArHOCTUKM /11 remMaTosfIorMyecknx aHanmsatopoB «MEK»
BUOTEPI-HK-3-RN  no TY 21.20.23-003-20539847-2020, B BapuaHTax MWCNonHeHus {nanee
MpombiBatowmii peareHT BUOTEPI-HK-3-AH/PeareHT) npegHasHayeH AN OYUCTKU [MAPaBINYECKON
CUCTEMBI, anepTyp, CYETHLIX Kamep reMaTosiIornyeckmx aHanm3aTopos «MEK OT 3arps3HeHuil.

ll.  TMOKA3AHWNA
MpoMbIBKa pabounx YacTeld aHanmn3aTopa nocne NPoBeAeHUs TecTa, B MPOMEXYTKax MeX/y aHaM30M
KabK[ol nocneaytoleli npoosbl.

M. NMPOTMBOIMNOKA3AHMA
B cnyyae WCMOMb30BaHWSt B COOTBETCTBUMM C WHCTPYKUME MO MPUMEHEHWUIO NPOTMBOMOKA3aHWS
OTCYTCTBYHOT.

V. OBJIACTb NMPUMEHEHWA
KNMHUKO-AnarHocTnyeckme nccneaoBaHus, 1aboparopHble 1ccieo0BaHuA.

V.  TMOTEHUWMANBHBIE MOTPEBUTE/N
OG6YYeHHbIE CreLManncTbl KMHUKO-ANArHoCTUYECKKX 1abopaTopuii.

VI.  KOMMNNEKTAUWA N COCTAB

BAPVUAHT UCMONHEHWA: HK-3-RN-1

KOMMOHEHT: KonmnyecTso: KOMMOHEHT: KonmnyecTso:
o VIHCTPYKUMS MO NPUMEHEHMNIO™ 1 um.
PeareHT npoMbiBatolmii bruotepr-HK-3-RN 1 nntp by I;" P
[NacnopT 1 wr.

BAPVAHT NCNOJ/THEHUA: HK-3-RN-5
KOMMOHEHT: KonnyecrtBo: KOMMOHEHT: Konunyectso:
VIHCTPYKIMS NO NpUMeHeHuio™ 1w

PeareHt I'IpOMbIBaIOU.I,I/IeIN buotepr-HK-3-RN 5 MTpoB 1Lur

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA



BAPUAHT NCMONHEHNA: HK-3-RN-20

KOMMOHEHT: Konnyectso: KOMMOHEHT: KonunuecTBso:
NHCTPYKUMS MO NPUMEHEHUIO™ 1 wr.
Macnopt* 1 wr.

*[lonycKaeTca KOMMeKTaums OAHOM KoMueid nacnopTa U UHCTPYKLUMKU NpKU OTrpy3Ke MapTvim ToBapa Ha
BCE KONMYeCTBO PeareHTa B napTuu. [lonyckaetcd He BK/IOYaTb B KOMIMJEKT MOCTaBKM Nacrnopt w
VHCTPYKUMIO. VIHCTPYKLUMIO M MAacnopT Ha KOHKPETHYK MapTUK0 peareHta MOXHO CKadyaTb Ha caite
npounssoamTens www.bio-med.ru.

PeareHT npombiBatowymii buotepr-HK-3-RN 20 nntpos

COCTAB
PacTBoputenb <2%
®OHOBbLIE HEOpraHUYecKne com <1%
depMeHTbI <0,4%
Bydep <0,2%
[NoBEpPXHOCTHO-aKTUBHOE BELLECTBO <0,05%
Kpacutenb <0,002%
KoHcepBaHT <0,0005%

VII.  XAPAKTEPUCTWKW

HanmeHoBaHue
XapakTepuctuka rnokasarens
rokasarens
Mpo3payHas >XMAKOCTb CUHErO, CBET/I0-CUMHEro, rosyboro, CBeT/o-rony6oro,
3€/1eHOro 1M CBET/I0-3€/1EHOT0 LiBeTa.

LlenocTHOCTb YrakoBK  EMKOCTb 0/KHA 6bITb MIOTHO 3aKPLITOW W HE METb MOBPEXAEHWIA.

BHewwHui BUg,

VIII. OBLWAA NHOOPMALNUA W NMPUHLKN NCMOJIb3OBAHNA

PeareHT npombiBaloWwmii  Buotepr-HK-3-RN - (hepMeHTaTVBHbIA  PacTBOP MSArKOro  AencTBumS
npegHasHayeH 15 MNPOMbLIBKM M OYACTKA COeAMHUTENbHbIX TPYOOK, anepryp, CYETHbIX Kamep
remaTosiornyeckoro aHanmsaropa. OH He yyacTByeT HernocpeACTBEHHO B MpoLecce U3MePeHUs, oAHaKo
€ro CBOMCTBA CYLLECTBEHHO B/IMSAIOT Ha CTabUIbHOCTb aHA/IMTUYECKMX XapaKTepuUCTUK aHaI3aTopoB.

depmeHTaTMBHbIE  peareHTbl  6rarofaps  HaMuMio  (PEPMEHTOB  3((EKTUBHO  yAansor
afcopbupoBaHHble Ha CTEHKax [MAPaB/INYECKOM CUCTEMbl Oenkyu W Apyrve BellecTBa. PeareHTbl
XVMWYECKN HENTPasIbHbl M He OKa3blBalT BPELHOr0 BO3AENCTBUA Ha AeTanu npubopa Aake npu
LNMTENBbHOW 3KCMO3NLMN.

PekomeHAyeTcA 06patuTbC K PYKOBOACTBY MO 3KCM/yarauuMu aHanusaropa [Ans  MnosiyvyeHus
[LONOSTHUTENbHOWN MH(OPMALIMK OTHOCUTE/IbHO NPOoLeyp Y NPUHLMMOB NPOBEAEHUs remMaTtosiormyeckoro
aHanmn3a Le/ibHON KPOoBW.

IX.  MEPbI NPEAOCTOPOXHOCTW NPW PABOTE C U3AE/IMEM

PeareHT npegHasHayeH Tonbko Ana IN VITRO gmMarHoCTuKK.

HE NMPUHNMATb BHYTPb!

SAMPELWAETCA mncnonb3osatb PeareHTe UCTEKLLMM CPOKOM TOAHOCTW.

3ANPELLLAETCA ncnonb3oBatb PeareHT COBMECTHO € PeareHTaMmn Apyrnx npou3soauTenei.

3ANPELLAETCA ncnonb3oBath PeareHT ¢ NOBpeXAeHHON NHANBUAYAIbHOW YNaKOBKOW.

136eratb MUKPOGHOTO 3arpsi3HEHUSI peareHToB, T.K. 3T0 MOXET MPUBECTU K OLUMOOYHBIM pe3y/bTatam.

O6pasLbl, NPobbl M BCe MaTepuasibl, KOHTaKTUPYHOLLME C HUMW, OO/MKHbI CYATATLCA MOTEHUMaIbHO
nepefalowyMn  UHPEKUMOHHbIe 3ab0/1eBaHNA U [O/MKHbI OblTb  YTWUIM3MPOBaHbI C COGMIOAEHUEM
COOTBETCTBYIOLLMX Mep NPeaoCTOPOXXHOCTH.

Bce oTxogbl, cogepxaline GMONOrMYecKUin Matepuas, LO/MKHbI YTUIM3MPOBATLCA B COOTBETCTBUM C
fencTeyoWwmMM defepasbHbIM Y MECTHBIM 3aKOHOAATE/IbCTBOM.

PeareHT He COAEPXMUT BPeAHbIX KOMMOHEHTOB W He SBNSETCA OMacHbIM. MMpU KOHTaKTe C KOXEeN Wi
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X.  OBOPYAOBAHWE N MATEPWUAJbI, HEOBEXOAWNMBIE MPW PABOTE C U3AEVNEM

1. Tematonormueckuii aHanusatop npoussogctea «HUXOH KOOSH KOPMOPEWLLH» (NIHON
KOHDEN CORPORATION); AnoHus, Hanpumvep:

e AHanuzatop rematonorndeckuini «MEK» mopenn 6318J/K, 6400J/K, 6410J/K, 6420J/K, 6500J/K,
6510J/K, 8222J/K, 7222J)/K, 7300J/K, ¢ npuHagnexHoctamu, npomssogctea «HWXOH KOA3H
KOPIMOPEWLLH» (NIHON KOHDEN CORPORATION), AnoHus
PeareHTbl in vitro 419 reMatonormyeckmx aHaim3aTtopos

e bunotoH-HK-3-DL - pasbasnstowmii peareHt, PY Ne (6yaeT ykazaHO nocne permcrpauum)

e buonaiiz-HK-3-L S - nnaunpytowmin peareHt, PY Ne (byaeT ykasaHO nocne permcrpaumm)

e BunoknnH-HK-3-CL - oumnwatowmin peareHt, PY Ne (6yaeT ykasaHO nocne permcrpaumn)

e BuokmH-HK-5-CL - ounwatoumii peareHT, PY Ne (6yaeT ykaszaHO nocne permcrpaumn)

XI.  TPEBOBAHW/A K OBPASLAM

MpombiBatolwmini peareHT buotepr-HK-3-RN, npegHa3HayeH Ans UCMOMb30BaHWA € 06pasuamMu KpoBM,
OoTO6paHHbIMM 13 BeHbl B JATA aHTUKoarynsHt. O6pasubl 471 rematofiorMyeckoro aHaamsa Moryt
XpaHWUTbCSA A0 8 yacoB npu Temnepatype 16-30°C nnm go 24 yacos B xonogusbHuke (2-8°C).

Hdopmaums o B3ATMM 06pasLOB M YCMOBUAX XpaHEHUA MpefcTaBfieHa B PyKOBOACTBe oreparopa
KOHKPETHOro aHanmsaropa.

XIl.  WMHCTPYKLMA MO MPUMEHEHWIO

1. CoTpygHuK, paboTatoLmii ¢ peareHToM, AO/MKEH ObiTb KB/TM(PULMPOBAHHBIM CNELMaIMCTOM.

2. OcTaBWTb PEreHT NpY KOMHATHOW Temneparype (B NOMeLleHWK, rae npegnonaraetcs UCnosib3oBaHne
peareHTa) Ha nepuoj He MeHee 24 4acos.

3. Ocnabutb W CHATb KPbIWKY KyOGUYeCKoro KoHTelHepa/6yTblIKn/6aHKN/KaHUCTpbl — peareHTa.
3akpenuTb YCTPOWCTBO ans acnvpauum peareHTa Ha Ky6uyeckom
KOHTeHepe/6yTblnke/6aHke/KaHUCTPE. 3aKPbITh KPbILLKY.

4. TloAKMounTb Apyrne peareHTbl K NpuMobopy aHanornyHbiM obpasoMm (cM. n. X «O6opygoBaHue U
matepuasibl, Heo6xoAyMble Npy paboTe ¢ N3nenem).

5 TwatenbHO o06paboTarb aHaM3aTop peareHTOM C Lefibl0 BbIMbIBAHWA PEAreHToB CTOPOHHMX
MOCTaBLUMKOB, Cfefbl KOTOPbIX MOryT MPMBECTM K OWMOO0YHBLIM pesynbTatam. PekomeHpayetcs
06patnTbC K PYKOBOACTBY MO 3KCM/yarauuu aHasmsaropa 4S8 MNosyvyeHust [OMNOSHUTENbHON
NHpopmaLmm.

6. Otkanmbposatb aHanm3arop ¢ nomouybto KAJIMBPATOPA n KOHTPOJIbHOIO OBPA3LA KPOBW, kak
yKa3aHO B PyKOBOACTBE MO 3Kcnyarauu.

X, OXWOAEMBbIE PE3Y/IbTATHI
AhheKTMBHOCTL JO/MKHA ObITb B Npejenax cneuupunkaumin aHanmsaropa.

XIV.  TPEBOBAHUSA K OXPAHE OKPY)XXAIOLLLEW CPEbI

PeareHT Npu1 1CMo/b30BaHUM, TPAHCMOPTUPOBKE M XPAHEHWUWN HE OKa3biBAET HEraTMBHOMO BO3/ECTBUS
Ha uYefioBeKa W OKPYXawllyl cpefy npu  CO6MOAEHWN  YCMOBUIA  MPUMEHEHUS U Mep
NpPeoCTOPOXKHOCTEN, YKa3aHHbIX B MHCTPYKLIMN.

XV. YTUNN3ALNA

PeareHTbl C UCTEKWMM CPOKOM TOAHOCTM W Mpuweline B HEro4HOCTb B CBS3UM C HEMpaBW/IbHbIM
XpPaHeHEM, HE06X0AMMO YTUM3NPOBATL B COOTBETCTBMM ¢ CaHlMnHom 2.1.7.2790-10, knacc onacHocTh A
1 BHYTPEHHUMW Npasuiamu abopatopun.

Hencnonb3oBaHHbIA  NPOAYKT W MyCTble  KOHTEHepbl/OyTbINKU/6aHKN/KaHUCTPbl  HEO6XO0AMMO
YTUNN3MPOBaTb B COOTBETCTBMM C MECTHbIMU 3KONOrMYeckKUmMmn Hopmamun. OTXOApbl, CBA3aHHblE C
aHanM3aTopoM, HecyT MNOTeHUManbHytd OMONMOrMYECKYo OnacHoCTb. Heobxogumo  cobnaarb
OCTODOXHOCTb MNDOUM  Dabote € HAMKM W YTUIM3UPOBAaTb WX C COGMIOAEHVMEM BCeX (efepasibHbIX,
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XVI.  YCNOBUA XPAHEHWA, TPAHCITOPTUPOBAHNA 1 SKCMNYATALUN N3OENNA

YnakoBaHHble peareHTbl TPAHCMOPTUPYIOT BCEMM BMAAMU KPbITOrO TpaHCnopTta B COOTBETCTBUU C
npaBuIaM1 NEPEBO3KM rPY30B, AEUCTBYHOLWMMI Ha KaXXA0M BUAE TpaHcnopTa npun temneparype 4-35C.

Kybuueckne KoHTerHepbl/6yTbliKn/6aHKN/KaHUCTPbI C peareHTamy [0/MKHbI XPaHWUTbCA B YNakOBKe
npeAnpuATUA-U3rotoBUTENa Npu Temnepatype 4-35"C B CyXoM 3alluLLeHHOM OT CBETa MeCTe B TeYeHue
BCEro CPOKa rogHocTu.

PeareHT [JO/HKEH MCNOMb30BaTbCA MPU TEMMEpPaType OKpYXXatoLein cpedbl B AnanasoHe oT 15 ao 35°C.
3amepsiemble napameTpbl MOryT OblTb HETOYHbIMU U3-32 BAUSHWA HECOOTBETCTBYHOLMX 06pas3LioB.
O6pattecb K PYKOBOACTBY MO 3KCn/yaTauuMu aHanmsatopa [0S ONpefeneHns 3TWX  YCI0BUIA.
MoATBepanTe KakoW-nMb0 M3MEPEHHbIN UM BbIYUCIEHHbIA NapameTp CTaHAapTHbIM METOAO0M, €Cnv 3TU
YC/IOBUSA YKa3aHb!.

icnonb3yitte NpoayKT npy Temnepatypax, YkasaHHbIX B PyKOBOACTBE MO0/b30BaTeNI Ha aHa/m3arop
W/ B MHTEPAKTMBHOW CrpaBke.

He nonyckaeTcs Ucnosb30BaHye B HAbope peareHToB OT pasHbIX NPOU3BOAMUTESNEN.

XVIL. CTABMJ/IbHOab
PeareHT MMeeT HEBCKPbITYI) CTabW/bLHOCTL B TedeHMe 24 MecAleB OT AaTbl W3rOTOBMEHMS. CM.
MHAOPMALMIO O CPOKe rOIHOCTU Ha YMaKOBKE.
PeareHT, OGHapy>XVBaKLWWIA KaKne-nMbo MNpPU3HAKN 3arpsisHEHNs WM HeCcTabubHOCTM B BUAE
MOMYTHEHMS| UM U3MEHEHUS LiBETA, JO/MKEH ObITb 3aMEHEH.
HE ncnonb3oBaTh peareHT noc/e 3aMopaKyBaHms.
Mocne BCKPbITKS YNAKOBKW peareHT cTabuneH B TeueHne 60 gHeiA.

XVIII. OUYNCTKA, AE3NHPEKUWNA, CTEPUIN3ALNA
He npvmeHnmo.

XIX.  HAUWMOHAJIbHbIE CTAHOAPTHI
PeareHT ounwatowmin BUOK/INH-HK-3-CL cootBetcTByeT TpeboBaHnam OCT P 51088, TeXHUYECKMX
ycnosuii 21.20.23-004-20539847-2020 1 TEXHUYECKOW AOKYMeHTauun MponssoauTens.

XX.  TAPAHTUIHBIE OBA3ATE/IbCTBA

3rotoBuTENb rapaHTUPYET COOTBETCTBME peareHTa TPeboBaHWUAM TEXHUYECKUX ycnosuin TY 21.20.23-
003-20539847-2020 npu COGMIOAEHWMN YCNOBUIA TPAHCMOPTMPOBAHWSA, XPaHEHUS U NPUMEHEHNS,
YCTaHOB/NEHHbIX HACTOALLEN UHCTPYKLMEN.

XXI. OAOMOJSIHUTENBbHAA NH®OPMALNA

Mo Bonpocam ob6ecneveHns Kadectsa NPoAyKUMM obpawiatecs no agpecy npeanpusatus-
NpPOV3BOAUTENS.

Mpw BbISIBNEHUN HECOOTBETCTBUA NPOAYKLMM CefyeT 06paTuTbes B cepBUCHYHO cy)xby OO0 «buo-
MeZ M» umn K npecTaBuTeNto NoCcTaBLUyKa PeareHToB.

CBsi3aTbCs C COTPYAHUKOM cepBUCHO cnyxbbl OO0 «bno-men M» MOXHO no TenedoHy: +7 (495) 781-
28-12, Hanwucas co06LLEeHVe Mo afpecy 3/IEKTPOHHON NouTbl: service@blo-med.ru

MpounssoguTesnb: O6LLECTBO C OrpaHUYeHHON OTBETCTBEHHOCTLIO «bno-MeanUmMHCKas MaHydakTypa»
(OO0 «buno-mepn M»)

115088, Poccuiickas ®epepauus, r. Mocksa,2-1 MawmHocTpoenus, a. 17, ctp. 13T 2 MOM | KOM 63
oouncC 8

Ten: +7 (495) 781-28-12; e-mail: info@bio-med.ru; cait: www.blo-med.ru
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