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TonbKO gNs AuarHocTuku in vitro.
aCross BHuMaTenbHO 03HaKOMbTeECh Nepep,
MCNONb30BaHNEM U3[enus.

HAVMMEHOBAHWE

«Habop apuTpoumMTOB cTaHAapTHbIX «Across Cell Screen 3» ANA CKPUHUHIA aHTUIPUTPOLUTAPHBIX aHTUTEN B
CbIBOPOTKE W Nna3mMe KPoBY YefloBeka METOAO0M KOSIOHOYHOM arriloTUHaLUK in vitro»

(@anee no TekcTy - Habop apuTpounTOoB CTaHAapTHbIX «Across Cell Screen 3», Habop 3pUTPOLUTOB, Habop,
usgenve, MeanUMHCKoe nsgenue)

OMNCAHVE WIN  nonHbIM’ CMnNCOK  PA3JINYHbIX KOHOUTYPALUUMW/  NCNONHEHUN
MEONLMHCKOIO U3AENNA ANA AJNATHOCTUKW IN VITRO

Ha6op aputpouunToB cTaHAapTHbIX «Across Cell Screen 3» BbinyckaeTcs B O4HOM BapuaHTe WCMNONHEHUS -
3 hnakoHa x 10 mn B yn.

ONMMCAHME MEONLUMHCKOIO N3JENNA

Habop apuTpounToB cTaHaapTHbIX «Across Cell Screen 3» cogepXuT apuTpouuTbl YeNnoBeKa rpynnbl Kposu 0
6e3 nanamHa B KOHUeHTpauun 0,8% B 6ydhepHOM pacTBope C KOHCepBaHTaMW. JpuUTpounTbl Habopa nmeT
Hanbonee BaXHble aHTUTEHHble AeTepMWHaHTbl 6OMbLUMHCTBA CUCTEM [Pynn KPOBW. 3T 3PUTPOLMUTDLI
OT/INYAKOTCHA NO COCTaBy aHTUTEHOB U 0TOBpPaHbI C Lie/Ibio eTEKTMPOBAHMA Hanbosnee KIMHUYECKN 3HAUYMMbIX
aHTUTen. CocTaB aHTUTeHOB KaxAoro u3 Habopa 3puUTPOUUTOB CTaHAapTHbIX MNpuBeAeH B Tabnuue
aHTUreHHOro cocTaBa, BMNOXEHHON B KaXAyl0 NapTuio nsgenuii.

OpuTpounTbl pa3MelleHbl B Tpex hiakoHax M3 CBET/I0r0 cTekna ¢ 6efoii kanenbHuUeln, 0603HaYeHHbIX
umdpammn «1», «2» N «3» COOTBETCTBEHHO.

HA3HAYEHUME. BKNIOYAA oYHKUNOHA/IBHOE

[ns MMMyHOreMaTtosiormyeckmx uccnefoBaHunii 06pa3LoB CbIBOPOTKMA M M1a3Mbl KPOBM 4YesioBEKA METOLO0M
KOJIOHOYHOI arrioTUHaALUM € LeNbl KauyeCTBEHHOro OnpefenieHnsl aHTU3pPUTPOUUTApPHbIX aHTUTen K
aHTureHam aputpoumtos cuctem Rh (D, C, E, ¢, e, C*), Kell (K, kK, Kpk, Kp™), Duffy (Fy® Fy?), Kidd (Jk®, Jk7),
Lewis (Le®, Le™, P (Pi), MNS (M, N, S, s), Lutheran (Lu®, Lu¥) ¢ ncnonb3oBaHnemM CTaH4APTHbIX 3PUTPOLIUTOB,
NOJIyYEHHbIX OT TPeX AO0HOPOB (HEMYNMPOBAHHLIX), O/1S BbIMNO/IHEHUS CKPUHWHIOBOTO WCCMeA0BaHUs B
HenpsiMoM aHTUINOGY/IMHOBOM TecTe, B Ka4YecTBe AMarHoCTMYeCcKoro Tecra.

Takke nNpuMeHsieTcsl A/ MOJSIYKOSIMYECTBEHHOTO ONpeAesieHnss TUTpa aHTUTeN K aHTUreHam 3pUTPOLUTOB
cuctem Rh (D, C, E, ¢, e. C*), Kell (K, k, Kp®, Kp™>), Duffy (R/®, Ry), Kidd (Jk®, Jk"), Lewis (Le®, LeV), P (Pi),
MNS (M, N, S, s), Lutheran (Lu®, LU*Y) B HENpssIMOM aHTUINOGY/IMHOBOM TecTe, B Ka4yecTBe ANarHOCTUYECKOro
TecTa.

[ns in vitro AnarHocTuKu.

OB/ACTb NMPNMEHEHUNA
KnuHuueckas na6opaTopHas AnarHocTuka.
nonynAauunda. AEMOIrPA®NYECKNE ACIMEKTbI MPUMEHEHUWA

Wccnegyemass nonynauusa: nauueHTsl (AeTM UM B3pOC/ble), KOTOPbIM Heo6X0AUMO  onpepeneHve
AHTUIPUTPOLMTAPHbLIX aHTUTEN.

TN AHATTMBNPYEMOTIO OBPA3LIA

CbiBOpOTKa 1 njiasma KpoBu YesioBeka.

OMNCAHUE CYTU AHANNTUYECKOIO METOAA WK MPUHUWNA PABOTbl USAENNA

MPUHUMN 1ccnefoBaHNAa OCHOBAH Ha WCMO/b30BaHUM MEeTofa KOSIOHOYHOW arriioTUHaumMmn - o6HapyXeHus

peaKLLI/Iﬁ arrnloTnHayun, KoTopble nNpoucxoaAaT npu cBA3biIBaHUN (I'IOKprTI/II/I) aHTUTeHoB J3PUTPOLINTOB
(aFF]'IPOTI/IHOFEHOB) COOTBETCTBYWLWMMN aHTUTETaMU (aFF}'IPOTI/IHI/IHaMI/I), NPUCYTCTBYWOLWNMN B peareHTe,
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npo6ax CbIBOPOTKM M Nfa3Mbl nNyTeM UAbTPauuM Yepes refb Mo AeicTBUEM LIEHTPOOEXHOW CWUMbl,
BO3HMKAIOLLLE NPU LEeHTPUYrMpoBaHuu.

MOTEHUMUANBHLIA MONb30BATE/b

JaHHoe n3aenune npegHasHauyeHo TOMbKO 4151 AUArHOCTUKM in vitro. 3To n3genne MoXeT 6biTb MCMO/Ib30BaHO
TONbKO B KAMHMYECKUX nabopaTopusix Bpadamu-cneumanimctamm Wivm WHbIMA JiMLaMyi MO Ha3HauYeHuto.
NHTepnpeTauus pe3ynbTaToB, NOJyYeHHbIX C MOMOLLbI0 HaGopa 3puTpoLUTOB CTaHAAPTHbIX «Across Cell
Screen 3», f0/HKHA NPOBOANUTLCA 06YUYEHHLIMU MELULMHCKUMU paBoTHMKaMK.

KOHKPETU3ALMA NMPO®ECCVOHANBHOIO YPOBHA NMOTEHLMA/BHBIX MOJIb30OBATENEN

MeanuvHckoe wu3genue npefHasHaAYeHO TOJSIbKO A7 MPOCECCMOHANLHOIO UCMO/Ib30BaHUS  Bpayamm
KNMHUYeckoli nabopaTopHoli AMArHOCTUKM, MeAULMHCKUMKU NnabopaTopHbIMU TEeXHUKaMK, enbalepamu-
naGopaHTaMn WM MHBIMU crieumanucTamm B 06/1acTv KIMHUYECKO 1abopaTopHOi ANArHOCTUKN.

OXNOAEMBIE I MPOMrHO3NPYEMbIE MOBOYHbLIE OENCTBUA, CBA3AHHbIE C
MCMNOJIbSOBAHNEM MEANUNHCKOIO U3AEAUNA MO HABHAYEHUIO

Mo60oYHbIX AeACTBUI Npy NPUMEHEHUN MEAULMHCKOTO M3genvs 478 AUarHOCTMKM in Vitro He BbiSIBIEHO.

MOKA3AHUWA K MPUMEHEHUIO

[ns MMmyHoremaTonornyecknx nccnefoBaHnii o6pasLoB CbIBOPOTKM M Na3mbl KPOBU YesioBeKa MeTOA0M
KOJIOHOYHOWM arrniThHauUUn € Lenbild KayeCTBEHHOro OnpefeneHns aHTUIPUTPOLUTapHbIX aHTUTen K
aHTureHam sputpountoB cuctem Rh (D, C, E, c, e, C"), Kell (K, k, Kp?, Kp"), Duffy {Fy®, B/, Kidd (Jk®, Jk™),
Lewis (Le®, Le™), P (Pi), MNS (M, N, S, s), Lutheran (Lu®, Lu*Y) ¢ ncnonb3osaHnem CTaHAaPTHbLIX 3PUTPOLIUTOB,
NONlyYeHHbIX OT TPex AOHOPOB (Heny/MpPOBaHHbIX), A/15 BbINO/HEHUA CKPUHWUHIOBOIO WCCAefOoBaHuA B
HenpsiMOM aHTUro6yIMHOBOM TecTe, B KayecTBe AMarHOCTUYECKOro Tecra.

Takke npumeHsieTca ANA NONYKOSIMYECTBEHHOIO onpefeneHus TUTpa aHTUTen K aHTureHam 3puUTpOLMTOB
cuctem Rh (D, C, E, c, e, C"), Kell (K, k, Ko®, Kpb), Duffy (Fy®, Fy»), Kidd (Jk®, Jk*), Lewis (Le®, Le"), P (Pi),
MNS (M, N, S. s), Lutheran (Lu®, Lu®) B HENPAMOM aHTUI106Y/IMHOBOM TECTe, B Ka4eCTBE ANArHOCTMYECKOrO
TecTa.

[N in vitro gnarHocTuku.

MPOTNBOMOKA3AHUNA

MpoTvBONOKa3aHWi K NPUMEHEHNI0 MEeMLUHCKOro U3fenvsa ons AUarHoCTUKK in Vitro He BbISIBNIEHO.
MPUNHLUMMN KANNBPOBKN

[aHHblli HAbop HEe NOANEXMNT KasIMbpPOoBKeE.

OMUCAHWE TMPUHALMNEXHOCTEW W APYTUX YCTPOWCTB, BK/IIOUYAA MEAULMHCKUE

YCTPOWCTBA, KOTOPbLIE MPEAHA3HAYEHbLI [ONA WCMONb30OBAHNA B COYETAHUU C
MEOVUVHCKUM U3OAENNEM ONA ONATHOCTUKK IN VITRO

Heobxoaumble, HO He MpeAocTaBfsieMble MaTtepuasbl, npojalwlliuecs OTAENbHO W MMelwune
NHAMBUAYaNbHbIE PYKOBOACTBA NOMb30BaTeNs / MHCTPYKLMU NO NMPUMEHEHMIO:

- «AHanusatop aBTomartuyeckuii Across Auto System Octo-M AN MMMYHOremMmaTo10rMyeckux nccnenosaHuii
METOAOM KOJIOHOYHOI arriioTuHaumm in vitro», nponssogctea Dia Pro Tibbi Drunler San. Ve Tic. A.8.. Typuus
(manee no TekcTy - aHanM3aTop aBToMartmyeckumii Across Auto System Octo-M, aHanm3artop);

- «CunTbIBaTENb ANS1 KAPT renesbix ACross ANs in vitro MMMYHOremMaTtosiI0rM4eckux nccnefoBaHuini MeToaoM
KOJIOHOYHOM arrnTuHaymm», nponssoactea Dia Pro Tibbi OrOnler San. VeTic. A.8., Typuns (ganee no TekcTy
-cunTbIBaTENb ANS KapT renesbix Across);

- «UeHTpudyra gna kapt renesbix ACross AN in vitro MMMyHOremaTo/IorMyecknx nccnefoBaHuini MeTofom
KO/IOHOYHOI arrniTuHaumm», nponssogctea Dia Pro Tibbi Urunler San. VeTic, A,8., Typuua (ganee no TekcTy
- UeHTpudoyra Ans rene.bIix kKapT Across);

- «MHKky6aTOp AN KapT renesbiX ACross Ans in Vitro MMMyHOremMaTonormyeckux MccnefoBaHuin MeToaoM
KO/IOHOYHOW arrnoTuHauumn», nponssogctea Dia Pro Tibbi Urunler San. VeTic. A.$., Typuns (ganee no Tekcty
- MHKy6aTop A5 reneBbiX KapT Across);
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- XonoannbHUK MeAULNHCKWIA ANS XpaHeHWs KPOBM, KOMMOHEHTOB KPOBW M ApPYrnx 6uonormyeckmx obpasLos
C NpUHa4/IeXHOCTAMU, BapuaHT ucnonHeHnsa «Scientific Series SLR105», npoussogcTtsa Helmer Inc., CLUA,
PY Ne P3H 2018/7548 ot 27.08.2018 r. CpokK AelicTBUSA; 6€CCpoyHO.

MoryT O6bITb  MCNO/Mb30BaHbl  Apyrve MeAUUMHCKME U3LeNUsA C  aHalofUYHbIMKU - XapakTepucTukamu,
3aperncTpypoBaHHble B YCTAHOB/IEHHOM MOpsiJke.

"eneBble KapThbl ACross:

- «Kapta renesaa «Across Gel AHG (IgG+C3d)» ana In vitro kKa4eCTBEHHOIo M NOJIYKO/IMYECTBEHHOIO
onpefeneHna aHTU3PUTPOLUTAPHBLIX aHTUTEN B CbIBOPOTKE M Mia3me KPOBU 4esioBeKa U aHTUIEeHOB Ha
NMOBEPXHOCTN 3PUTPOLMTOB B paMkax WMMYHOreMaTonormyeckux WuccnefoBaHUin MeTOAO0M  KOSTOHOYHONA
arrntoTuHaumm» {ganee no Tekcty - kaprta rene.as «Across Gel AHG (IgG+C3d)»), npoussoacTtea Dia Pro
Tibbi OrQnler San. Ve Tic. A.8., Typuus.

Jo3aTop(bl) nuNneTo4YHbIn(e) Ha 25 n 50 mkn:

«flo3aTop  NWMNETOYHbIi  MeXaHU4yeckuii  OfHOKaHaNbWbIl  WAW  MHOrOKaHasnbHbli  Sartorius ¢
npuHagnexHoctamm», XVI. [Jo3aTop NWMNETOYHbIA MEeXxaHW4Yeckuin  1-kaHanbHbli  Proline Plus ¢
pMKCMpoBaHHbIM 06bEMOM A03upoBaHnsa 25 Mk, XVII. [lo3aTop NMNETOYHbI MEeXaHW4ecknii 1-kaHasibHbli
Proline Plus c cdwukcupoBaHHbIM 06bemMom fgo3vpoBaHus 50 mkn, npousBogcTBa Sartorius Biohit Liquid
Handling Oy, ®uHnavana, PY Ne P3H 2019/9356 o1 12.12.2019, cpok AelicTBUA: 6eCCPOYHO.

MoryT  6bITb UCNOMb30BaHbl Apyrve MeauUUHCKAE U3LEeNns C  aHaloTMyHbIMU - XapakTepucTukamu,
3aperncTpmMpoBaHHble B yCTAHOB/IEHHOM MOPSAKeE.

OpHopa3oBble HAKOHEYHUKU AN 4032 TOPOB NUMNBT OUYHbIX:

«HaKoOHeYHUKM A5 NUMNeTO4YHbIX A03aTOpPOoB Sartorius. HecTepuibHble, 6e3 dunbTpa», n. 9. HakoHeuyHuK
Optifit ctangapTHbI (10 - 1000) mkn, npousBoacTBa Sartorius Biohit Liquid Handling Oy, ®nHnaHgusa, PY Ne
®C3 P3H 2019/9349 ot 12.12.2019, CpoK AeicTBUSA; 6ECCPOYHO.

MoryT  O6bITb UCNOMb30BaHbl Apyrne MeauUMHCKUE U3AEeNUMs C  aHa/IoTUMYHBIMU - XapakTepucTUKaMmu,
3aperncTpupoBaHHble B YCTAHOBJ/IEHHOM MOPSAKE.

Mpo6upKN ANA NOATOTOBKN CbIBOPOTKU UM NNa3Mbl:

m  «[pobupkn BakyyMHble nnactukoBble BD Vacutainer n BD Vacutainer Plus gna B3TMA KpoBM B Habopax
W OTAeNbHbIX ynakoBkax», |. Mpobupkn BakyymHble nnactukoBble BD Vacutainer gns B3SiTUS KPOBU B
OTAENbHbIX YNakoBKax: n. 26. Mpobupkn BakyyMHblie naacTtukoBbie BD Vacutainer ¢ kpbiwkoii BD Hemogard,
C uutpatoMm HaTpua (Bug 293540); 28. Mpobupkn BakyyMHble naacTukoBble BD Vacutainer ¢ kpblwkoit BD
Hemogard, ¢ K23A4TA nnn K33A4TA (Bug 293500, 293660), nponssogcTtea Becton Dickinson and Company,
CLWA, PY Ne P3H 2013/1139 oT1 14.04.2015, cpok AeicTBusi: 6eccpoyHo.

- «Cunctema BakyymMHOro 3abopa kpoBu Vacuette ¢ npuHagnexHoctamu» (1. TMpobupkn BaKyyMHble
pas3nYHbIX pasMepoB C HanoAHUTeNsIMKn n 6e3), npomnssoacTtea Greiner Bio-One GmbH. AscTpus, PY Ne ®C3
2011/09314 ot 09.03.2011, cpok AeiicTBMA; 6ECCPOYHO.

MoryT  6bITb MCNO/Mb30BaHbl Apyrne MeAuUUHCKUE U3Lenuss C  aHasloTMYHbIMU - XapaKTepucTukamu,
3aperncTpMpoBaHHbIe B YCTAHOB/IEHHOM MOPSAKeE.

Mpo6upkn AN annkBOTUPOBAHUA U TPaHCNOPTUPOBKU:

«3penns Eppendorf U3 noauMepHbIXx MaTepuanoB AnAs NabopaTopHbIX uccaegoBaHuii in vitro», n. 1
Mpobupkn Safe-Lock ¢ 3awenkoii o6vemom ot 0,5 mn go 2,0 mn (Safe-Lock tubes 0,5-2,0ml), nponsBoacTea
Eppendorf AG, N'epmanus, PY Ne ®C3 2009/04520 ot 19.06.2009.

MoryT  6bITb MCNOMbL30BaHbl Apyrue MeAULUHCKME W3AEeNWs C  aHaNorMyHbIMU  XapakTepucTukamu,
3aperncTpMpoBaHHbIE B YCTaHOB/IEHHOM MOPSIAKeE.

MaTepuansl 419 KOHTPO/A KayecTBa:

«MaTepvan KOHTPO/bHbIA AN  WMMyHOremaTofnornyeckux uccnegosaHuii  (IH-QC)» (1. Martepuan
KOHTPO/IbHBIA ANA  MMMYHOremaTosiormyeckmx uccnegosanuii (IH-QC1), 4 x 6 wmn/l  yn 2. Martepuan
KOHTPO/IbHbIA ANA  MMMYHOremaTosiormyeckmx uccnegosanuii (IH-QC2), 4 x 6 wmn/l  yn 3. Martepuan
KOHTPOSbHbIA A8  MMMyHOremartosnormyeckmx uccnegosanuii (IH-QC3), 4 x 6 M/l yn 4. Matepuan
KOHTPO/IbHBIA AN MMMYHOremaTosiormyeckmx uccnegosanuii (IH-QC4), 4 x 6 mn/l yn.), nponsBogcTBa
DiaMed GmbH, LWeeliyapusa, PY Ne P3H 2019/9460 ot 26.12.2019, cpok pAeicTtBus: 6GeccpouyHo (B
COOTBETCTBUMN C COBCTBEHHOWN MHCTPYKLUMEN MO MPUMEHEHUIO).

HAYYHAA OBOCHOBAHHOCTbL AHAJIUTA

B3aumogeiicTBne Mexay 3pUTPOLMUTAPHLIMW  aHTUFEHaMW W COOTBETCTBYWOLWMMU aHTUTENAMMW  JIETKO
onpegennTb NoCPeCTBOM peakuun arriloTMHaLmm.
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CKPUHUHT HeperynsipHbIX aHTUTEN MO03BO/ISeT AeTeKTUpoBaTb KIMHUYECKU 3HAuMMble aHTuTena B npobGe
nauveHTa. MNMonoXuTenbHbI pesynbTaT TecTa ykasblBaeT Ha Hannune ayToaHTuTena uuam anioaHTutTena.
CKPUHWHT aHTUTEeNn - 3TO WCC/iefoBaHME CbIBOPOTKM WAM MAa3Mbl HA HaluuMe aHTUTen K aHTUreHam
3pUTPOLIUTOB.

TABIMLA CUMBOJIOB M OBO3HAUYEHWIA

CumBon  3HavyeHne CumBON  3HaueHue
MeanumHcKoe nsaenve anis
Homep no katanor L
re fl P y ypl OMarHoCTUKY in vitro
r y
M3roToBuTENb ] TemnepaTypHblii granasoH
Vcnonb3oBaTh A0 (FOA-MecAL-AeHb) LOT Koa napTum

O6paTutecb K MHCTPYKLWN MO CofepXuT n-kapT

a a NpUMEHEHNIo
3Hak cooTBeTCTBMA TpeboBaHNAM
C€ < 3anpeT Ha NOBTOpPHOE NpPUMEHEeHNe
Esponeiickoro Coto3a

I I Bepx Bepeub oT Bnaru

D
I Xpynkoe, obpalarbCa 0CTOPOXHO 6 JleHTa Mebuyca (peunknnpyemsiii)
u
H o
)‘l( © ponyckartk BO3ACUCTBNA 1Mal [ata nsrotosneHuns
COJIHEYHOTO CBeTa

B3ATUE U NOAITOTOBKA NMPOB

1. Mpo6sl
He ncnonb3oBaTb reMoIM3NPOBaHHbIEe, JIMNEMUYHbIE, 3arpsA3HEeHHbIe NPO6bLI KPOBY MK MPO6bI CO CrycTKamu.

[nA BbISIBNEHNS aHTUTEN B CbIBOPOTKE UMM Ma3Me UCMOo/b3yrTCs;

- Mpo6bl KpoBW, B3ATblE B NPO6GMPKM C aHTUKoarynsHtom (K234TA, K33/4TA, HaTpusa umtpat) {cogepxaline
nnasmy), unun 6e3 aHTukoarynsaHTa (cogepxatine cbiIBOPOTKY), B COOTBETCTBUN C NPUHATLIMY B nabopaTtopum
CTaHAapTHbIMW npouenypamMun, OT MOMeEHTa B3ATUA M A0 3 YyacoB npu Temneparype +18...+25°C;

Mpobbl KPOBMW, B3ATbIE B NPOOUPKN C aHTUKoarynaHToMm (K234TA, K33ATA, Hatpus uuTpar) (copepxaline
nnasmy), unu 6e3 aHTukoarysisHTa (cogepxatine cbiIBOPOTKY), B COOTBETCTBUN C NPUHATLIMY B nabopaTtopum
CTaHapTHbIMMK MpoueaypamMn, OT MOMEHTa B3ATUA U A0 48 yacoB npu temneparype +2...+8°C;

Mpobbl KpoBK, B3ATbIE B NPOOUPKKN € aHTukoarynaHtom (K2394TA, K33ATA, HaTpusa uutpaTt) (copepxalyme
nnasmy), uim 6e3 aHTukoaryssHTa (cogepxatine cbiIBOPOTKY), B COOTBETCTBUN C NPUHATLIMY B nabopaTtopum
CTaHAapTHbIMMK npoueaypamMn, OT MOMEHTa B3ATUA U A0 24 MecsaueB npu Ttemnepartype o1 -20°C o -80"C;
Mpobbl KpoBK, B3ATble B NPOOUPKK ¢ aHTukoarynaHtom (K2394TA, K33ATA, HaTpusa uutpaTt) (copepxalyme
nnasmy), unu 6e3 aHTukoarynsHTa (cogepxatine cbiBOPOTKY), B COOTBETCTBUY C MPUHATLIMU B Nabopatopun
cTaHfapTHbIMM  npouegypamu, npowejwine He 6onee 1 uvkia 3aMopaxuBaHUA-OTTauBaHuUA
(3amopaxuBaHue npu Temnepatype Hwke -20°C, pasmopaxunsaHue npu temnepatype +18...+25®@C).

MpeaynpexaeHue. lMepen 3amopaxuBaHvem o6paslbl CbIBOPOTKM WM MNNa3Mbl KPOBUM AO/MKHbI ObITb
a/IMKBOTMPOBAHbI B MPOGUPKKN C MI0OTHO 3aKpblBaKOLWENCS KPbIWKOK (Tuna dnneHgopd).
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2. Hdopmauus o6 ycnosusx, Heobxognumblx gnsa céopa, o6paboTkm 1 NOATOTOBKM aHANN3NpPyeMbIX
o6pasyos

2.1 ucpopmauma 06 ycnosusax, Heobxoaumbix gnsa coopa npob kKposu

B3aTne npob6 KpoBM OCYLLECTBNATbL B COOTBETCTBMM C MNPUHATBIMKU AeACTBYHOWMMU denepanbHbIMK,
rocyapCTBEHHbIMU WU NOKANbHLIMU HOPMAaTUBHbLIMU JOKYMEHTaMMU.

2.2 O6paboTka 1 NOATOTOBKA aHanu3npyemblx 06pasLoBs

O6pasybl CbIBOPOTKU/MIa3Mbl

Mpo6upku 6e3 aHTUKoarynaHTa (cogepxxan*ns CbiIBOPOTKY)

Mpobupkn ¢ npobamn KPOBW, nNpefHasHayeHHbIMWU [ONA  MNOJIYYEeHUS  CbIBOPOTKW, [OJ/DKHbI  ObITb
OTUEHTPUdYrnposaHbl Ha MecTe He no3gHee, yeM 4yepes3 14 nocne B3ATUA NPO6bLI. KpoBb 4518 NonyyeHus
CbIBOPOTKM LeHTpudyrnpoBatb B TeyeHne 10-15 mMuH npu yckopeHum 1000-12004, npyu Temnepatype 20“C -
22°C.

Mpobupkn ¢ aHTUKoArynsaHTOM (cogepxalime nnasmy)

Mpobupkn c aHtnkoarynaHtom (K294TA, K334TA, Hatpus uuTpar), ¢ obpasuamu, npegHasHavyeHHbIMK 415
nosly4yeHmsa nnasmebl, LEHTpUQyrnposatb B TedeHne 15-30 muH npu yckopeHmnn 2000-30004, npu Temnepartype
20=C-22X.

Mewkun c aHTukoarynaHTom (ACD, CPD, CPDA n SAG~Mannitol)

[na nonyyeHns cbiBOPOTKU/NNa3Mbl U3 MELLKOB 06paTUTECh K MHCTPYKLMM NO NPUMEHEHUIO Ha MELLKN.

3. CtabunbHOCTbL aHannsnpyemblx o6pasyoB

3.1 YcnoBusa v ANUTENBHOCTb XpaHEHUSA aHainsnpyemMblx 06pasLoB

O6pasubl CbIBOPOTKU/NNA3MbI

Mepeps ueHTpudyruposaHmem npoba KpoBmM A0/HKHA OTCTOATLCA 10-15 MUHYT nocnie B3ATUA Npu Temnepartype
+18...+25 °C.

CbiBOpoTKa/nnasma f0/KHa ObiTh OTAeNeHa OT 3pUTPOLUTApPHO Macchl cpasy nyTeM ajIMKBOTUPOBAHWUS WK
[EKaHTMPOBaHUA B YNCTbIA KOHTelHep (MPO6MpPKY) C NAOTHO 3aKpbiBaKLWENCS KPbIWKOA (Tuna dnneHgopd).
XpaHnTb NoMyYeHHble 06pasLbl TO/IbKO B 3aKpbITbIX KOHTEHepax npu TemnepaTtype +2 ... +8°C, He 6onee 48
4acos.

O6pasLbl CbIBOPOTKN MAW NAa3Mbl, NOCNe OTAENEHUA OT 3PUTPOLMTAPHON Macchl, MOTYT OblTb 3aMOPOXEHbI.
[na [ONroBpeMeHHOro XpaHeHus 3aMOpOXeHHble 06pasubl A0/DKHbl  XPaHUTLCA Npu  Temnepartype
-20.. .-80°C. B Takom Buge, o6pasLibl MOTyT XpaHUTbLCA A0 24 MecCsLEeB.

3.2 Ycnosua TpaHCNoOpTUPOBKM aHanusnpyemMmblix o06pasLoB

O6pasubl CbiBOPOTKM/NAa3mbl

PekomeHayeTcs TpaHCNOPTUPOBaTb B YUCTOM KOHTeliHepe (Npobupke) ¢ NI0THO 3aKpblBAOLENCa KPbILLKOM
(Tvna 2nneHaopdd), B BepTMKaNIbHOM MOJIOXEHWM, He [AOoMyckas BO3AEWCTBUS CO/MIHEYHOrO cBeTa, npu
Temnepartype +2...+8°C, He 6onee 48 yacos.

3amMopoXeHHble ob6pasubl CbIBOPOTKM/Ma3Mbl TpaHCcnopTuposBaTb npy Temnepartype -20®C. He ponyckaTb
pasMopaxuBaHus 06pasLoB CbIBOPOTKU/NNAa3Mbl BO BpEMS TPAHCMOPTUPOBKMY.

3.3 OrpaHuyeHuns no LukaamMm 3aMopo3ku (pasmMopaxunBaHus) aHaIn3npyemMbix o6pasLoB

O6pasybl CbIBOPOTKM/MIA3Mbl

JonyckaeTcs He 6onee 1 yukna 3amopo3ku. lMpouecc pasMopo3kn Ao/MmKeH ObiTb MeAneHHbIM (OCTaBUTh Ha
HOYb B XONI0AUNbHUKE WIN pa3MOpaxuBaTb Ha BOASIHON 6aHe, HENPepbIBHO NOMELLNBAS).

MpepynpexaeHne. Mepef 3amMopaxuBaHMeM 06pasubl CbIBOPOTKM WU Maas3Mbl KPOBM [0/MKHbI OblTh
a/IMKBOTUPOBaHbI B NMPO6GMPKN C NNOTHO 3aKpbIBAKLENCS KPbILKOW (Tuna dnneHgopd).

MHTEP®EPVPYIOWWME BEWECTBA

VccnepoBaHns noTeHUMaibHO MeLlarLmMx BelecTs B npobax:

- Nnasmbl KPOBW, COBpaHHOM B Npobupkn (aHTukoarynsaHt K23ATA / K33ATA / HaTpusa yuTpar), nocne 4yero
a/IMKBOTUPOBAHHOI B NPpOBGMpPKY Tvna dnneHgopd;

- CbIBOPOTKW, MOSYyYEHHO B npobupkax 6e3 aHTMKoarynsiHTa, nocse 4ero ajMKBOTMPOBAHHON B NPo6GUpKY
Tvna dnneHgopd,

npoaeMOHCTpMpoBasin, 4YTO Hanune BewecCTB B YKa3daHHbIX HMKE KOHLUEHTpaundax He B/INAET Ha pe3yibTaTt

aHanusa:
NHTepdepupylowme Belectsa KoHueHTpauua B obpasue naumeHta
Tpurnuuepuabi 740 mMornb/n
Bununpy6uH 1200 r/gn
Femorno6uH 200 r/n
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KOHTPO/Ib KAHECTBA

KoHTpO/b KayecTBa HEO6X0AVMO BbINOMHATL OAMH pa3 B AeHb NpU UCMNOb30BaHUM KapTbl reneBoli «ACross
Gel AHG (IgG+C3d)» WM B COOTBETCTBUM C MECTHbIMW, FOCYAAPCTBEHHbIMU W/MAKM defepasibHbIMU
NOCTAHOBMEHUAMW WM TpeboBaHUAMM akkpeguTauuy W npoueaypaMmy KOHTPONS KavecTBa nabopatopuu,
OEeACTBYIOLMMM HA HACTOSLLMIA MOMEHT.

[na koHTponsa kayecTBa HEO6XO4MMO UCNO/b30BaTb KOHTPOJIbHLIA MaTepuan;

~ «MaTepuan KOHTPONbHbLIA ANA UMMyHOrematonorudeckux wuccnegosarvuii (IH-QC)» (1. Matepuan
KOHTPO/IbHBIA ANA  MMMyHoremaronorundeckux uccnegosanuii (IH-QC1), 4 x 6 wmn/l  yn. 2. Martepuan
KOHTPONbHLIA ANA  MMMyHOremartonormyecknx mccnegosanuii (IH-QC2), 4 x 6 mn/l  yn. 3. Martepuan
KOHTPO/IbHBIA AN MMMyHoremaTonormyecknx nccnegosanuii (IH-QC3), 4 x 6 mn/l  yn. 4. MaTepuan
KOHTPONbHLIA ANA  MMMyHOremartonormyecknx uccnegosanuii (IH-QC4), 4 x 6 wmn/l yn,),nponsBoacTea
DiaMed GmbH, LWeeliyapnsa, PY Ne P3H 2019/9460 ot 26.12.2019, cpok genctems; 6eccpoyHo (B
COOTBETCTBUWN C COBCTBEHHOW UHCTPYKUMEN MO NPUMEHEHUIO).

Ecnn Bce pe3ynbTaTbl aHa/iM3a KOHTPOJIbHbIX MaTepuanioB COOTBETCTBYIT cepTudmkaTy aHanusa, To
pe3ynbTaTtbl aHasM3a cepun 06pasLoB NauMeHToB 6yAyT CUMTATLCA LOCTOBEPHBLIMU.

B npoTMBHOM cfyyae, npu MPOBEeAEHUN UHCTPYMEHTA/IbHOTO AETEKTUPOBAHWSA KapTbl T€/1EBOI C MOMOLLbIO
aHasmszatopa aBTomaTtuuyeckoro Across Auto System Octo-M U cuutbiBaTeNs Ansi KapT rene.bix ACross
Heo6Xxo4MMO NPOBEPUTL NPaBULHOCTL UX Pa6oThbl B COOTBETCTBUM C UX PYKOBOACTBAMW NOJIb30BATESIS; Npy
NpoBEeLEHUN BU3YaNlbHOrO AETEKTUPOBAHUSA - HEOGXOAMMO MPOBEPUTL CPOK FOLHOCTU U YCNOBUS XPaHEHUs
KapTbl reneBoii, Ha6opa 3SpPUTPOLMTOB CTaHAAPTHbIX, YKa3aHHble MNPOM3BOAUTESIEM B WHCTPYKLUM MO
NpUMEHEHMUIO.

MpeaynpexgeHune. Mpobbl U peareHTbl AO/MKHbI ObITb KOMHATHOI TemnepaTypbl (+18...+25"C). MNMpoBepbTe
COCTOSIHME KapTbl Nepej ee UCNO/b30BaHWEM; He WCMNO/b3yiTe KapTy Npu 0GHapYXeHUU HeofHOPOAHOCTU
rens, Npy HaaMumMu Ny3blpbKOB WAM TPeWWH B refie, OTCYTCTBUM HaAOCAAOUYHOW XMAKOCTW, COKpalLeHuu
KO/MyecTBa rens Uan npyv U3MeHeHun LBeta MUKPONpPOOUPKN.

NMOPAJNOK TECTUPOBAHNA

Habop aspuTtpoumtoB cTaHAapTHbIX «Across Cell Screen 3» WUCMNONb3YIOTCA BPYYHYIO U C NOMOLLbHO
AHanunsartopa asTomatunyeckoro Across Auto System Octo-M.

Ona AHanusatopa aBToMaTtuyeckoro Across Auto System Octo-M npoueaypa onucaHa B PyKOBOACTBE
nosib3oBaTensa aHaamsaropa.

Mpobbl W peareHTbl AO/MKHbI ObITb KOMHaTHOW Temnepatypbl (+18...+25"C). [poBepbTe COCTOSAHUE
3pUTPOLUTOB CTaHAAPTHLIX Nepes WX MNPUMEHEHWeM (He WCMo/sb30BaTb MYTHblE W FeMOSIN3NPOBaHHbIE
3PUTPOLMTHI).

MopAafok TecTupoBaHUA:
1. O603HauMTb Uccnefyemblii obpasel Ha kapTe (caenatb HafnNUCb Ha 3TUKETKE SIMLEBOW CTOPOHbI KapThbl).
2. OCTOPOXHO CHATb aNtoMUHMEBYIO QOOSbIY, AepXa KapTy B BEPTUKA/IbHOM MOMOXEHUW.

CKPUHWHT @aHTU3PUTPOLNTAPHbIX aHTUTEN B o6pasLuax CbIBOPOTKM U Nsa3mbl KPOBU YenoBeka

3. TomoreHusnpoBaTb Habop 3pUTPOLMTOB cTaHAAPTHbIX «Across Cell Screen 3», NnaBHO Bpallas Kaxabli
ny3bipek. He BcTpAxmBaTh.

4. BHectn no 50 MK peareHta M3 KaxAoro nysblpbka Habopa 3puTpoLMTOB CTaHAapTHbIX «Across Cell
Screen 3» B OTAE/bHbIE MUKPONPOOMPKN KapTbl reneBoit «Across Gel AHG (IgG+C3d)».

5. BHecTu no 25 Mkn nccnegyemoi CbiBOPOTKU UM M1a3Mbl B 3TU e MUKPONPOGUPKN.

6. WHkybupoBaTb kapTy(bl) npu 37“C B TeyeHue 15 MUHYT (MCMNOMb3YWTE WHKYGATOpP ANA TeneBbiX KapT
Across).

7. LleHTpudyrnposatb kapTy(bl) (MCNonb3yiTe LeHTpudyry ansa renesbix kapT Across).

8. CuutaTb pesynbTart.

Pe3ynbTathl VICCJ'Ie,CI,OBaHVIVI MOryT 6bITb CUMTAHDI BU3yasibHO W/IN C UCNOJIb3OBaHNEM CUHUTbIBaATeN A Ana KapTt

renesbix Across. lNpu ncnosb3oBaHUW cUUTbIBaATENA ANA refieBbiX KapT ACross Cnep.y|7|Te PeKomMmeHagaunam,
N3N0XEHHbIM B PYKOBOACTBE MOJ/Ib30BaTE/1A.
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PE3Y/IbTATHI

Mpy cYUMTBIBAHUM pPe3yNbTaToB, criefyeT pasninyath cleaylwmne cTeneHn peakunu:

MonoxutenbHble 4+ Bugnmble rnasom arrloTUHUPOBAHHbLIE 3PUTPOLMTLI (arfIl0TUHATBI) TO/IbKO
B BEPXY KOJIOHKN.

Buaumbie rnasoM arrnioTuHaTbl CpedHero pasMepa B BepxXHel MOSIoBUHE
KOMTOHKW.

Bugumble rnasom arriioTUHaThl Masoro WauM cpefHero pasmepa no BCei
BbICOTE KOJIOHKM.

1+ Bugvmble rnasom  arriloTuHaTbl  Masioro  pasmepa B Heb60/bLIOM
KOJINYECTBE B KOJIOHKE.

Bugumble rnasom  arrilOTUHaTBl  Masioro  pasmMepa B He60/bLIOM
KO/IMYecTBE B HWXKHEN MOSIOBUHE KOMTOHKW.

OTpuuatesibHble Cnoii 3puUTpPOLMTOB Ha [HE KOMOHKM W OTCYTCTBME BUAWMBIX [Nasy
arrlTMHATOB B OCTA/IbHOM YacTy KOJTOHKMU.

[BoliHaa nonynsauus (4Ba CNos 3puMTPOLMTOB - Ha AHE U B BEPXHEWN yacTu
KOJIOHKM)

3+

2+

+-

an

MpeaynpexgeHne. Pe3ynbTaTbl PEKOMEHAYETCSA CUMTLIBATL CPasy Noc/e LeHTPUAYrmMpoBaHus KapT.

He ocTaBnATb LEeHTPUQYrMpoBaHHbIe KapTbl B FOPU30HTA/IbHOM MOMOXEHNN.

MonyuyeHHble pe3ynbTaTbl peakuuii pekomeHayeTcsi 0603HaYaTh (HaAnucbiBaTb) Nog MUKPONpPOGMpKaMn Ha
3TUKETKE Ha NIULEeBOI CTOpPOHE KapThbl.

Mpy HEOGXOAMMOCTM KapTbl MOXHO COXpPaHWTb M CUMTATb NoKasaHUs B TedeHue 24 4yacoB. [/19 9TOro KapTbl
JO/DKHbI XPaHUTLCA B BEPTUKASIbHOM MOJIOXKEHUN Npy +2...+8°C 1 6biTh 3aKPbITLIMU NapaUHOBO JIEHTON
W aHaNIOTMYHBIM MaTepUasioM BO M3bexaHne ucnapeHusl HagocagoUuHoN XUaKOCTH.

NHTEPMPETALVNA PE3Y/IbTATOB

Peakuunsa Peakunsi ¢ cO6CTBEHHbIMU WHTepnpeTauyus
C aputpouunTamu apuTpoumTamMu
cTaHgapTHbIMYU (ayToKOHTpO/IB)N
AnnoaHtuTena v aytoaHTUTENa OTCYTCTBYIOT
+ - AnnoaHtuTena NPUCyTCTBYIOT
+ AyToaHTUTena nNpucyTCcTBYIOT
+ i AyToaHTUTEla NPUCYTCTBYIOT
WNn ayToaHTMTena u aanoaHTuTesna npucyTcTByoT
MpumeyaHune: + = NONOXUTENbHbINA; - = OTPULLATENbHbIN

OTpuuatenbHas peakumss B Tpex Mukponpobupkax AHG o3HayaeT, OTCYTCTBUE aHTUIPUTPOLUTAPHbIX
aHTMTen B obpasLe nayneHTa.

MonoxutenbHass peakuuMss B OAHOM, ABYX WM Tpex MuKponpobupkax AHG o03HayaeT, Hanuuue
aHTU3PUTPOLMUTAPHbLIX aHTUTen B o06pasuye nauMeHTa. BepuduuympoBaTb pPasHOBUAHOCTb HaNAEHHbIX
aHTU3PUTPOLUTAPHbIX aHTUTEN HeoO6XoAMMO C NOMOLlbl Tabnuubl aHTUTEHHOrO cocTaBa, npunaraemoii K
OAaHHOW MapTuUmn cTaHOAPTHLIX 3PUTPOLUTOB.

MpegynpexaeHve. PelweHne o NpoBeAeHUN TpaHCHY3UU NMPUHUMAIOT Bpadn-cneunanncTsl B COOTBETCTBUM
C NPUHATBIMK defepanbHbIMU, TFOCYAAPCTBEHHLIMU WM  JIOK&/IbHbIMU  HOPMAaTWUBHbLIMU [ OKYMEHTaMMU,
[LeACTBYIOLWUMM Ha HACTOALMA MOMEHT.

PekomeHayeTcss napannefsiHO C BbINO/IHEHWEM CKPUHWHT @HTU3PUTPOLMTAPHbIX aHTWUTEN BbINOHUTL TaKke ayTOKOHTPO/b {CMm.
MHCTPYKUMIO MO npuMeHeHuo «KapTa renesas «Across Gel AHG (IgG+C3d)» ans in vitro ka4ecTBEHHOro M MOJyKO/IMYECTBEHHOIO
onpegenieHns aHTU3IPUTPOLIMTapHbIX aHTUTE/T B CbIBOPOTKE W NasMe KPoBM YesloBeKa W aHTUIeHOB Ha MOBEPXHOCTV 3pUTPOLUTOB B
pamkax MMMYyHOremaTos10rMyecknx NCCnefoBaHNin METOAO0M KOJTOHOYHONM arr/iloTMHaLMK»), C UCNO/b30BaHNeM «KapTa renesas «Across
Gel AHG (IgG+C3d)» ana in vitro KA4eCTBEHHOrO 1 MOJYKO/IMYECTBEHHOMO ONpeAe/eHns aHTU3PUTPOLMTAPHBLIX aHTUTEN B CbIBOPOTKE U
nnasve KpoBM YesioBeka W aHTUIeHOB Ha MOBEPXHOCTW 3PUTPOLIMTOB B pamkax MMMYHOreMaToNorMyeckux WccrefoBaHuini MeToaom
KO/TOHOYHOW arrnTuHauum» (Homep no katanory 810215). [inA BbINOMHEHUS AaHHOTO TecTa He TpebyeTcs ucnonb3oBaHve «Habop
3pUTPOLMTOB CTaHAApTHbIX «Across Cell Screen 2» AN CKPUHWUHIA @HTUIPUTPOLMTAPHbIX aHTUTEN B CbIBOPOTKE U Niasme Kposu
yenoBeka MeTOA0M KOSIOHOYHON arriioTMHaLumn In vitro».
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PABOYNE XAPAKTEPUNCTUKIN

KnnHnyeckne xapakTepucTuku

Mo pe3ynbTaTtam WUCCNEefOBaHW CKPUHWUHIA aHTUIPUTPOLMTAPHBLIX aHTUTE/T YyBCTBUTE/ILHOCTbL COCTaBMAsEeT
100% (95% [/ 99,24 - 100%)

Mo pe3ynbTaTaM WCCMEAO0BaHWU CKPUHMHIA aHTUIPUTPOLMTAPHBLIX aHTUTEN ChneuMdUYHOCTbL cocTaBnsieT
100% (95% AW 99,24 - 100%)

AHanMTMyeckne xapakTepucTmkm

MokasaTesim NoBTOPSEMOCTI/BOCNPON3BOAMMOCTM BbIIM YCTAHOBIEHbI NPY aHaM3e 06pas3LLoB CBEXEN KpoBY
Npu NpoBeAeHUN KNMHUYECKUX UCCefoBaHWii.

Koah(pLMEHT NPeLn3NOHHOCTM He pacCcUUTLIBA/ICS, Tak Kak MeTo onpeaeneHnsl KauecTBEHHbIA.

MPEOOCTABNAEMBIE PEATEHTbI N MATEPUATbI

«Ha6op 3puTpouuToB cTaHAapTHbIX «Across Cell Screen 3» A5 CKPUHMHIA aHTUIPUTPOLUTAPHLIX aHTUTEN B
CbIBOPOTKE 1 Nj1a3Me KPOBU YesioBeKa METOA0M KOJIOHOYHOI arrftoTUHaUMK in vitro», B COCTaBe;

1. Ha6bop spuTtpountoB cTaHgapTHbiX «Across Cell Screen 3» (3 conakoHa x 10 ma B yn.) - 1 yn,
2. VIHCTPYKLMS MO MPMMEHEHUI0 (B KOMMNEKTE M HA OhULMANIbHOM caiTe npou3BoguTens) - 1 um.
3. Tabnnua aHTUreHHoro coctasa - 1 wr.

COCTAB

Kaxgblii thbnakoH coaepXuT spuTpouuTbl YenoBeka rpynnbl kpoBu O 6e3 nanavHa B KOHUeHTpauuun 0,8% B
6ydhepHOM pacTBOpe C KOHCEpBaHTaMW.

OpuTpoumnTbl Habopa MMelT Hanbosiee BaXHble aHTUreHHble AeTepMUHaHTbl G6ONbLIMHCTBA CUCTEM rpymnn
KPOBW. 3TN 3pUTPOLMTLI OT/IMHAKOTCA NO COCTaBy aHTUTEHOB M OTOGPaHbI C Lie/bio AeTEKTMPOBaHMA Hanbonee
KNIMHUYECKN 3HAUYUMBIX aHTUTeN.

CocTaB aHTUIeHOB KaxAoro uM3 Habopa 3puTpOUMTOB CTaHAaPTHBIX NpuBefeH B Tabnuue aHTUreHHOro
coCTaBa, B/IOXEHHOWN B KaXAylo NapTUo n3genwii.

NH®OPMALNA O HANMYMKA B MEOANUMHCKOM WU3OENNA MATEPWANTOB XWMBOTHOIO W (WN)
YE/TOBEYECKOIO NMPONCXOXAEHNA

MeauunHckoe n3genne CoAepXuT Cbipbe YeN0BEYECKOro NPOUCXOXAEHNA:

OpUTPOLUTBLI YesiIoBEKa.

KOMMNOHEHTbI 4YesioBEeYECKOrO MNPOUCXOXAEHMS, WUCMO/b30BaHHbIE NpPU MNPUrOTOB/IEHUUM Habopa, O6binun
noJly4yeHbl OT AOHOPOB, KOTOPblE GbIN NPOTECTUPOBAaHbI C NNLEH3UPOBAHHbLIMU peareHTaMu.

XoTa mMaTepuan 4enoBe4vYecKoro MpPOUCXOXAEHUS, U3 KOTOPOro M3roToBfieH 3TOT Habop, He pearvpyeT Ha
aHTureH HBs, aHTuTena npotus BWY u aHTuTena npotus HCV npu TecTMpoOBaHUM C UCMNOJSIb30BaHWEM
paspelleHHbIX peareHToB, He CylecTByeT W3BECTHOro crnocoba rapaHTMpoBaTtb, UTO NPOAYKTbI
Yes/I0BEYECKOro NPOUCXOXAEHUSA He nepegarT renatut nam BUY.

[JaHHOe MeanUnHCKOE n3aenive He COA4epPXNUT BELLEeCTBA XXUBOTHOIO NMPOUCXOXAEHUS.

PUCKW MPUMEHEHNA MEOVUNHCKOIO U3AENNA

YnpasneHve puckamu s MeguumnmHCKoro msgenua Habop aputpoumtoB ctaHdapTHbIX «Across Cell Screen
3» ocyLecTBNAETCA B COOTBETCTBMM C TpeboBaHUAMN rapMOHU3NPOBaHHOro ctaHgapta EN 1SO 14971:2012,
«N3penua meguumHckue - TIpUMeHeHne MeHeKMeHTa pucka K MeAULMHCKAM U34eNnAM».

Mocne npoBefeHUs aHanM3a PUCKOB U MOJIyYEHUS MoKasaTeneill CHUXEHUS PUCKOB B COOTBETCTBUM C
CuctemMoii ynpaeneHnsi KauyecTBOM 6blfIv PacCMOTPEHbI MaHbl KOPPEKTUPYOWMUX U NPOUIAKTUUECKUX
MeponpusATHil. OCTATOUYHbIE PUCKU MPU3HAHBLI NPUEMIEMbIMMT.

NMPEAYNMPEXAEHNA N NPEJOCTEPEXEHUNA

ToNbKo A1s1 OAHOKPATHOIO NPUMEHEHNS MO HAa3HAYEHMIO B COOTBETCTBUM C MHCTPYKLME NO NPUMEHEHMIO.
[laHHOoe MeAMUMHCKOE W3AEeSIMEe COAEPXWT BELecTBa YesI0BEYECKOTo MPOUCXOXAEHUA. Hu oanH u3
CYLLECTBYHOLMX METOAOB aHa/iM3a He MOXEeT rapaHTMpoBaTh OTCYTCTBMS TPAHCMMUCCUBHbLIX NaTOrEHHbIX
areHToB. PekomeHayeTcsi 06paliathCsi C 3TUMW BelecTBamy Kak C MOTeHLUMaslbHO onacHbIMU U B
COOTBETCTBUM C MPUHSTLIMU HOPMaMMU.
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- PesynbtaTbl caMu no cebe He MOryT ObiTb MCMNOMb30BaHbl A7 NOCTAHOBKM AuarHosa. x Heobxoammo
paccmaTpuBaTb COBMECTHO C APYTMMU KIIMHUYECKMMW U nabopaTopHbIMU UCCeA0BaHUAMWN NalueHTa.

- MeguuuHckoe nsgenue npefHasHayeHo AN8 UCNONb30BaHUSA KBAIMIULMPOBAHHLIM NEPCOHAsIOM.

- He ncnonb3oBaTb MyTHblE UM FeMOIN3NPOBAHHbIE 3PUTPOLUTLI CTaHOAPTHBIE.

- B cnyyae ucnosib3oBaHUsA MaasMbl C HeAOCTATOYHbIM KOSIMYECTBOM aHTMKoarynsHTa WM 4acTUYHO
KoarynumpoBaHHOW CbIBOPOTKU OCTaTKM (PUOPMHOB MOTYT y/1aB/iMBaTb HearrmoTUHUPOBAHHbIE SPUTPOLUTHI
Ha MOBEPXHOCTM rens, 06pa3ys po30BaTblii UM KpacHoBaThbll cfnoli. B 3TOM crnyyae pekomeHayeTcs
WHKY6UpoBaTb CbIBOPOTKY MAM nnasmy B TedyeHure 10 MuHyT npu 37°C, UeHTpudyrnposaTb U NOBTOPUTH
TecT.

- DpuTpouuTbl, NCNOMb30BaHHbIE ANS MPOM3BOACTBA U3AENWs, MOSyYeHbl OT AOHOPOB, OTpULATENbHBLIX B
Tectax HBsAg, aHTu-HIV, aHTn-HCV, RNA-HCV, RNA-HIV n DNA-HBV. OgHako co Bcemu m3gennamu
cnepyet obpallatbCsl Kak C NOTEHUMANbHbIMU MePEHOCUUKaMU MHPEKLVOHHBIX 3a601eBaHuii.

- [pucyTtcTBME B CbIBOPOTKE 6€nKOBbIX (ppakuuii npesBbiwawlMe HopMasbHble 3HadyeHue B 3-4 pasa
(anbbymunna, rnobynumHa (anbta-1-rnobynvH, anbda-2-rnobynuH, 6eTta-rnobynuH, ramma-rnobynuH),
NeKapcTBEHHbIX MpenapatoB, Mja3Mo3aMeHuUTeNeii MOXeT Bbi3blBaTb 06pa3oBaHWE «MOHETHbIX
CTONOUKOB», flaBas I0XKHOMNONOXUTE bHbIE pe3yNbTaThbl.

- [aHHbliA HAbop He BLISIBNSET HANNYME aHTUTEN aHTu-A unm aHTu-B.

- B cnydyae npucyTcTBUS B NPO6Ge HECKOMbKUX BUAOB aHTUTEN UMW aHTUTEN K aHTUreHaM BbICOKOW 4acToTbl
BCTPEYaAEeMOCTU, BCE 3PUTPOLUTLI CTaHAAPTHbIE MOTYT AaTb MOMOXUTE IbHYIO peakuuio.

- He ucnonb3oBaTb HAbop Nocne UCTeYeHUs UX Cpoka rofHOCTMU.

- Mocne wcnonb3oBaHMA Habop pekomeHAyeTCs YTWUAM3MPOBaTb B CheuunanbHbll  KOHTeliHep ans
610/10rMYecKkux OTX040B.

- Tpu paboTe ¢ HabopoM HEOBXOAMMO MCMO/Ib30BaTh 3aLUTHYHO 0AeXAY, Takylo kak 1abopaTopHbIA XanarT,
OfiHOpa30Bble nepyartkn 1 3awuTy AN rnas.

- Bo u3bexaHne KOHTaMMHauun UCNoNb30BaTb TO/IbKO OAHOPA30BbIE HAKOHEUHUKU.

NH®POPMALMA O COAEPXAWMXCA B MEAVMUUMHCKOM  WU3AENMNN  JNTEKAPCTBEHHbIX
MPEMAPATAX ANA MEONUMHCKOINO NPMMEHEHUNA, PAPMALIEBTUYECKNX CYBCTAHUUAX ANA
MEANUNHCKOIO NMPNMEHEHNA

He npumeHnMo. He cofepXuT NekapCcTBEHHbLIX NpenapaToB A8 MeAuLMHCKOro npuMeHeHus. He cogepxut
hapmaleBTUYECKUX Cy6CTaHLMA AN MeAULMHCKOTO NPUMEHEHUs.

YCNoBUA XPAHEHNA

XpaHuTb npu Temnepatype +2...+8°C.

He pgonyckaTb 3arpsA3HeHns nocne oTKpbiTUA ddNakoHOoB.

He 3amopaxwusaTs.

C1abunbHbl 40 NCTEYEHUA CPOKA, YKa3aHHOMO Ha 3TUKETKe, B C/lyvyae XpaHeHUs B Haf/iexallunx ycroBuax.

YCNOBUA TPAHCTIIOPTUNPOBKIN

TpaHcnopTupoBka «Habop 3puTpoUMTOB CcTaHgapTHbIX «Across Cell Screen 3» p[na  CKpUHWHra
aHTUIPUTPOLMTAPHBLIX @HTUTEN B CbIBOPOTKE U N1a3mMe KPOBM YesioBeka MeTo40M KOTOHOYHOW arrnoTuHauum
in Vitro» MOXeT OCYLLEeCTBAATLCA N1I0ObIM CNOCOGOM C COBAAEHNEM YCNOBUI XPaHEHUS .

Matepuanbl 1 ynakoBka ob6ecneynmBatoT BO3MOXHOCTb MCMO/b30BaHWA Habopa mnocne TpaHCNOpTUPOBKU U
XpaHeHWsi B COOTBETCTBUM C peKOMeHAaUuaAMM, NpeacTaBfeHHbIMU B UHCTPYKUUN MO NMPUMEHEHUIO.
‘Ycnosusa TpaHCNopTUPOBKKU peareHTa: +2...+8°C. HE SAMOPAXVBATbD.

NHPOPMALMA O CTEPUNIBHOCTW W3AENNA

He npvMeHnMo: He CTePU/IbHO.

MNOoPAAOK NycnoBua YTUAN3ALMN UINN YHNUYTOXEHUA MEANLUMNHCKOTO U3AENNA
YTUAn3npyiite KCMosib30BaHHble B [aHHOM aHa/m3e Mmartepuasbl, BK/OYas peareHTbl, 06pasubl U

NCNOMb30BaHHbIE UM3AENUS, B COOTBETCTBUM C MPUHATBIMU (edepasbHbIMU, TOCYAapPCTBEHHbIMU UK
NOKa/TbHLIMWU HOPMATUBHBLIMU [OKYMEHTaMMU.

YTUNU3npyiite  UCMoMb30BaHHbIE U HEUCNO/Nb30BaHHbIE  peareHTbl, a Takke Jiobble  gpyrue
KOHTaMVHUPOBAHHbIE  OJIHOpPa30Bble  MaTepuasbl B  COOTBETCTBMM C  MNpaBuiaMu  yTuaM3sauum
MHPULMPOBAHHBIX MM NOTEHLUMANIbHO UH(ULMPOBAHHBIX NPOAYKTOB.
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CoTpyaHukn na6opaTopun HecyT OTBETCTBEHHOCTb 3a o6palleHne U yTUIM3aLnio 06pasyouxcs 0TXOA0B U
CTOYHbIX BOJl B COOTBETCTBUW C UX TUMOM W CTEMNEHbID OMAaCHOCTU, COrIAaCHO BCEM NPUMEHUMbIM HOpMaM U
npasuiam.

YHUUTOXEHNE U3AENMIA OCYLLLECTBNAETCS OpraHu3auuamMu, MUMEILMMU COOTBETCTBYIOLLYH0 JIMLEH3N, Ha
cneuunanbHo 060pYyA0BaHHbLIX NoLWAAKax, MONUroHax W B MOMELLEHUAX B COOTBETCTBUM C TpeboBaHusaMU,
npeaycMOTPeHHbIMU CyllecTByOWUMY defepanbHbIMU  3aKOHaM, M C COGM0AEHMEM 06s3aTeNbHbIX
TpeboBaHMIl MO OXpaHe oKpyxatollei cpefpl.

CPOK1(PAHEHWNA N CPOK TOAHOCTU

Cpok XxpaHeHus «Habop apuTpouUTOB CcTaHOapTHbiX «Across Cell Screen 3» ANnNa  CKPUHWHra
aHTUAPUTPOLUTAPHbBIX @HTUTEN B CbIBOPOTKE M N/1a3Me KPOBU YesioBeka MeToA0M KOIOHOYHOW arriiTuHaLmmn
in vitro»: 6 Hegensb.

Cpok rogHocTn  «Habop aspuTpoumMToB CcTaHAapTHbIX «Across Cell Screen 3» [ns  CKpUHWMHra
aHTUIPUTPOLUTAPHbBIX aHTUTEN B CbIBOPOTKE Y Naa3Me KPOBMW YesioBeka METOLO0M KOSIOHOYHOM arrioTuHaumm
in vitro» cocTaBnseT 6 Heaenb.

CpoK rogHOCTX MNoc/sie BCKPbITUA MEPBUYHOI YNakoBKM «HaGop 3puMTpOLMTOB CTaHAApPTHbIX «Across Cell
Screen 3» ANA CKPUHWHIA aHTUIPUTPOLMTAPHbLIX aHTUTENT B CbIBOPOTKE U Ma3me KPpOoBM YenoBeka MeTOLoM
KOJIOHOYHOW arrniTuHauum in vitro» coctaBnsieT 6 Heesb.

MEPEYEHb W OINMWCAHVE MATEPUWANOB MEOVMUMHCKOIO W3AENINA, BCTYMNAKOWWX B
HEMOCPEACTBEHHbLIN KOHTAKT C TEJIOM MNALMEHTA (TEJIOM YE/IOBEKA)

He npumeHumMo. MeauuMHCKOe uW3fenne He KOHTaKTUpyeT C TesloM nauueHTa (TenoM 4YesioBeka) Hu
HanpsiMyto, HU OMocpeAoBaHHO.

NWHOOPMALMA O  BWONIOTMUYECKOM  PE®EPEHTHOM  WHTEPBANE  MPUMEHEHUSA
MEAMLUVHCKOro N3genus

He npumeHumo.

OBCNY>XWUBAHVE N PEMOHT

He npumeHumo.

OJAHHBIE O BE3OMACHOCTW 3MC

He npumeHumo.

BANVMAALNA N BEPUNOUKALUNA MPOTPAMMHOIO OBECIMNEYEHWA

He npumeHnmo. He copepxut MO.

NHPOPMALNA O PAHEE 3APETMICTPUPOBAHHbBLIX BEPCUAX MEAVNUMHCKOIO N3AENNA
Lpyrve Bepcun paHee He 6bIIM 3aperncTpuposaHbl B Poccun.

MHOOPMALUMNA O MATEPUANAX ANMA B3ATUA W TPAHCMOPTUPOBKW OBPA3LA WA
XAPAKTEPVUCTUKN MATEPVANIOB. PEKOMEHAOBAHHbLIX ANA 3TUX LIENEN

MaTepwnasibl He NocTaBNAKTCA.

3AWNTA OKPYXXAIOLWEWN CPEAbI

Bo Bpemsa akcnnyatauum un XpaHeHus «Habop apuTpoumToB cTaHAapTHbIX «Across Cell Screen 3» ans
CKPVMHMHIa aHTUIPUTPOLUTAPHbIX aHTUTE/T B CbIBOPOTKE U Mja3Me KPOBU 4YesloBeKa MEeTOAOM KOSIOHOYHOIA
arrnoTMHaLMmy in vitro» He okasbiBaeT OTPULATE/IbHOIO BAWSHUA Ha NauveHta, MeguuMHCKMX PaboTHMKOB U
Ha OKpyXaloLLyto cpeay npu cobniaeHn NpaBus, ONUCaHHbIX B MHCTPYKUUM NO MPUMEHEHUIO.

MOKA3ATENN CTABUIBHOCTHK

«Hab6op 3puTpoLMTOB CTaHAAPTHbIX «Across Cell Screen 3» Ans CKPUHUHIA aHTU3PUTPOLMTAPHbLIX aHTUTEN B
CbIBOPOTKE 1 Mjia3Me KpoBM YesioBeKa MEeTO[O0M KOJIOHOYHOW arrfloTuHaumm in vitro» ctabuneH B TeyeHue,
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KaKk MUHUMYM, 6 Hefenb MNpU XpPaHEHUM B PEKOMEHAOBAHHLIX TeMnepaTypHbIX ycnoBuax (+2..>8X).
KpaTkoBpeMeHHble nepenagbl TeMnepaTypbl C BbIXOAOM 3a BEPXHUI W HWKHWIA npefen pekoMEHA0BAHHOMO
AvanasoHa, KOTopble MOryT UMeTb MecTO BO BpeMsi TPaHCNOPTUPOBKM, HE BAMSIIOT Ha CTabuibHOCTL «HaGop
3pUTPOLMTOB CTaHAapTHbIX «Across Cell Screen 3» gnsi CKpUHMHIA AHTUIPUTPOLMUTAPHBLIX aHTUTEN B
CbIBOPOTKE U NiasMe KpOBM YesioBEKA METOLOM KOSIOHOYHOW arrioTMHaLMK in vitro». PekoMeHAo0BaHHbIe
npoueaypbl BO BpeMsi UCMO/Ib30BaHWs AeWCTBUTE/IbHbI HA MOMEHT OKOHUYaHMs nepuoga XpaHeHus
NPOAO/IKUTENBHOCTLI0 6 HELENb.

B uccnefoBaHun cTabuIbLHOCTU B peXuMe peasibHOro BPeMEHW He M3y4yasioch BAWsSIHME CBeTa, MOCKO/bKY
nepBMYHasi U BTOpUYHAS ynakoBKa 3aluliaT Ha6op 1 ero KOMMOHEHTbI OT BAWSIHUSL yYKa3aHHOTo dhakTopa.

KPATHOCTb NMPUMEHEHWNA

[ns apuTpouuTOoB CTaHAAPTHLIX «Habop apnTpoLMTOB CTaHAapTHbIX «Across Cell Screen 3» A8 CKpUHUHTA
aHTM3PUTPOLUTAPHbIX aHTUTE/T B CbIBOPOTKE M Na3Me KpOBM YesioBeka MeTo4OM KOJSIOHOYHO arriioTrHaumm
in vitro» BO3MOXHO TO/IbKO OLHOKpPaTHOe MpUMEHEHNe.

OMWNCAHVE METO4OB. NCMONb3YEMbIX ANA OBECNEYEHNA TOUHOCTWU

He npumeHumo.

NHPOPMALNA OB N3AENNN C UBMEPUTE/IbHbIMA ®YHKUVNAMN

He npumeHumo.

SAWNTA OT U3SNYYUYEHUNA

He npumeHumo.

TPEBOBAHNA K MEANUVNHCKUM U3AENMNAM, NMOAKNIOYAEMbIM K NCTOYHUKY MUNTAHNA WA
MMEROWNM NCTOYHWK MATAHUNA

He npumeHumo.

NHOPOPMALNA O BO3BMOXEHOCTWU NPUMEHEHNA ANA CAMOTECTUPOBAHNA
He npumeHnmo.

OrPAHNYEHWME NPUMEHEHA

Mpu ncnonb3oBaHUM 3PUTPOLUTOB CTaHLAPTHbLIX «Habop apnTpoLmToB CTaHgapTHbIX «Across Cell Screen 3»
ONS CKPUHWHTA aHTUIPUTPOLMTAPHBIX aHTUTEN B CbIBOPOTKE U Mia3me KPoBM YenoBeka MeToA0M KOSIOHOYHOA
arrnioTVHaUUN in vitro» nMerTcs cnefyuime orpaHuyeHust NpUMeHeHNs:

e [lnA nonyyeHus 4OCTOBEPHbIX Pe3ynbTaToOB HEOH6XOAUMO BbIMOMHATbL BCE NpoLeypbl B COOTBETCTBUM C
pPYyKOBOACTBOM MOJ/Ib30BATE/IA MPU UCMOMb30BAHMM aHa/M3aTtopa, CUUTbIBATE/NA U LEeHTpUdyru, a takke
WHCTPYKLUMAMM MO MPUMEHEHUIO 3pPUTPOLMUTOB CcTaHOapTHbIX «Across Cell Screen 3» u kapT renesblx,
npegHasHa4yeHHbIX AN UCNONb30BaHNS B COYETaHMMN C faHHbIMU 3pUTPOLUTAMU CTaHO4APTHLIMU.

 He wucnonb3oBaTb AN aHanW3a Tuna TecTOBbIX 06pasLOB MaLUMEHTOB, OT/IMYHBIX OT YKa3aHHbIX
npov3BoAuUTENEM B UHCTPYKUMM NO MPUMEHEHNIO.

e He wucnonb3oBatb AN TecTMpOBaHWSA NONyNsAUMM NauMEHTOB, OTAMYAKOLWKXCA OT  YyKa3aHHbIX
npov3BoAuUTENEM B UHCTPYKUMM NO MPUMEHEHNIO.

e He ucnonb3oBaTb ANS aHanuW3a remonn3vpoBaHHble, MNEMUYHbIE, 3arps3HeHHble 06pasubl KpoBW WU
06pasLbl CO cryctkamu, a Takke obpasubl KpOBM, COOPaHHbIE B HEMOAXOASLLYHO NPOBUPKY.

e He ucnonb3oBatb 3puUTPOLMTLI CTAHAAPTHLIE C aHAIM3aTOPOM, CUMTbIBaTENEM, LeHTpUdyroin n kapramu
renesbiMK, OTANYAKLWMMAUCA OT YKasaHHbIX NPOW3BOAUTENIEM B WHCTPYKUMM MO MNPUMEHEHUID Ha
apuTpouunTbl cTaHdapTHble «Across Cell Screen 3».
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MEPEYEHb NMPUMEHAEMbLIX CTAHOAPTOB

Ne HA3BAHWE JOKYMEHTA OATA BbIMYCKA

1 EN ISO 13485:2016 N3penna meguunHckme. CucTeMbl MeHeIXMeHTa kayectBa. 18.1.2010
TpeboBaHNS K perysimpoBaHuio

2 EN ISO 13612:2009 OueHka (hyHKLMOHA/IbHBIX XapakKTepucTuk MeanunHCKmX 12.02.2009
n3genuii oNs guarHocTuku in vitro

3 EN ISO 23640:2015 N3nenvusa MeanunHCKue ana AMarHoCTukuy in vitro. OueHka 23.10.2015
CTabu/IbHOCTW peareHToB A1 ANArHOCTUKK in Vitro

4 EN ISO 18113-1:2012 N3penus megumunHcKue ansa AnarHocTukn in vitro. 08.03.2012
WHdopmauns, npegoctaBnsemas M3rotoputesieM
(maoknooska). YacTtb 1. TepMuHbl, onpegeneHuns nobuue TpeboBaHns

5 EN ISO 18113-2:2012 MeguunHCKMe n3gennsa ana AnarHoCTUKK in vitro. 08.03.2012
WHdopmauns, npegoctaBnsemas u3rotosutesieMm (Mapkmposka). YacTb 2.
PeareHTbl 419 ANarHOCTUKM in Vvitro 415 Npod)ecCuoHabHOro NpUMeHeHus

6 EN ISO 14971:2012 N3penna MmeguunHckme. NMpuMeHeHne MeHegKMeHTa pucka K 18.12.2013
MeANLMHCKAM N3aennam

7 EN ISO 9001:2015 Cuctembl MeHe[)kMmeHTa kadyecTBa. TpeboBaHus 23.10.2015

8 EN ISO 15223-1:2016 N3genua meguunHckme. CUMBOJIbI, NPUMEHAEMbIE NPK 9.12.2016
MapKMpoBaHUN Ha MeOULMHCKUX U30enunsax, aTUKeTKax U B CONpoBOAUTENbHON
pokymeHTaummn. Yactb 1. OCHOBHble TpeboBaHuA

9 EN 13975:2004 MeToaukn BbIBOPOYHOrO KOHTPOA A1 MPUEMOYUHbIX UCNbiTaHuii 28.1.2004
MeULUNHCKNX N3gennii ona AnarHocTuku in vitro. CtatucTnyeckne acnekTbl

10 1SO 14644-5:2001 YucTbie NOMELLEHNS U CBA3aHHbIe C HUMU KOHTponupyembsle  15.8.2004
cpenpbl. YacTb 5. OkcnnyaTaunsa

11 AupektnBa EBponelickoro napnameHTta u coseta EBponbl 98/79/EC ot 27 27.10.1998
oKTA6ps 1998 roga

12 PeweHune EBponeiickoin Kommucecun 2002/364/EC ot 07.05.2002 "O TexHu4yecknx C nonpaeBkamu oT
cneundmkaumax MeauuuHCKMX M3genuini Ans AnarHocTukmM in vitro" 20.12.2011

13 MEDDEV 2.14/1 nonp. 2 OT AHBAPA 2012 I PYKOBOAALWME MPUHLWMbBI  AxBapb 2012
no MENUNHCKNM U3LAENNAM. IpaHuubl 1 knaccuukauna mMmeguumnHcKmux
n3genuii ana auardocTu u4n vitro. PYKOBOACTBO ANA MPOU3BOAUTENEW
MynonHomMoueHHbla OpraHos

14 MEDDEYV 2.12/1 Monp.8 OT AHBAPA 2013 I PYKOBOAALWNE MPUHLNMbI AnBapb 2013
no MENUMNHCKUM U3LENNAM - CUCTEMA HAA3OPA

15 MEDDEV 2.14/1 nonp. 2 OT SIHBAPS1 2012 . PYKOBOZAWME NPUHLMMbI  fueapb 2012
MO MEAVLMHCKAM N3LEANAM.
NMOCTMAPKETVHIOBOE K/IMHUYECKOE HABMOAEHWVE

FAPAHTUA U3FOTOBUTENA

FapaHTs gelicTBMTeNbHa B TeYeHMe BCero nepuoja A0 AaTbl UCTEYEHUs cpoka rogHocTu (6 Hepenb), nNpu
YC/I0BUN COGMIOAEHNS PEKOMEeHAauMii no TPaHCNOPTUPOBKE, XPaHEHWIO W 3KChyaTauun, ykasaHHbIX Ha
Hapy>XHOW MapKupoBKe MefULMHCKOIo U3Ae/ NS U B UHCTPYKLMU N0 NPUMEHEHMIO.

KomnaHus Dia Pro Tibbi Ortinler San. Ve Tic. A.§. (Oua MNpo Tn66u YptoHnep CaH. Be Tuk. A.C.), Typuus
OTKa3blBaeTCsa OT BCEX APYrUX rapaHTuil, NpsAMbIX UAX NojpasymMeBaeMblX, BKOYas Bce nogpasyMeBaemble
rapaHtum TOBAPHOIO KAYECTBA W MPUTOAHOCTW ANA ONPELENEHHOIO WNCIMOJ/Ib3OBAHUA.
Komnanus Dia Pro Tibbi Orunler San. Ve Tic. A.8. (4ua MNpo Tn66u YptoHnep CaH. Be Tuk. A.C.), Typuus He
HeceT OTBETCTBEHHOCTb 3a /bble c/fiyvyaliHble WM KOCBEHHble ybbITkM. HU  TMNPUN  KAKUX
OBCTOATE/NILCTBAX OTBETCTBEHHOCTb KOMIMAHWW Dia Pro Tibbi Orunler San. Ve Tic. A.8. (Owna lMpo
Tne6un YpwoHnep CaH. Be Tuk. A.C.), Typuma MEPE[ 3AKA3YMKOM T1O NOBOV MPETEH3UN HE
MPEBbICUT BbIM/IATbI CYMMbI, OM/TAYEHHOW KOMMAHWUW Dia Pro Tibbi OrOnler San. Ve Tic. A.§. (dua
Mpo Tn66u YptoHnep CaH. Be Tuk. A.C.), Typuma 3A MPOAYKT NI OKA3AHWE YCNYI, KOTOPBIE
ABNAOTCA NPEAMETOM MPETEH3UW.
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nPOU3 EfNb U YINONMHOM b N T

MpouaeoauTens (WIrOTOBUTENL) MEANLIUHCKOMO Hagenus:

Dia Pro Tibbi UrGnler San. Ve Tic. A.$. (lua Npo Tu66mn Ypiounep Can. Be Tuk. A.C))
Barbaros Mah. Tophanelioglu Cad. Igik Apt. No: 70/1 Uskadar / istanbul / Torkiye (Typums)
Ten.: +90 (216) 326 70 42

®axc: + 90 (216) 340 16 89

Aapec anexTponHoi nouThi: diapro@diapro.com.tr

YnonHomoueHHu npeacTasutens B Poccnickod deaepauun:

000 cApeencym»

Poccus, 121596, r. Mockea, yn. lMobpopoea, A. 16, kopn. 6, atax 2, komHara 5
Ten./ipakc: +7(499) 707-00-07

Anpec anexTpoxHoi noutel.  info@advensum.com

PEKNAMALIAN

Ana nonydYeHWA TEXHWMECKOH KOoHCynbTauwu W nognepxku npockba obpawaTeCA K YNONHOMOUEHHOMY
NpeaCTaBHTENio NPOUIBOAWUTENA Ha TePPUTOPUM Poccuiickoih deaepauu:
000 «AgeeHcym»
Aapec. Poccwr, 121596, r. Mockea, yn. Mosopoea, 4. 16, kopn. 6, atax 2, komHaTa 5
Ten./dakc: +7(499) 707-00-07
e-mail: info@advensum.com

B cnyyae BuiABNeHNA NOSONHLIX ACHCTBIA, HE YKAaHHBIX B UHCTPYKLMKM NO NPUMEHEHKIO UNN PYKOBOACTBE
N0 3KCNNYATALNY MEANLUNHCKOTO WIAENNURA, HEXENaTeNbHEX PeaKUMA NpW ero NpuMeHeHny, ocobenHocTen
BIAUMOACHCTBUA MEAWLIMHCKWX U3Aenuii mexay coboi, PaKTos n 06CTOATENLCTE, CO3AAIOLIUX YIPOIY IKHIHH
# 3A0P0BLIO MPAXAAH W MEAVLIMHCKMX PAGOTHUKOB NPU NPUMEHEHWW U IKCNAYATALIUK MEAWLIMHCKMX Hapenmit,
HeoOxoanMe Hanpaente coofWenue, cogepxallee yKkasaHHuie ceeaenus, B depepanvhyio cnyxby no
Han3opy 8 chepe 3NPaBoOXPaHaHUs B COOTBETCTEMW C J@HCTBYIOLINM 3aKOHO4ATeNbCTROM.

NUTEPATYPA

1. Moliison PL, Engelfriet CP, Contreras M. Blood ;I'ransfusion in Clinical Medicine, 10th edition, Blackwell
Scientific Publications, Oxford, 1993.
2. Technical Manuel, 15th edition, American Association of Blood Banks, Bethesda, 2005.

-
YNAKOBKA
Howmep no xaranory: 820111 — ynakosxa 3 pnakona no 10 mn.

WHOOPM PEC PE 3KC EHTALIUN

Pegaxynn Ne: 9.1
Dara nyGnuxauuw: 18.08.2021
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Ilepesod ¢ mypeyxozo, anzauiickozo, PPAHYYICKO20 U HEMEYKOZ0 RIBIKOS HA PYCCKUN RTHIK

/Texcm Hucmpyxyuu no npumeHesino COCmasner Ha pyccKom A3vixe/

I'nzem YEJIMK
/noonucy/

Limamn:
Dia Pro Tibbi Uriinler Sanayi Ve Ticaret A.§. (dua [Tpo Tu66u Ypiounep Canaitu Be Tuxaper A.C.)
3asoz; Indnli Mah. Gebze Plastikgiler OSB Atatiirk Blv. No: 25/1 Gebze - Kocaeli - Tlrkiye (Typuns)

Hanorosaa ciyx6a: Ycxionap / 2950430800
Toproeo-peracTpaliAORHEN HoMep: 617258
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Tata: 29.06.2021
Ne: 13314

DIA PRO TIBBI URUNLER SANAY] VE TICARET ANONIM SIRKETI GEBZE SUBESI
(IUA T1PO TUBBH YPIOHJIEP CAHAMH BE THKAPET AHOHWUM CUPKETHU I'EB3E
CYBECH) annsercq 3aperncTPRPOBAHHBIM WieHOM Hawmeh nanats ¢ 19.08.2009 roaa, Homep

perucrpauuy: 18016

Kpyznas neyams:
Typeuxas Pecniybnnxa
Toprosas ITanara B I'eG3e
1923

TOPIrOBAS ITAJIATA B I'EB3E

Mloonucy/

Lmamn:

Ceprkan Jigmtep

HaganbHHK OTACHA TOPrOBIH
Cnennannct no BHeuiHe# Toprosae
Toprosas Ilanara B I'e63¢

AnocTaan
(Taarcxas Kounenuus ot 5 oxrabps 1961 r.)
1. Ctpana: TYPLIUA
Hacroaumii opuimansubiil 10KyMEeHT
2. nopnucag Cepxan JIMHYEP
3. neficteyiomuit B kauectse HavanbHnka oraena Toprosnu
4. cxperuien nevarsio/nramnomd TOPTOBOM ITAJIATHI B I'EB3E

YAOCTOBEPEHO
5. » Pationnoit agmurmcTpauuu I'e63e
6. 29.06.2021 r.
7. xem: nadansHuKoM Baitpar Amu YHCIOP
8.3aNe 31118
9. Ileuats-mrrammn 10. INoanucs: /Todnucy/
Kpyaaar nevamo:
Typeuxas PecnyGnnka

Paitonnan amMruncTpanus ['e63e
1923
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/[lanee TeKCT [OKyMeHTa CrefyeT HapycCKOM s3bike/

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



NepeBoavuK < 0 f” ™

Poccuiickas dPegepauns
["opog MockBa
[leBATOro aBrycra e TbiCAuM ABafLaTb NepBOro roja

A, Mowuceesa Jlunna BnagMMmupoBHa HOTapuyc ropo

NOoAMHHOCTb NoAgnucKu Nepeeogunka AnnosiHa flasmaa Meopri™ nya.
Mopnuck cfenaHa B MOEM MPUCYTCTBUN. o
JINYHOCTL NoANUCaBLUEro JOKYMEHT YCTaHOB/IEHA.

3apeructpupoBaHo B peectpe: Ne 50/995-H/77-2021-i/A"-

JT ¥YnnayeHo 3a ciib”pLLEHNE HOTapUanbHOIO AeACTBUA: py6. 00 Kon.

J1.B.MowuceeBa

/
Bcel?MUA1LLHYPOB; 9 NPOHYMEPOBAHO M CKPENJIEHO neyaTblo nncT(-4-0B).

J1.B.MowuceeBa
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