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Erytypecell

(PYC)

CrannapThiie SpUTpOtTH Erytypecell-A,, -A,, -B, -0 ana ofpatroro THINpoBanus, B HaGope # B OTACNBHEIX YRAKOBKAX
[VOL)4 x 10 mn  Crannaprnnte spurponnvis Erytypecell-A,, -A;, -B, -0 Ans oGpaTHore THRHpOBAHKA

[REF) 816 006
B nalope

[REF] 816 041
{REF] 816 042

[REF] 816 043
[REF] 816 044

[VOL] 10 ma
[VOL] 10 ma
[(VOL]10 mn
[(VOL]10 mn

MTP] Muxpomnarier

[PRES] Koncepeant: 0,01 % Heomuumnicynuipar, 0,033 % Xnopampennkon, Audorepuumn B $ ppm
[IVD)] JInarnocTHHeCKH i peareHT TOALKO AT NPHMCHEHNS in vitro
TipemiasHayen TONBKO IS NPHMCHCHHA O5YICHMBIM NTEPCOHANOM NalopaTopu.

Crannapume 3puTpountsl Erytypecell-A, ans o6partoro THRNPOBAHNR
Cranaapnae s3putponnthi Erytypecell-A; Ang ofparioro THNNposanna
Cranpapime IpRTpornTEt Erytypecell-B ans ofparnoro TENHpObAHAR
Crannapnne spurponntst Erytypecell-0 ang oSpaTHoro THIHPOBAHKS

CHMBOIHKA HCNONB3YETCH B COOTBETCTBHH ¢ HOPMATHBHBIN AokyMeHToM EN 980. Jina cuMBOAOB, OTCYTCTRYIOMMX B
HopuatHBHoM Joxymente EN 980, npencTaBneno onucaume.

Cranpaprisie 3pNpountl Erytypecell-A), -A;, -B, -0 WCnoneaylorea mwis onpencncHHa XapaktepHCTHK CHLIBOPOTKH M
ONPEACACHHS TPYNIN KPOBH ¢ NOMOLIBIO MUKporaaHeros Erytype u Erytype S. Jina 1oro «mobsl onpeaenciine rpynns kposu
no cacrese ABO cuMTanoch NOATBEPKACHHBIM, Taloke TPEOyerca onpenenicHUe XapaKTEPHCTHK CHIBOPOTKH (comepXaHne
Auti-A w'wwm Autu-B).

TIpHAUAT TecTa

TIpHHUKNOM TECTHPOBAHWA NBAAETCA TecT remarrmotunaumy Ha [MTP] Erytype u Erytype S. AWTHrCHB) CTAHAAPTHLIX

IPHTPOLMTOB PEArHPYICT C COOTBETCTBYIOIHMI AHTHTENAMN B TECTUPYENO#H CHIBOPOTKE IIH NA3ME.

HanWune HAW OTCYTCTBME aHTH-A WHAK auMTH-B aHTHTEN TaOke ROMKHO COOTBETCTBOBATL HANHYKHIO WAH OTCYTCTBHIO
auTHreHos A WHaH B Ha cTanaspTHbiX SpUTPOLNHTAX.

Pearenr

CrannapThiie SPHTPOUNTH ANa o6paTHOro THNHPOBaHyua Ha [MTP). Cranzapribie 3pUTPOLUTH NPEACTARNEHB! B TOTOBOR ANs
nononLaokanus gopme 1% cycnersnu B MOAMGHUWPOBAHHOM pacTBope OACBEPa, H ITOT PEArEHT MONKET HCMHITHIOBATHCA
Cpasy e NOCNE TUIATENLHOIO PECYCNEHANPOBAHNA.

Erytypecell-A,, -A;, -B, -0 nocTasnatorcs B cheayomux koMGHHALHAX AHTHTCHOB:

Erytypeceil-A,
Erytypecell-A,
Erytypecell-B
Erytypecell-0

A; Rh-nonoxurenshbiil (D-nonoxurensHuit)
A, Rh-orpruarensuui (D-oTpruaTensHbiii)

B Rh-orpanarensuutii (D-o1phuatensiuit)

0 Rh-nonoxurensueiil (D-nonoxurensibit)

Erytypecell-A,, -A;, -B, -0 ZeMOHCTPAPYIOT MAKCHMATLIYIO PEAKTHBHOCTD B MHKXponAaumerax Erytype u Erytype S n
AONKEH HCNOJIBI0BATLCA TOABKD ¢ ITHMH TECT-CACTEMAMN,

JonoaHUTEIbHbIE PEATEHTE! B PACXOAHLIC MSTEPHANLI, He BXOASINE B NOCTABKY

° Muxpomnanmmetsi Erytype AB0O+D ([REF) 806 010)

. MuxponnanieTnt (CTpH

nosanHuie) Erytype S ABO+D nna ABO- n

105), Erytype S ABO ([REF) 806 115)
. Mumonmmml M_ﬂm&mm_mwmwu (cwummuue) Enme_s
Al s /) b

Rh-tunuposauna sputpountos, 10 wr. ([REF] 806

. Tunetxw (oGvem xanan 40-50 mxn)

) Wielixep ana mukponnanweros (Hanpusep, Bio-Rad [REF) 845 225)

. Llentpndyra (wanpmuep, Bio-Rad [REF) 845 050)
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3epkano 4ns cuntbiBaHms (Hanpumep, Bio-Rad [REF] 845 310)

. doTOMETp 11 KOMOMETPUYECKOW OLEHKM W OLEHKM arrniTuHaumum Ha [MTP] (Hanmpumep, YcTpoiicTBo Aans
cumTbiBaHKA Bio-Rad Reader 2001/1 (540 Hm), [REF] 841 010)

AHanunzatop TANGO optimo  ([REF] 848 900 010)

AHanunsatop aBTOMaTU4ecKnini ummyHorematonornyeckmin TANGO infinity, ¢ npuHagnexHoctamm ([REF] 850 000
010)

O6pasel,
B3sTMe 06pasL0B KPOBM OCYLLECTB/ISIETCS MOCPEACTBOM CTaHAAPTHBIX MPOLELYP B3SITUS KPOBU.
OnpegeneHne XapakTepUCTHK CbIBOPOTKM MOXET MPOBOAUTLCS Ha cBeXei, SATA- nnm LMTpaTHoOl KPoBH.

[Ons  onpedeneHnsl XapakTepUCTUK CbIBOPOTKM He TpeGyeTcsl WHAKTMBAUMA TEeCTUPYEMOI CbIBOPOTKM, MOCKO/bKY
CTabunM3aTop MHIUGUPYET FEMOU3MH.

MpoBegeHNe NCCeAoBaHNS

Mofpo6Hble MHCTPYKLUMM MO BbIMOHEHWIO MNPOLEAYPbl, @ TakKXKe OMnuWcaHWe OLEHKM pe3y/bTaToB MNpeacTaBfieHbl B
VHCTPYKLMSIX MO NMPUMEHEHUI0 MMKpONaHLLIeToB Erytype u Erytype S.

Mepes UCMONb30BaHWEM CTaHAAPTHbIE 3PUTPOLMTHI HEOGXOAMMO PECYCNeHAMPOBaTbL U NMOMECTUTL B YC/OBUS C KOMHATHOI
TemnepaTtypoi.

A: py4yHas v nonyaeBToMaTuueckasl npoueaypa (Erytype u Erytype S)

PekomeHfyeTcs 3aKanatb peareHT B lYHKW AN O6paTHOFO TMNMpOBaHUA A0 onpeneneHnsa aHTUreHoB.

1 PasBeauTe OfHY Kan/il CbIBOPOTKM WM MNa3Mbl NaLMeHTOB B KaXAoin nyHke [MTP], ucnonssyemoit gns o6paTHoro
TUMMPOBAHNA.

2. [Jo6aBbTe 0gHy Kannto peareHTa Erytypecell-A|,-Az,-B nam -0 B COOTBETCTBYOLMNE YHKMN.

3 Bctpsxumsarite [MTP] ¢ MakcManbHOM CKOPOCTbHO B TEYEHME 2 MUHYT.

4. VHKy6upyiite B TedyeHne 10 MUHYT MpyY KOMHATHON TeMmepaTtype.

5 LleHTpuchyrmpyiiTe B TeueHne 1 MUHYTbI CO cKopocTbio 80 X g.

6 [nsa npoueaypbl CUMTbIBAHUA BCTPAXMBANTE C ABYMS CKOPOCTAMMU:

1 cekyHfja C MaKCUMa/bHO CKOPOCTbto. 3-5 MUHYT CO cpefHeli CKOpocTbio (MpuGAU3MTENbHO 4-5 feneHve Ha
Lwelikepe) 40 MOMHOFO PECYCreHAMPOBaHUS OTPULATENBLHOTO KOHTPOAS (M 06paTHOro TUNMpoBaHWs ¢ O-Knetkamu). s
LeHTpaLMM arr/loTHaTa BCTPSXMBAiATE B TeUeHUe MPUMEpHO 1 MUHYTbLI Ha MUHUMAJbHOI CKOPOCTMW.

7. Pe3ynbTaTbl TecTa MOXHO Hab/ofaTh uYepe3 3epKaso BU3yasbHO WM POTOMETPUYECKU. Pe3ynbTaTbl AO/MKHBLI ObiTb
3anmcaHbl B MPOTOKO/IE OMKCaHUS Pe3y/bTaToB U [OMKHbI UCTIONb30BATLCS TOMBKO B TOM C/yyae, eC/M OTPULATENbHBIA KOHTPO/b
[JEMOHCTPUPYET XapaKTepUCTUKUA SPUTPOLIMTOB, U Ans O-KNEeTOK ChbIBOPOTKM XapakTepuUCTUKW OTpuLaTenbHble. VHpopmMaums no
VHTEPMPETALN CW/bl PEAKLAN COAEPKMTCS B Pasfienie «MHTeprpeTaLms pesynbTaTos.

<
B: TANGO optimo n TANGO infinity (Erytype S)

WHcTpykummn no npumeHeHnto TANGO optimo n TANGO infinity (NofHOCTbIO aBTOMATWM3VPOBaHHbIE aHaNM3aTopbl A71A
onpefeneHys rpynn KpoBM) COAEPKaTCs B COOTBETCTBYHOLLMX PYKOBOACTBAX MOMb30BATENS.

VIHTepnpeTauust pesybTaToB

Peakuua
CraHpgapTHas cblBOpoTKa  CTaHAapTHble 3pUTpoumTbl  Tpynna Kposu
+ 9pUTPOLMTLI NauyeHTa  + CbIBOPOTKa/Mna3Ma
AHTU-A AHTNU-B AHTU-AB A, Ar B 0
+ + - - +
+ + + + - B
- - + +
+ + + - - - AB
+ = arrnoTuHaums :OTCYTCTBME arrnioTUHaLUn

CE o

~ Bio-Rad Medical Diagnostics GmbH
Industriestr. 1, D-63303 Dreieich, M'epmaHusa
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OLEHKa Cinbl peakLimn NPOBOAMTCA COTNacHO TeXHMYeckoMy pykosoacTay (IM:

Cuna peakumu  ATTIOTUHALMS

4+ OfvH arrniTnHaT

3+ HeCKO/bKO KPYMHbIX arrnoTUHATOB.

2+ ATTNOTUHATBI CPeHero pasmepa, YACTbIA hoH
1+ Mefkue arrnioTrHaTbl, MyTHbIA (OH

+/- TpyAHO pasnnyvMble arroTUHATbI, MYTHbIA (OH

- Het arrniotuHaumn

KoHTponb KayecTsa

PeaKTMBHOCTb CTaHAAPTHbIX 3PUTPOLIMTOB JO/HKHA NOATBEPKAATLCS KaXK bl feHb UCNOIb30BaHWS. UT06bI NOATBEPAUTL
PEaKTUBHOCTb WM CNELUUYHOCTb CTAHAAPTHBIX spurpounros NPON3BOACTBA Bio-Rad, vx HeO6X0AMMO TECTUPOBATL C
MOMOLLbIO COOTBETCTBYHOLLMX MONOXUTE/bHbIX 1 OTPULIATENbHBIX MO aHTUTENaM 06pa3L0B KaXabliA JeHb NCMOb30BaHUS.
CTaHAaPTHBIE s purpounta moxwo WUCMOMNb30BATh, EC/IM OHW PEarMpytoT TOMLKO C MONOXKMUTE/NbHLIMU MO aHTUTENaM
obpasuamu.

Cpok rogHoctu

®1akoH C peareHTOM OC/ie BCKPbITUS MOXET XPaHWUTLCA B COOTBETCTBYHOLLMX YCOBUAX XpaHeHus (2 - 8°C) [0 OKOHYaHWs
CpOKa rogHocTW. [lata OKOHYaHMs CpoKa rOfHOCTU HameyaTaHa Ha 3TMKeTKe. CTaHfapTHble 3pUTPOLMTBI He crefyeT
MCMONb30BaTb NOC/ME OKOHYAHMA CPOKA FOAHOCTM, NOCKOMLKY aHTUreHHble CBOWCTBA MOMYT CHUXaTbCA. [py Mcnonb3oBaHUm
n3genust Ha aHanmsatope TANGO optimo mam TANGO infinity cM. cooTBeTCTBYHOLEe PYKOBOACTBO Mosnb3oBatens. He
MCMNONb3YIMTe NOBPEXAEHHbIE (PIAKOHDI.

XapaKTepucTUKU 1 orpaHnyYeHns MeToaa

B oueHb peaKux cryyasx MOryT Hab/lodaThCs criabble peakuyuy (Crna peakuyn HIDKe 3+) Uan reMonins.
PeaKTMBHOCTb U3AENNS MOXET CHUKATbCS B TEUEHME CPOKa FOAHOCTW. YacToTa CHUXEHWS| PeakTMBHOCTU YacTUYHO
3aBUCUT OT  MHAMBMAYaNbHbIX — XapaKTePUCTVMK [OHOPOB, KOTOPble He MOFYT KOHTPO/MPOBATLCA WM
MPOrHO3MPOBATLCA MPOU3BOAMTESNIEM.

B cnyyae nosyyYeHWsi HEOAHO3HAYHLIX PE3YNbTATOB HEWM3BECTHOrO MPOMCXOXAEHUs CNyx6a MOAAEMKKM Halleid KoMnaHuu
Bio-Rad nomoxeT Bam (TeneoH: +49-6103-3130-611).

MpesynpexaeHus 1 Mepbl NPeaocTOPOXHOCTM

lMoMyTHeHWe WM [pyrve BUAWMMbIE W3MEHEHWsi pacTBopa MOryT YKasblBaTb Ha Hajuuve 6akTepuasibHOro
3arpssHeHus. B nogobHoM cnydae nakoH yTunusmpyetcs. MNpov3BoanTeNb JOMKEH U3YUUTb BO3MOXHbIE MPUYUHBI
MOMYTHEHWS PacTBOpa peareHTa.

PyuyHble METOAMKMN [O/MKHbI BbIMOMHATLCA B COOTBETCTBUM C MHCTPYKUMAMU npounssogutensi. OTBETCTBEHHOCTL 3a
Nto60e OTKNOHEHWE OT 3TUX UHCTPYKLMIA NOMHOCTLIO NeXMWT Ha nonb3osatene. Erytypecell-A|,-Az, -B, -0 nogxoaut
[Nsi MPYMEHEHNS1 B aBTOMaTU3NPOBaHHbIX aHanmnsatopax TANGO optimo n TANGO infinity. Monb3oBaTens AO/MKeH
060CHOBaTb BO3MOXHOCTb NPUMEHEHWS APYTUX aBTOMATU3MPOBAHHbLIX CUCTEM.

YTUAN3MPOBaTb WCMOMb30BaHHbIE MaTepuabl A1 TECTUPOBAHWA ClieflyeT Kak OnacHble maTtepuanbl. YTunusauus
OTX0/0B OCYLLECTBNACTCA B COOTBETCTBMMN C HaLMOHA/IbHLIMWU peKOMeHaaLnAMK.

Becb MaTepuan 4efioBeYECKOro MPOUCXOXAEHUS, WCMOMb3yeMbliA /11 NPOM3BOACTBA [AHHOIO u3genus, Obin
MpoBepeH Ha MOBEPXHOCTHb[ aHTUreH Bupyca renatuta B (HBsAg), aHTuTena K Bupycy renatuta C (HCV) u
aHTuTena K BNY-YBWY-2, Bce peakumu 6bian oTpuuaTtenbHbIMU. TeM He MeHee, BCe MaTepuasibl YenoBeYecKoro
MPOUCXOXAEHNS PacCMaTpUBAIOTCA KaK MOTEHUMAaNbHO WH(MUMPOBaHHbIE rematutom, BUWY, wm  pgpyrumu
MH(EKLMOHHbIMK 3a60/1eBaHNAMU. PeKOMeH0BaHbl COOTBETCTBYIOLLME Mepbl NPELOCTOPOXHOCTY.

YNakoBKa [AHHOTrO MNpOAYKTa COLEPKMWT NaTeKC Ha OCHOBE HATYPa/IbHOr0 KayyyKa, «oropw s MOXET Bbl3blBaTb
annepruyeckme peakumm, <

Erytypecell-Ai, -Ar, -B, -0 npoussoagutca Kaxable 4 Hegenu.

Cnuncok nuTepaTypsbl

<« (1) Technical Manual, 17" edition. Section 1, American Association of Blood Banks

Kntou: MogyepknBaHue = IﬂOGaBI’IEHVIe WN 3HAUNTENbHbIE N3MEHEHUS <= YaneHne TeKcTa

~Bio-Rad Medical Diagnostics GmbH C€ 0197
Industriestr. 1, D-63303 Dreieich, FepmaHus
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MprnoxeHne K MHCTPYKLMN MO MPUMEHEHUIO MEAULIMHCKOIO U3feNnus ANs AMarHoCTUKK
in vitro gnA obpalleHnsa Ha TeppuTopumn Poccuiickoin ®degepaunn

HanmeHoBaHVe MeANLMHCKOIO MU34enns ansa ANarHocTUKK in vitro
CraHpaapTHble apuTpoumnThl Erytypecell-Ai ans obpatHoro Tunuposanms, 10 mi/l dn.

HasHavetine CraHpapTHble  apuTpouutbl  Erytypecell-A]  wcnons3ywotcad s

KayeCTBEHHOro  OnpefeneHnss  XapakTepucTUK  CbIBOPOTKM  (aHTU-A
aHTUTeN) ANs onpegenieHns rpynnbl KPOBU C NMOMOLLbIO MUKPOMIAHLLIETOB
Erytype S. na Toro 4tobbl onpegeneHne rpynnbl Kposu no cucteme ABO
cunTanocL  MOATBEPXAEHHbIM,  TakKxe  TpebyeTca  onpejgeneHve
XapaKTepUCTUK CbIBOPOTKM (cogepaHue AHTU-A n/vnn AHTU-B).

To/IbKO A8 AUarHOCTUKK in vitro
WN3genns, kotopble  [LONONHUTENbHbIE peareHTbl Y PacXo4Hble MaTepuasbl, He BXOAALLME B

NCNoNb3ytTCs B MoCTaBKy:

coveTaHun C . MwukponnaHweTsl (cTpunosaHHble) Erytype S ABO+D ans ABO- un
MeANLNHCKUM Rh-tunuposaHuna asputpouymtos, 10 wr/l yn. ([REF] 806 105),
n3nenviem MukponnaHwetsl Erytype S ABO ([REF] 806 115)

* MukponnaHweTsl (cTpunoBaHHble) Erytype S ABD+Rev. Ai,B gnsa
ABO- n D-tunuposaxunsa aputpountos, 10 wr./1 yn. ([REF] 806 127)
e AHanu3atop aBTOMaTMYeCKWUii UMMyHorematonormyecknini. TANGO
infinity, ¢ npuHagnexxHoctamm ([REF] 850 000 010)
ToNbKO Ans py4yHOro/nosyaBToMaTuyeckoro MeToaa:
FInneTKH (06bem kannu 40-50 mkn)
LLleiikep 4NA MUKPOMN/IAHLLETOB
LleHTpudyra
3epKano Ans CYMTbIBaHUA

doTOMETP AN KOMIOMETPUYECKONW  OLUEHKM U OLEHKU
arrntoTMHaUUM Ha MUKpPONiaHLLeTe

NokasaHuns
CraHpapTHble apuTtpoumnTbl Erytypecell-Ai gng obpatHoro tTunuposaHus, 10 M/l don.
nokasaHbl A4/ NPOBEAEHNS UMMYHOremMaToI0rMyecKnx UccneoBaHuil.

NMpoTuBONOKa3aHMA
CraHgapTHble aputpoumnTsl Erytypecell-Ai gns obpatHoro Tunuposanmns, 10 M/l dn. He

MMEKT NPOTUBONOKa3aHWI

dun3nyecKne cBoNCTBA

BHewHwWIi B XXnakoctb KpacHoBaTas, AaroLlas
ocafioK
3anax 6e3 3anaxa

OCHOBHbIe CBOICTBA
MpoLeHT CoBNafeHNiA, NOMYYEHHbIA B OTHOLLEHUW 06 MX UHTEPRpeTaLnin aHaInM30B ¢

MCMO/b30BaHNEM Pe3y/bTaToB TECTOB OMNpeAeneHMs rpynnbl KpoBu no cucteme ABO (peareHTsl
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AHTU-A, AHTU-B 1 AHTK-A, B), a TakXKe pe3ynbTaToB Mo onpeaesieHnto rpynmnbl KPoBu
obpaTHbIM MeTOAO0M (CTaHAapPTHbIE 3puTpoUUTLl A],B), NpeBbIiCKMA KpuTepuidi COOTBETCTBMSA 99%
C HWKHUM [0BepUTeibHbIM MHTEpBasioM 95%.(B KayecTse peepeHTHOro M3Lenns CpaBHeHus
Ob1/IM MCNONb30BaHbI PeareHTbl, 3aperncTpmpoBaHHbie B FDA).

BHyTpucepuiiHas BOCNpOM3BOAMMOCTb

MpoLeHT COOTBETCTBMA Pe3y/ibTaToOB BCEX MapTUil CTaHLAPTHbLIX 3pUTPOLMTOB Al B LLEIOM Npu
ncnons3oBaHun Erytype S ABD + Rev. Ai, B ana kaxxaoro o6pasua naHenu coctasnsn 100%
(97,05% c HWKHUM LOBEpUTENIbHLIM UHTEPBa/IOM 95%).

Y 06pa3syoB, cogepXalnx aHTUTeNa, NPoLEeHT COOTBETCTBUA pe3ynbTaToB 6bia1 100%.

Y 06pa3suoB, He cofepXKalimMx aHTUTeNa, NPOLEHT COOTBETCTBUA pe3y/ibTaToB 6bin 100%.

MexcepuitHas BOCNPOM3BOAUMOCTb

MpoLeHT COOTBETCTBUA Pe3yNbTaTOB BCEX NAPTUIA CTaHAAPTHBIX 3pUTPOLUTOB A] B LLeIOM Obin
100% (95,13% C HWKHWUM [0BepuUTE/IbHBIM MHTepBasioM 95%).

Y 06pasuoB., cofep>Kaliux aHTUTeNa, NPOLEHT COOTBETCTBUA pe3ynbTaToB 6bi1 100%.

Y 06pasL0B, He cofepXKalimx aHTUTena, NPOLEHT COOTBETCTBUA pe3ynbTatoB 6bin 100%.

W3penve Erytypecell-Ai paccuntaHo npumepHo Ha 180 TectoB Ha aHanmsatope TANGO
infinity.

NHTepdepupytoLve BelecTBa: SIneMus, XenTyxa v reMonn3 He BAUSHOT Ha KOPPEKTHOCTb
pe3ynbTaToOB TECTUPOBAHNS.

AHaNNTNYECKasi YyBCTBUTENIbHOCTU U CMELMEPUUYHOCTL HEMPUMEHMMbI B BUAY 0COGEHHOCTEN
aHa/MTa (aHTM3IPUTPOLMTAPHbIE aHTUTENA).

XUMWYECKNI cOCTaB U3aenus
Erylypecell-A]COaepxUT MaTepuanbl HYesI0BEHECKOI0 MNPOUCXOXKAEHWS.

Erylypecell-A1Cogep»xuT criefytoLme BCroMoraTe/ibHble MHIPeSUEHTDI:
- UMTpaTHbIA 6ydepHbI pacTBop
- cTabunusnpytowmin pacteop (pactsop Onceepa)

- KOHCepBaHT
KoOMMOHEHT KonunyecTso

MuH,* Makc.*
Xnopug HaTpus 3,00 r/n 6,00 r/n
Lintpat HaTpus 6,00 r/n 12,00 r/n
JINMOHHas Kucnota 0,30 r/n 0,60 r/n
"nokKo3sa 15,00 r/n 30,00 r/n
MHO3MH 1,00 r/n 5,00 r/n
AJLEHWH 0,10 r/n 0,20 r/n
TuTpunneke 2,00 r/n 4,00 r/n
XnopamdgeHukon 0,33 r/n
CynbaT HeoMuLMHA 0,10 r/n
AmM®poTepuunH B 0,005 r/n
CraHpapTHble 1,00% 1,00%
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3pUTPOLUTHI
4es10BEYECKOro

NPOUCXOXAEHUA

Boga PacTtsopuTenb
AUCTUNNVPOBaHHasA

*YKa3aHbl MUHUMa/IbHas M MaKCUMaslbHas KOHLEHTpauuu, MOCKOMbKY KOHLIEHTpauun K3 AuanasoHa SBAATCA
npuemMmseMbiMi 1 NOABNAKOTCA MU3-3a AOMYCTUMbIX I'IOFpeLIJHOCTeI7I MBMQDEHVIVI.

MaTepuanbl YeN0BEYECKOr0 NPOMCX0aeeHNs

MeanUMHCKOE un3fenne COAEPXUT MaTepuan Ye/N0BEYECKOro MPOUCXOXKAEHUA: 3PUTPOLUTHI.
Becb MaTepuan 4enoBeyecKoro MpPOMCXOXAEHMS, UCMONb3yeMblid 4S8 MPOM3BOACTBA AaHHOMO
n3aenmsi, obl1 NPOBEPEH Ha MOBEPXHOCTHbIV aHTUreH Bupyca renatuta B (HBsAQ), aHTuTena K
Bupycy renatuta C (HCV) un aHtutena Kk BUU-1Y/BWY-2, Bce peakuun 6blin oTpULATENIbHBIMA.
Tem He MeHee, BCe MaTepuanbl Ye/IOBEYECKOro MPOUCXOXKAEHUSA pPacCMaTpuBalOTCA Kak
NoTeHUWaSbHO  MHUUMPOBaHHbIE renatutoMm, BWY, v  gpyrumu  MHQEKLUOHHBIMU
3aboneBaHnsIMU. PeKoMeH0BaHbl COOTBETCTBYHOLLME MEPbI NPEeJOCTOPOXHOCTY.

[JononHuTenbHas nHGopmauma no 6e3onacHoOCTV npefcTasieHa B pas3aenax «Mepbl
NPeLOCTOPOXHOCTU» U «XpaHeHue»

PacwungppoBKa CUMBO/IOB

3HayeHue Cumson
HarMeHOBaHWe 1 afipec U3roToBUTENS Uﬂ
O603HayeHmne aHTUreHoB 3pUTPOLMUTOB,
COZePXKALLMXCS B peareHTe T
KatanoxXHblil Homep REE
O6beM M3aenns B ynakoBKe VO ||
Koga naptum LOT

Vcnonb3oBatb A0 ...

TeMnepaTypHbIi A1Manas3oH XpaHeHUs

MeanumnHcKoe nsgenne ans ANarHoCTUKKM in vitro

O6paTnTeCh K MHCTPYKLMMX NO NPUMEHEHMIO

WN3penve cootsetcTByeT [upektvuse 98/79/EC o .
MEAULUMHCKMX  WU3enuax  Ana WH - BUTPO C |
ONAarHOCTUKM
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LLUTpumx-Kkos4

2P

CofepXXNT HaTypabHbIA naTekc

NoroTtun npoussogutens MMLWT
CumBon, yKasblBatoLLuit npaBuIbLHOe
BEPTUKaNbHOE MOMOXEHMNE [

YnakoBKa NoaeXxuT BTOPUYHON nepepaboTke

[BYMEpHbIA MaTPUYHBINA LUTPUX-KOA

NaeHTugmkatop yHuKansHoro nsgenus (UD1): (01)07611969951338
(01) - naeHTUMKaTOp M3aenuns (17)170406
(17) - cpoK rogHocTm (10111111111

(10)- Homep napTun

KoMnnekT nocraBku
OpfHa ynakoBKa usfenvs BktovaeT B eebs 1 ¢nakoH ¢ peareHToM o6bemMom 10 Mn n
WNHCTPYKLMIO MO MPUMEHEHUIO.

MNMpumeHeHne

MoApo6HbIE UHCTPYKLMUM MO BbIMOHEHWIO NPOLEAYPbI, & TakKe OnucaHue OLeHKW pe3ynbTaToB
NpesACTaB/eHbl B MHCTPYKUMAX MO NPUMEHEHMIO MUKpOMaHweToB Erytype S.

Mepes WCNONb30BaHWEM CTaHAAPTHbIE 3PUTPOLUTBI  HEOOXOAMMO pecycrneHaupoBatb WU
NMOMeCTUTb B YCNOBUA C KOMHATHON TemnepaTypoil. CTaHAapTHbIe 3PUTPOLMUTLI LOSIKHbI BbiTh
pecycrneHAMpoBaHbl NMyTeM aKKypaTHOro BCTPAXMBaHWUA (pnakoHa [0 06pa3oBaHMA rOMOreHHOro
pacTBopa K/eToK nepef Tem, Kak (iakoH 6yfeT 1Cnonb30BaH.

PydHas n nonyasTomaTnyeckas npouegypa
PekomeHayeTCA 3akanaTb peareHT B JIYHKW AN 06paTHOro TUMNMPOBAHWA [0 OMpedeneHus
aHTUTEeHOB.

1 PasBeguTe OfHY Kanitlo CbIBOPOTKM WM Nna3Mbl MaUWEHTOB B KaXAOW NyHKe
MUKPONIaHLLIeTa, UCMo/b3yeMOR s 06paTHOro TUNUPOBAHNS.
[o6aBbTe 0aHy Kanto peareHTa Erytypecell-Ai B COOTBETCTBYOLLME TYHKN.
BcTpaxuBaliTe MUKPONIAHLLET C MakCUMa/lbHON CKOPOCTbIO B TEYEHWNE 2 MUHYT.
NHKy6upyiiTe B TeueHre 10 MUHYT NpyY KOMHATHOW TemrnepaType.
LieHTpudyrupyiite B TedeHne 1 MUHYTbI CO CKOPOCTbIO 80 X g.
[ns npouesypbl CUNTbIBAHWS BCTPAXMBANTE C IBYMSA CKOPOCTAMM:
1 cekyHAga C MaKCMMa/ibHOM CKOPOCTbl. 3-5 MUHYT CO CpedHell CKOpPOCTbHO
(npnbnusutenbHo 4-5 feneHune Ha Lelikepe) A0 MOSIHOrO PecycrneHAMpPOBaHNUSA OTPULATENIbHOIO

o 0w
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KOHTpons (U o06paTHOro TUMMpoBaHUs ¢ O-kneTkamu). [ns  UeHTpauuW arrniTuHaTa
BCTPAXMBAlATE B TEYEHWE NPUMEPHO 1 MUHYTbI HAa MUHUMAaNbLHOW CKOPOCTH.

7. Pe3ynbTaTbl TeCTa MOXHO HabnoAaTb Yepes 3epKasiio BU3yaslbHO UM (DOTOMETPUYECKM.
Pe3ynbTaTbl AO/MKHbI OblTb 3amucaHbl B MPOTOKO/IE OMWUCAHUS Pe3yNbTaTOB W [AO/MKHbI
MCNONb30BaTbCA TONBKO B TOM C/lyyae, €C/M OTpULATE/bHbIA KOHTPONb [eMOHCTPMpYeT
XapaKTepUCTUKN 3pUTPOLUTOB, U AN 0-KNETOK CbIBOPOTKM XapaKTEPUCTUKU OTPULIATENbHBIE.
NHopMaumsa Mo MHTeprpeTaumMn Cuibl peakumy COLEPXUTCA B pasfene «UHTepnpeTayus
pe3ynbTaToB».

TANGO infinity
WHcTpykuymmn no npumeHeHnto TANGO infinity (MONHOCTbIO aBTOMATU3MPOBaHHbIA aHanM3aTop

AN OnpeAeneHns rpynn KpoBM) CoAepykaTcs B COOTBETCTBYHOLLEM PYKOBOACTBE MO/b30BaTeNs.

CpoOK rofHocTu (4OMoNHUTeIbHAA NHpopMAaLA)

®nakoH C peareHTOM TOC/ie BCKPbITUA MOXET XPaHWTbCA B COOTBETCTBYHOLUMX YC/OBUAX
XpaHeHus (2 - 8°C) B XONOAMW/bHBIX Kamepax WM B XONMOAWNbHUKAX, 0b6ecrneymBaroLmx
pernaMeHTMPOBaHHbIA TeMNepaTypHbIA PEXUM [0 OKOHYaHUA CpoKa rofHocTu (63 AHSA CO AHSA
Npou3BOACTBA).

TpaHcnopTupoBaHue

WN3genve cnepyeT MepeBO3UTb B OPUTMHA/IbHOM YMNaKOBKE MPOM3BOAUTENSA, 3aliuLatoLLel
NPOAYKLMIO OT BHELUHWUX BO3AENCTBUIA, Ha BCEX BMAAxX TPAHCMOPTA B KPbITbIX TPAHCMOPTHbIX
CpeAcTBax B COOTBETCTBUM C MpaBuiaMu NepeBO30K, AENCTBYHOLMMK Ha TpaHCNopTe AaHHOro
B1Aa. TemnepatypHblid pexum: 2-8 °C.

TpaHcnopTMpoBaHWe  [O/DKHO  OCYLLECTBNATbCS B TEPMOKOHTEHepax  O4HOPa30BOro
NoNfb30BaHUA, COAEPXalMUX XNafo3/IeMeHTbl, WAM B TEPMOKOHTeliHepax MHOroKpaTHoro
NMPUMEHEHNS C aBTOMaTUYeCKN NOAAEPXKMBAEMON TeMMepaTypoil uan B aBTopedpvkepaTopax ¢
NCMOo/b30BaHNEM TEPMOWHAMKATOPOB WM C MOMOLLLIO APYrMX CpeacTsB, 06ecrneymBaroLimx
pernaMeHTUPOBaHHbIA TeMMEPaTYPHbIA PEXUM.

Mpy NpoBefeHUM MOrPy304HO-Pa3rpy30UYHbIX PaboT W TPAHCMOPTUMPOBAHUU CRefyeT CTPOro
BbIMOMHATL TPEOOBAHMA MaHWUMNYNALMOHHBIX 3HAKOB, HAHECEHHbIX Ha YMAaKOBKE W TPaHCMOPTHOIA
Tape.

Mpy  Heco6GNOAEHUM YCNOBUIA TPAHCMOPTUPOBAHUS MELULMHCKOE W3Aenne He MNOANEXMUT
CMO/b30BaHUIO.

XpaHeHune

HeBCKpbITbIA (hNakoH C M3gennem crnegyeT XpaHuTb npu Temnepatype 2-8 °C B X004WbHbIX
Kamepax Wnn B XONOAWNbHMKAX, 06ecnevnBatownx pernaMeHTPOBaHHbIN TeMnepaTypHblii
PeXMM [0 UCTeYEeHMs CPOKa roAHOCTK, YKa3aHHOro Ha 3TUKeTKe.

Mocne BCKpbITUS Ha 6OPTY aHanu3aTopa U3fenne MOXET XpaHUTbCA npu Temneparype 10-16°C
He 6onee 7 aHel.

TonbKo 418 py4yHOro/nosyaBTOMaTUYECKOro MeToza: nocsie OTKPbITUA (/lakoHa U3fenve
cnefyeTt XpaHUTL npu Temnepatype 2-8 °C B X0N0AWU/bHbLIX KaMepax WUv B X0NOAWUMbHUKAX,
obecrneynBarOLMX pernameHTUPOBaHHbI TEMMNEPATYPHbIV PEXUM 0 UCTEUYEHUS CPOKa
rOHOCTU, YKa3aHHOI0 Ha 3TUKETKe.

Mpn HecobMO4EHNMN YCIOBUN XPaHEHUA MEeLULMHCKOE U3feNnNe He MOLNEXUT UCMOb30BaHMIO.
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PeMOHT 1 TeXHMYecKoe 06Cy>KnsaHme
He npvmeHumo

YTunnusauyunsa

YTunusauma nsgenna 4o/mkHa npon3soanuTbCA B COOTBETCTBUM C TPE6OBAHUAMUN NOKA/IbHOTO,
PernoHanbHOro U HauMoHa/IbHOI0 3aKOHO4AaTe/IbCTBA.

Bce yactu gaHHOro MeAULMHCKOr0 U3Lenus AN UH BUTPO UArHOCTUKKM, 06pasubl U
matepuasnbl, UCMONb3YHrumecs n 0bpasytowmnecs npw BbINOMHEHUW UCCNeL0BaHUI, B TOM YKC/e
peareHTbl C UCTEKLLUM CPOKOM FOAHOCTU, CrieayeT YTUIM3UPOBaTh KakK NOTEHUNANTbHO
3NMAEMMNONOrNYecKn onacHble 0Txoabl (knacc b).

MapaHTun

Mpon3BoanTens  rapaHTMpyeT COOTBETCTBME  XapakTEPUCTUK  MEAWLMHCKOTo  u3genvs

3aB/IEHHbIM B 3KCM/lyaTalMOHHON [AOKYMEHTauuu Mpu YC/NOBUM MPUMEHEHUS W3LeNns B

COOTBETCTBMM C MHCTPYKLWMEN ¥ NO Ha3HAYeHWUO, NPeayCMOTPEHHOMY NPOU3BOAUTENEM.

Mo BceM BoOMpocam, AN MOMYYEHUS TEXHUYECKOW KOHCY/MbTauuu W MNOAAEPXKKW cnefyeT

obpaliartbCs K ynoJIHOMOYEHHOMY NPEeACTaBUTENO NPOU3BOANTENS Ha TeppuTopun Pd:

00O «buno-Pag Jlabopatopun»

Agppec: 105064, r. MockBa, HuxHuiA CycanbHblii nepeynok, 4om 5, cTpoeHne 5A.

TenegoH: +7 (495) 721-14-04 Bio-Rad
Medical Diagnostics GmbH

Z e Industriestr. 1

Germany

Jeremy Poropan®
IHD Regulatory/

The undersigned Me MICMAEb~ICLLUK, notary ptiblic, res

ding in Murten, Switzerland, certifies herewith the

authentic signature of Mr JEREMY POROPANE, 19.10.1977°'
French citizen, residing in CH-2206 Les Geneveys-sur-
Coffrane, Rue de L'Horizon 32 C, known personally to
the notary public.

CH-Murten, December 12th, 2018 The notary public:
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IMepeBof, C aHrMIACKOrO A3bIKa Ha PYCCKUM 3bIK

Buo-Pap,
Mepuvka.l AnarHocTuke TM6X
BMO-PAL

Buo-Pag Megukan AunarHocTuke FM6X* a/a 10 21 50 * 6326 7 Apaitalix

{MeuyaTb) Buo-Pag
Megukan narHoctuke
rmeX * BUO-PAL *
MepmaHua, 63303,
[Opanaiix, yn.
MHugycTpuwTpacce, 4.1

YnpasnatoLLpe AnpeKTopa: Kommepueckuii peectp:

[bkoH BepHoH Byccenb OdhheH6ax-Ha-MaiiHe, HRB 43128
3HH Kapon MaggaeH Homep nnatensiymka HOC:

[I-p ecTecTB. HayK., Ponbth BopHxareH DE 257 154 545
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epmanusg, D-63303, [pauaiix.
yn ViHpycTpwmTpacce. 4 |.
Ten.: O 6103 3130-0
Pakc: -49 (0) 6103 3130-724

“YTBEPXOAKO”
bno-Pag Megukan narHoctuke

PykoBofuTens no Bonpocam
HOpPMaTMBHOrO perynunposaHua IHD
(BOMKHOCTD)

J>xepemu lMoponaHe
(wis)

(MoanucaHo)
(nognuce)

« 07 » 12 2018
«[leHb» Mecau, (ynucnamm)

neyaTb

BaHKOBCKMe peKBU3UTDI:

Cuturpyn Fno6an MapkeT [doiiuneHg Al T.
®paHkdypT BVK 502 109 00
MexayHapoZHbIA Homep 6aHKOBCKOro cyeTa
(IBAN): DE83 5021 0900 0216 8020 04
SWIFT: CITIDEFFXXX



MepeBO C aHIIMIACKOr 0 A3blKa Ha PYCCKMIA A3bIK

YOOCTOBEPEHWNE

Hwmwxenognucaswwnitics r-H MUXADJIb  XAHK, HoTapuyc, afgpec MecTa >XUTeNbCTBa;
LLseliyapus, MypTeH, HacCTOAWMM CBUAETENbCTBYET MOANMHHOCTL nognucu r-Ha AXXEPEMW
MOPOMAHE, poa. 19.10.1977, rpaxaaHuHa ®paHumnu, agpec mecta xurtenoscrtea: CH-2206, fle
XeHese-Crop-KodpaH, yn. J1’Xopu3oH, 4. 32 C, IMYHOCTb KOTOPOro HOTapMyCcoM YCTaHOBJIEHA.

LLiBeiuapms, r. MypTeH, 12 gekabps 2018 HoTapuyc
(Mognuck)
(Mevatb) MNXADJIb XAHK, HOoTapuyc

{Moanucs)

bno-Pag

Meankan AuarHoctuke MmoX
MepmaHua, 63303,

[Lpaiaiix,

yn. MHpgyctpuwTpacce, 4. 1

BNO-PAL
Loxepemu MNMoponaHe
PykoBsoguTesnb no BOnpocam HOPMaTUBHOTO
perynuposaHusa 1HD

(Meuatb) bno-Pag Mepukan AnarHoctuke MM6X *
BNO-PAL *
MepmaHus, 63303, Apanainx, yn. HAycTpuwTpacce,

a1
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MepeBoA AaHHOIO TeKCTa cAenaH MHOW, NepeBoAYNKOM [ ainiBOPOHCKMM ANeKCaHapoOM
AnekcaHApOBMYEM.

Poccuiickaa dPegepauus
Mopog Mocksa
[BajuaTb LWECTOro gekabps fABe ThiCAYN BOCEMHAALATOrOo roga
[ Axkumos Me6 bopucosny, HoTapuyc ropofa MockBbl, CBUAETENLCTBYH MOAJIMHHOCTb NOANUCK
nepesogumka alBOpOHCKOro AnekcaHgpa AnekcaHaposuya.
Moanuck caenaHa B MOEM MPUCY TCTBUN.

JInyHoCTb NognucasLLero [NOKYMEHT YCTaHOB/EHA.

3aperucTpuposaHo B peecTpe: Ne 77/09-H/77-2018-
B3bICKaHO rocyaapcTBeHHO noLunuHbl (Mo Tapudy): 100 pyo
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