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TONbKO ANs ANarHoCTUKM in vitro.
adClrossS BHMMaTenbHO 03HAKOMbTECH Nepef
NCNoNb30BaHNEM M34eNus.

HANMEHOBAHWE

«Habop apuTPOLMTOB CTaHAAPTHBIX «Across Cell Screen 4P» /i CKPUHMHIA aHTUSPUTPOLMTAPHBIX aHTUTEST
B CbIBOPOTKE 1 M/1a3Me KPOBM YesIOBEKA METOLOM KOJIOHOUHOM arrloTvHaUmm in vitrox»

(nanee no TekcTy - Habop apUTPOLIMTOB CTaHAAPTHbIX «Across Cell Screen 4P», HaGop apPUTPOLUTOB, HAGOP,
usaenve, MegVLHCKOe M3aene)

OMUCAHME W  nonHbld  CMUCOK  PA3MIMYHBIX  KOHOUIYPALWW/  NCNONMHEHNWN
MEOVUMHCKOr o N3AENNA and ANArHOCTUKK IN VITRO

Habop aputpouutoB cTaHdapTHbIX «Across Cell Screen 4P» BbinyckaeTcs B OAHOM BapyaHTe WCMOTHEHWS -
4 donakoHa x 10 w1 B yn.

ONMMCAHWME MEOANUWNHCKOIO N34ENNA

Habop aputpoumtoB ctaHgapTHbIX «Across Cell Screen 4P» cooepXnuT 3puUTpOLMTLI YenoBeka rpynrbl KpoBu
0 C nanavHoM B KoHLeHTpauum 0,8% B 6ychepHOM pacTBOpe C KOHCepBaHTaMu. SpUTPOLUUTLI Habopa UMeroT
Hanbosiee BaXHble @HTUreHHble AeTepPMUHAHTbl OO/bLUMHCTBA CUCTEM [PYMNN KPOBU. ITU 3PUTPOLUTLI
OT/IMYAKOTCA MO COCTaBY aHTUreHOB M OTOOPaHbI C Le/bo AEeTEKTUPOBaHUS Hanb0/1ee KIIMHUYECKN 3HAUNMbIX
aHTuTen.

CoctaB aHTUIEHOB Kadk[oro K3 Habopa 3pUTPOLMTOB CTaHAApPTHbIX NPUBEAEH B Tabnuue aHTUreHHOro
COCTaBa, B/IOXEHHOI B Kavkayto NapTuio n3aenuii.

BpUTPOLUTLI pasMeLLIEHbI B YETbIPEX (D/TAKOHAX 13 CBET/IONO CTEK/a C KPacHOW KanesbHuLE, 0603HaYeHHbIX
umndopamm «1», «2», «3» N «4» COOTBETCTBEHHO.

HA3SHAYEHWE. BK/TIOYAA ®YHKLUMOHATBHOE

[ns »MMyHOreMaTosiorMyecknx uccnefoBaHuii 06pasLoB ChIBOPOTKY W M/1a3Mbl KPOBY YenoBeka MEeTOL0M
KOSIOHOYHOM arrloTUHaUMN C LEeSIbl0 KAYeCTBEHHOTO OnNpeAeneHns aHTUIPUTPOLMTAPHbIX aHTUTeNn K
aHTureHam sputpouuTos cuctem Rh (D, C, E, ¢, e. C¥), Kell (K, k, Kp®, Kpb), Kidd (k& JkV), Lewis (Le®, Le™),
P (Pi), Lutheran (LU®, Lu®) ¢ ncnosb3oBaHNeM CTaHL4APTHBLIX APUTPOLIMTOB, MOJTYYEHHbIX OT YeTbIpeX AOHOPOB
(HenynMpoBaHHbIX), 418 BbINOSHEHNS CKPUHWMHIOBOIO MCCneaoBaHUs B (DEPMEHTHOM TecTe, B KauyecTse
[AVarHoCTU4YecKoro Tecra.

[na in vitro gnarHoCTuKK.

OBJNTACTb NMPNMEHEHWNA
KnnHuueckas nabopartopHas AMarHocTuka.
nonynauna. AEMOIrPA®UYECKME ACNEKTbI MPUMEHEHINA

Viccnegyemass nonynsiyst:  naupeHTbl  (AETM M B3POC/blE), KOTOpPbIM HEOGXOAMMO — onpefesneHvie
AHTU3PUTPOLTAPHBIX aHTUTENN.

TN AHAJIM3NPYEMOT O OBPA3LA
CbIBOpOTKA 1 Ny1a3Ma KpoBY YesioBeka.
OMUCAHME CYTU AHANUTUYECKOIO METOZA 1N MPUHUWNA PABEOTbI N3AENNA

MpyHUMN MccrefoBaHNs OCHOBaH Ha MCMOMb30BaHUM METoa KOIOHOYHOW arr/iioTvHaUWMmM - 0GHapyXeHus
peakuuii  arrnioTuHaLMKY, KOTOpble MPOUCXOAAT NpW  CBA3bIBAHWM (MOKPbLITUX) aHTUTEHOB 3pPUTPOLMTOB
(arrnoTMHOreHOB) COOTBETCTBYIOWMMMW aHTUTENaMy (arr/loTUHUHaMK), MPUCYTCTBYIOLLMMK B peareHTe,
npobax CbIBOPOTKA M Miasmbl MyTemM uibTpauyuu 4Yepes reflb Mnof LEeCTBUEM LEHTPOOEXHON Cufbl,
BO3HVIKaOLLIEW MpK LEHTpUddYrmpoBaHum.
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MOTEHUWANBHBLIM MOJIb3OBATE/b

[laHHoe uzfenve npeaHasHaueHo TO/bKO /1S AMArHOCTVKY in VItro, 3To n3aene MOXeT 6bITb 1CMO/Ib30BaHO
TOMbKO B K/MHWYECKMX NabopaTopusix BpadaMu-CreLyauincTamm Win WHbIMA SIMLAMM N0 Ha3HAYEHMIO.
WHTepnpeTauus pesynbTatoB, MOJyYEHHbIX C MOMOLLBI Habopa apuTpoumToB CTaHAapTHbIX «Across Cell
Screen 4P», fo/mMKHa NPOBOANTLCS 00YYEHHBIMN MEAULMHCKUMIA PaBOTHUKaMW.

KOHKPETU3ALA MPO®ECCUOHANIBHOIO YPOBHA NOTEHLNANBHbLIX NO/b30OBATENEN

MeauupHcKoe u3genue npegHasHayeHo TOMbKO 4719 NPOeCCUOHA/IbHOMO  UCMOMb30BaHWs  Bpadamut
KMHWYECKOW NabopaTopHOl AMArHOCTUKW, MeOULMHCKAMM NabopaTopHbIMU TeXHUKamu, denballepamu-
nabopaHTamMn WM UHbIMK cneumanMcTaMmm B 061acTu KIIMHWYECKO NabopaTopHOi ANarHOCTUKN.

OXWAAEMBIE 1 MPOrHO3WPYEMBIE MOBOYHbLIE  AENCTBUHA, CBA3AHHLIE C
NCMONBb3OBAHVNEM MEAVLUMHCKOIO U3[ENNA MO HASHAYEHWIO

Mo6oYHbIX AENCTBUIA MPU NPUMEHEHUN MEOVLMHCKOIro U3nenus Ans AuarHoCTUKA in Vitro He BbISB/IEHO.
MNMOKA3AHWA K MPUMEHEHNIO

[ns MMMyHOremMaTonorMuyecknx uccrefoBaHuii 06pasLoB ChIBOPOTKM M Mia3Mbl KPOBM YesioBeka MeTOAoM
KO/IOHOYHOW arriloTMHaUMn C Lesblo  KaYeCTBEHHOro OnpefenieHnst aHTUIPUTPOLUTaPHLIX aHTUTen K
aHTureHam sputpoumTos cuctem Rh (D, C, E, ¢, e, C), Kell (K, k, Kp™ Kpb), Kidd (Jk®, JkV), Lewis (Le", LeN),
P (Pi), Lutheran (LU®, Lu") € UCNO/b30BaHUEM CTaHAAPTHBIX SPUTPOLIUTOB, MOSYHEHHBIX OT YETbIPEX [OHOPOB
(HenynMpoBaHHbIX), ANs BbINO/IHEHNS CKPUHWHIOBOTO MUCCNefoBaHMs B (DEPMEHTHOM TecTe, B KayecTBe
[AVarHoCTU4ecKoro Tecta.

[ns in vitro gyarHocTuku.

MPOTMBOMOKA3AHNA

MpoTMBOMNOKa3aHWIA K MPUMEHEHNIO MEAULIMHCKOTO U3AENNA [/151 AUArHOCTUKM in Vitro He BbISIBNEHO.
MPUHLNM KANTMBPOBKW

[JaHHbIA HAbop He MOANEXUT KaSIMOPOBKE.

OMUCAHWE TMPUHALNEXHOCTEWM W APYIX YCTPOWCTB, BK/IKOUAA  MEAVLIMHCKUE

YCTPOWCTBA, KOTOPbIE MPEAHA3HAYEHLI [O/19 WCMOMIb3OBAHMA B COYETAHUN C
MEOVLUMHCKUM W3OENMEM ON0A ANATHOCTUKW IN VITRO

Heobxogvmble, HO He npedocTaBfisemMble MaTepuasibl, Mpojalolmecss OTAe/IbHO U UMetowme
NHAVBMAOYa/IbHbIE PYKOBOACTBA MOSb30BaTes 1A / MHCTPYKLUMM MO NMPUMEHEHMIO:

- «AHanmsatop asTomaTuyeckumii Across Auto System Octo-M ons MMMYHOremMaTonormyeckmx UCC/eoBaHui
METOAO0M KOJIOHOYHOI arrnioTiHaUMK in vitro», nponssoacTtsa Dia Pro Tibbi Urunler San. Ve Tic, A.8., Typuus
(manee no TeKCTy - aHa/IM3aToOp aBTOMaTUYecknin Across Auto System Octo-M, aHanmzaTop);

- «CunTbIBaTENb A1 KAPT refieBbiX ACross 415 in vitro MMMYHOreMaTosIorMyYecknx NccneoBaHnili METOA0M
KOMTOHOYHOI arrnoTuHauUmm», nponssoactea Dia Pro Tibbi OrunlerSan. Ve Tic. A.8., Typuus (ganee no Tekcty
- cuuTbIBaTENb O/1A KapT reneBbIX ACross);

- «LleHTpudpyra anst kapT reneBbix ACross 4151 in Vitro IMMYHOTreMaTo/IOrMYecKUX UCCNe0BaHNn METOLOM
KOMIOHOYHOW arroTuHaummy», nponssoactea Dia Pro Tibbi Orunler San. Ve Tic. A,8., Typuus (gasiee no Tekcty
- LeHTpudpyra ans renesbIX KapT ACross);

- «/HKyGaTOp O/19 KapT resieBblX ACross 415 in Vitro MMMYyHOremaTonorMiyecknx UCC/efoBaHui MEeToLoM
KOMIOHOYHOW arrloTuHauUmMm», nponssogctea Dia Pro Tibbi Urunler San. Ve Tic. A.8., Typuusa (ganee no Tekcty
- MHKy6aTop 4719 renieBbIx KapT ACross);

- XonogynbHUK MeAVLIMHCKUIA 4151 XpaHEHUST KPOBW, KOMMOHEHTOB KPOBU M APYrxX 6UO/10rMiecknx oo6pasLos
C NpUHaAOIEXHOCTAMK, BapuaHT ucnonHeHns «Scientific Series SLR105», npoussogctea Helmer Inc., CLLA,
PY Ne P3H 2018/7548 ot 27.08.2018 r. Cpok AeiicTBust: 6eCCpoYHO.

MoryT 6bITb WCMOMb30BaHbl Jpyre MeAUUMHCKME W3AENMS C  aHasIoTMuHbIMU - XapakTepucTkamm,
3aperncTprypoBaHHbIe B YCTAHOBNEHHOM MOPSAKe.
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renesble KapTbl AcCross:

- «Kapra renesas «Across Gel Neutral» ans in vitro kKa4eCTBEHHOro 1 NOMYKONMYECTBEHHOIO OnpeAenieHnst

AHTUBPUTPOLMTAPHBIX aHTUTEN B CbIBOPOTKE M M/a3Me KPOBM YesloBeKa WM aHTUrEeHOB Ha MOBEPXHOCTU

SpUTPOLMTOB B pamKax WUMMyHOreMaTtosiIorMyecknx WccnenoBaHuini METOAO0M KOSIOHOYHOW arr/ioTuHaumm»

'(A,qgne_(l_a Mo TeKCTy - kapTta renesas «Across Gel Neutral»), nponssogctsa Dia Pro Tibbi Urunler San. Ve Tic
.8., Typums.

JosaTop(bl) NnuNneTO4YHbIli(e) Ha 25 1 50 MKA:

«[lo3aTop  MUNETOYHbIA  MEXaHW4YeCKUn  OAHOKaHa/IbHblA WM MHOroKaHasbHbli  Sartorius ¢
npuHagiIexHocTamMm»,  XVI.  [lozaTop NUNETOYHbIA  MexaHuyeckuii  1-kaHanbHbiii - Proline  Plus ¢
hmKCHpoBaHHbLIM 06beMOM A03MpoBaHusa 25 Mk, XVII. [lo3aTop NUMNETOUHbLIA MeXaHUYeckuid 1-kaHasbHbI
Proline Plus ¢ dmkcrpoBaHHbIM 06bEMOM [03MpoBaHMA 50 MK, npousBogcTBa Sartorius Biohit Liquid
Handling Oy, ®uHnsHaus, PY Ne P3H 2019/9356 ot 12.12.2019, cpok AelicTBUS: 6€CCPOoUHO.

Moryt ObITb MCNO/Ib30BaHb! apyrne  mMeguunHCKne  mnsaenna C  aHaslorfMYyHbIMK - XapPaKTepUCTUKaMK,
3aperncTpnpoBaHHbIe B yCTaHOB/IEHHOM MNOPAAKE.

OpfHOpa30oBble HAKOHEYHUKN ANA A03aTOPOB NUMNETOUYHbIX:

«HakoHeUHVKM 4719 MUNETOYHbIX [03aTOpoB Sartorius, HecTepuibHble, 6e3 dmnbTpa», n. 9. HakoHeuHuk
Optifit cTaHgapTHbIA (10 - 1000) mkn, nponssoacTBa Sartorius Biohit Liquid Handling Oy, ®uHnsHams, PY Ne
®C3 P3H 2019/9349 ot 12.12.2019, cpoK AeliCTBUS: GECCPOUHHO.

MoryT  ObITb MUCMO/ML30BaHbl Apyrve MeAuUMHCKME U3AeNNA € aHasIoTUYHbIMK - XapakTepucTUKamu,
3apEerMcTprpoBaHHbIe B YCTAHOB/IEHHOM MOPSiAKe.

|-|pO6I/IpKI/I ONna NoOArOTOBKNM CbIBOPOTKUN NN NNna3Mbl:

«[lMpoburpkn BakyymHble nnacTukoBble BD Vacutainer n BD Vacutainer Plus gns B3aTus KpoBu B Habopax
N OTAENbHbIX yrnakoBkax», | Mpobupku BakyyMHble naactukoBble BD Vacutainer ans B3ATUS KpPoBM B
oTAenNbHbIX yrnakoBkax: M. 26. Mpobypky BakyyMHble niactvkoBble BD Vacutainer ¢ kpbilkoin BD Hemogard,
C umtpartom Hatpusa (Bug 293540); 28. MpoGMpKN BakyyMHble MiacTukoBble BD Vacutainer ¢ kpbiwkoin BD
Hemogard, ¢ K234TA wwm K334TA (smg 293500, 293660), nponssoactea Becton Dickinson and Company
CLUA, PY Ne P3H 2013/1139 ot 14.04.2015, cpok AeiCTBNS: 6ECCpOUHO.
- «Cuctema BakyyMHOro 3abopa kpoBu Vacuette ¢ npuHagneXxHoctamm» (1. Mpobupkn BakyyMHble
pasfiMuHbIX pasmMepoB ¢ HanosIHUTeNsSMK 1 6e3), nponssoactea Greiner Bio-One GmbH, Asctpus, PY Ne ®C3
2011/09314 ot 09.03.2011, cpoK AeincTBmsi: 6ECCPOUHO.
MoryT ObITb MCMOMb30BaHbl Apyrne MeAuUMHCKME U3[e/MA C  aHasIorMYHbIMK - XapakKTepucTukamu,
3aperucTprpoBaHHbIe B YCTaHOB/IEHHOM MOpSKe.

Mpo6bupkn AnA aIMKBOTUPOBaAHUA U T PaHCNOPTUPOBKU:

«M3penvs Eppendorf 13 nonumepHbIX MaTepuanoB 4718 /1abopaTopHbIX uccriefoBaHuid in vitro», n. 1
Mpobupkm Safe-Lock ¢ 3awenkoii o6bemMom oT 0,5 mn go 2,0 mn (Safe-Lock tubes 0,5-2,0ml), nponsBoacTea
Eppendorf AG, 'epmaHus, PY Ne @C3 2009/04520 ot 19.06.20009.

MoryT 6bITb WCMO/b30BaHbl APYrMe MEeAULMHCKAE W3OS € aHa/IoTMYHbIMA - XapakTepucTKamm,
3aperMcTpypoBaHHbIE B YCTAHOB/IEHHOM MOPSKE.

MaTepVIaﬂbl AN KOHT pPpOd KadecTBa:

- «Marepuasi  KOHTPO/IbHBIA  [/11 UMMyHOremarosnioriieckux uccnegosadunii  (IH-QC)» (1. Marepuan
KOHTPOSIbHBIA ANt MMMyHOoremaronornyeckmx mccnegosaHuii (1H-QCL), 4 x 6 m/l  yn. 2, Martepuan
KOHTPOSIbHBIA ANt MMMyHoremaronornyeckmx mccnegosaHuii (IH-QC2), 4 x 6 m/l  yn. 3, Marepuan
KOHTPOSIbHBIA ANt MMMyHoremaronornyeckmx mccnegosaHuii (IH-QC3), 4 x 6 m/l  yn. 4, Martepuan
KOHTPOSIbHBIA 4719 MMMYyHOremaTosiornieckmnx nccnegosanmin (IH-QC4), 4 x 6 mvl yn.), Npou3BOACTBA
DiaMed GmbH, LUseiuapns, PY Ne P3H 2019/9460 ot 26.12.2019, cpok AencTBUst’ GeccpouHo (B
COOTBETCTBUN C COBCTBEHHON MHCTPYKUMENA MO NPYMEHEHWIO).

HAYYHAA OBOCHOBAHHOCTb AHAJTIUTA

B3aMMO,quICTBME Mexay 3putpounTapHbiIMU  aHTUrEHaMK COOTBETCTBYIOLMMA  aHTUTESTaMU  JIETKO
onpeaenntb NocpeacTBoM peakuun arrnoTuHauun.

CKPWHWHT HeperynapHbIX aHTUTes NO3BOJISIET BbISBNATL KNMHUYECKM 3HAUYMMbIE UMMYHHbIE aHTUTENa B KPOBU
nagueHTa. MonoXuTenbHbIn pe3ynbTat TeCcTa yKa3blBaeT Ha Ha/inyme aulioaHTuTen nnnm ayToaHTuUTen.
CKPUHVHT  aHTU3PUTPOLIMTAPHLIX aHTUTeN - 3TO WCC/efoBaHWe CbIBOPOTKA WM MasMbl Ha Hanuve
MMMYHHbIX (Heperynﬂprlx) aHTUTeNn K aHTureHam apuTpouUnTOB.
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TABIMLUA CMMBONIOB 1 OBO3HAYEHN

CumBon  3HayeHue CumBon  3HayeHue

-le MepvumHcKoe uspenve ons

| refl Homep no katasory > 13,
JVarHOCTVIKM in Vitro

mJ WsrotosuTesb TemnepaTypHbliii AyanasoH
icnonb3oBath A0 (rof-MecsiL-AeHb) LOT  kog naprwm
OGpaTUTECh K MHCTPYKLWM MO "LLI
T ] MPYIMEHEHNIO . CopepxuT n-kapT
3HaK COOTBETCTBUA TPEBOBaHUSAM
a EBponeﬁCKoro Coro3a 3a|'|peT Ha NOBTOPHOE NpUMeHeHne
I I Bepx ' f Bepeub OT Braru
VN
f Xpynkoe, 06palliaTbCA OCTOPOXHO 6 NleHTa Mebuyca (peLyknmpyemblii)

He ponyckaTb BO3AECTBUSA

AN conHeuHoro ceTa JAWT  [lata u3roToB/ieHus

B3ATUE N NOATOTOBKA MPOB

1. Npo6bI
He vcnonb3oBaTh reMonnM3npoBaHHble, MNEMUYHbIE, 3arpsi3HeHHbIe NPobbl KPOBW WK MPOGbI CO CryCTKaMu.

[na BbIABNEHWA aHTUTEN B CbIBOPOTKE WIN M/1a3Me UCTO/b3YTCS:
- Mpo6bl KpoBK, B3SITbIE B NPOOUPKM € aHTUKoarynsaHTom (K23ATA, K33ATA, Hatpus uutpar) (cogepxaiume
nnasmy), win 6e3 aHTUKoarynsHTa (cogepxaliye CbIBOPOTKY), B COOTBETCTBUM C NPUHATLIMK B labopaTtopuin
CTaHJapTHbIMW NpoLiesypamy, 0T MOMEHTa B3ATUA 1 A0 3 Yacos npu Temnepartype +18.. +25°C’

Mpo6bl KpoBY, B3ATbIE B NPOOUPKM C aHTUKoarynsaHToM (K23ATA, K33ATA, HaTpusa umtpart) (codepxaliye
nnasmy), wim 6e3 aHTvKoarynsaHta (cogepallme CbIBOPOTKY), B COOTBETCTBUM C NMPUHATLIMU B 1abopaTopum
CTaH4apPTHbIMU MpoLesypamMu, OT MOMEHTa B3ATUA 1 40 48 yacoB npu Temnepartype +2  +8°C

Mpo6bI KPOBK, B3ATbIE B MPOGUPKM C aHTUKoarynsHTom (K23ATA, K33ATA, HaTpus upTpar) (cogepxaiipe
nnasmy), wim 6e3 aHTukoarynsHTa (Cogepallime CbIBOPOTKY), B COOTBETCTBUM C NPUHATLIMU B nabopaTopum
czTgH apTHé:cl)lwg| npouegypamu, OT MOMEHTa B3ATMA W 0 24 MecsueB Mpu Temrepatype OT
_ o 'D'O _ O,

Mpo6bl KpPoBW, B3ATbIE B NPOGUPKU C aHTMKOoarynsHTom (K23A4TA, K33ATA, Hatpusa upTpar) (cogepxaiume
niasmy), wim 6e3 aHTrKoarynsHta (cogepallime CbiBOPOTKY), B COOTBETCTBUM C NMPUHATLIMM B labopaTtopum
CTaHZapTHbIMK  npoueaypamy, npolleglime He 6onee 1 uvkia  3aMOpaxvBaHUS-OTTanBaHWS
(3amopaxkmBaHue npun Temnepartype Hke -20°C, pasmopaxmBaHve npu Temnepatype +18...+25°C).

MNpeaynpexaenue. [lepes 3amopaxuBaHMeM 06pasLbl CbIBOPOTKA WM Mia3Mbl KPOBU AO/DKHbI GbiTb
QIMKBOTVPOBAHbI B MPOGUPKM C M/I0THO 3aKPbIBAOLLEINCS KPbILLKOW (Tna SnneHaopd).

2. IHhopmaumsa 06 ycnoBusax, Heobxoanmbix g coopa, 06paboTKM 1 NOATOTOBKN aHa/IM3NPyeMbIX
06pas3Los
2.1 WHpopmauma 06 ycnosusax, Heobxoammblx gns coéopa npobd Kposu
B3sTie npo6 KpOBW OCYLLECTBNSTb B COOTBETCTBUM C MPUHATLIMM AElCTBYOLLMMU  dheaepasibHbIMM,
roCyAapCTBEHHbIMU WM NTOK&/IbHbIMWA HOPMATVBHBLIMW JJOKYMEHTaMU.
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2.2 O6paboTka M NOArOTOBKA aHann3npyembix 06pasLos

O6pasubl CbIBOPOTKM/NNA3MbI

Mpobupkn 6e3 aHTUKoarynaHTa (cogepxauwme cbiBOpoTKY)

Mpobupkn c npobamn KPOBW, MpefHa3HauYeHHbIMM 4719 MOSlyYEeHUs]  CbIBOPOTKW, [IO/DKHbI  ObITb
OTLEeHTPUDYrMpoBaHbl Ha MecTe He nosaHee, Yem 4vepes 14 nocne B3ATUA Npo6bLL. KpoBb ANs nosyyeHus
CbIBOPOTKM LEeHTpuddyrnposats B TedeHne 10-15 muH npu yckopeHun 1000-1200 g, npy Temnepatype 20°C -
22°C.

Mpobupkn c aHTUKOArynsHTOM (cogepxauwme naasmy)

Mpobupkn ¢ aHTrKoarynsaHTom {K234TA, K39ATA, Hatpusa uutpar), ¢ obpasuamu, npeaHasHaueHHbIMK gis
noslydyeHnss Mnasmbl, LeHTpudyrmpoBatb B TedeHue 15-30 MuH npu yckopeHun 2000-3000 g, npu
Temneparype 20°C - 22°C,

Mewkn ¢ aHTukoarynaHTom (ACD, CPD, CPDA n SAG-Mannitol)

[na nonyyeHns cbiBOPOTKU/NNa3Mbl U3 MELLKOB 06paTUTeCh K UHCTPYKUMKX MO NPUMEHEHNIO HA MELLIKW.

3. CTabunbHOCTb aHaNM3MpyeMbiX 06pa3LLoB

3.1 YcnoBua v ANIMTENbHOCTb XPaHEHUs aHan3npyembiX 06pa3LoB

O6pasLbl CbIBOPOTKM/NNA3MbI

Mepep, ueHTpudyrnpoBaHem npoba KpoBW AokHa OTCTOATLCA 10-15 MUHYT nocne B3ATUA Npu Temneparype
+18...+25 °C.

CbIBOpOTKa/NNasmMa [o/mxHa ObITh OTAeNIeHa OT IPUTPOLIMTAPHOW Macchl cpasy MyTeM a/IMKBOTUPOBaHNUSA WK
[JEKaHTMPOBaHWS B YUCTbI KOHTEHeP (NpobrpKy) € NIOTHO 3aKpblBaOLLENCA KPbILLKORA (Tvna dnneHaopd).
XpaHnTb NOsyYeHHbIe 06pasLbl TOILKO B 3aKPbITbIX KOHTEMHEpaX Npy Temnepatype +2... +8°C, He 6osee 48
4acoB.

O6pasLb! CbIBOPOTKM WM M/1a3Mbl, NOC/E OTAENEHUS OT APUTPOLMTAPHON MACChl, MOTYT ObITb 3aMOPOXEHbI.
[ns  [ONroBpeMeHHOTO XpaHeHUs 3aMOpOXeHHble 06pasubl AO/HKHbI  XpaHWUTLCA MpY  Temnepartype
-20,..-80°C. B T1akom Buae, o6pasubl MOryT XpaHUTbCA [0 24 MecsLEB.

3.2 YcnoBusa TPaHCNOPTUPOBKN aHa/IM3npyeMbiX 06pasLioB

O6pasLbl CbIBOPOTKM/NNA3MbI

PekomeHayeTCsl TpaHCMopPTUPOBaThL B YACTOM KOHTeiHepe (NpobupKe) € NIOTHO 3aKpbIBAOLLENACA KPbILLKON
(Tvna 3nneHaopdy), B BeEPTUKASIbHOM MOSIOKEHUM, He AOMyckas BO3AEWCTBMS COMHEYHOro CcBeTa, Mpu
Temneparype +2... +8°C, He 6onee 48 yacos.

3aMopoXeHHble 0bpasLpl CbIBOPOTKWU/MIa3Mbl TpaHCNopTUpoBaTb npu Temnepatype -20"C. He ponyckatb
pa3mopaxmBaHusi 06pasL0B CbIBOPOTKM/MNAa3Mbl BO BPEMS TPAHCMOPTUPOBKM.

3.3 OrpaHunyeHns no uuKiam 3aMOopo3KM (pasmMopakuBaHnsa) aHann3npyembix 06pasLos

O6pasLbl CbIBOPOTKM/NNA3MbI

JonyckaeTcsa He 60nee 1 uukia 3amoposku. MNpouecc pasMoposkn AO/MKEH ObITb Me/IeHHbIM (OCTaBUTL Ha
HOYb B XO/TOAW/BHYIKE WX pa3MOopakuBaTh Ha BOASHOW 6aHe, HenpepbIBHO NOMeLLBaSs).

Npeaynpexaenue. [lepes 3amopaxuBaHWeM o06paslibl CbIBOPOTKM WM M1a3Mbl KPOBWU [AO/MKHbI ObiTb
a/IMKBOTMPOBaHbI B MPOOGUPKL C N/IOTHO 3aKPbIBaOLLIECS KPbILLKOK (Tuna SnneHaopd).

WHTEP®EPUPYIKOLWWE BELWWECTBA

ViccnenosaHua noTeHUMaibHO MeLLAKLWMX BELLECTB B Npobax;

- N/1a3mbl KPOBMW, COBPaHHOI B Npobupkn (aHTUKoarynsaHT K23ATA / K3DATA / Hatpusa umTpar), nocse vero
aNMKBOTUPOBAHHON B NPOBMPKY TUNa dnneHgopd:

- CbIBOPOTKM, MOJTIYYEHHOW B NPOOMpKax 6e3 aHTMKoary/nsiHTa, Mocse Yero asMkKBOTMPOBAHHON B MPOGUPKY
TUna dnneHgopd,

NPOAEMOHCTPUPOBaUTA, YTO Haunvne BELLECTB B YKa3aHHbIX H/KE KOHLUEHTPaUuAaX He B/INAET Ha pe3yibTatr

aHasm3a;
NHTepdepupyloLive BellecTsa KoHueHTpaumsa B obpasLie naymeHTa
Tpurnuuepnasbl 740 MMonb/n
BunmpyouH 1200 r/gn
reMorno6uH 200 r/n
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KOHTPOJIb KAYECTBA

KOHTPO/Ib KayecTBa Heo6xoanmo BbIMOMHATL OAUH Pas B AeHb MPU UCMOMb30BaHUM KapTbl reNieBoi «ACross
Gel Neutral» nwm B COOTBETCTBUM C MECTHBIMW, rOCYAaPCTBEHHLIMU WM dhefepasibHbIMU NOCTaHOBNEHUAMN
W TpeGoBaHMAMM aKkpeauTaumn 1 NpoLefypami KOHTPO/IS KadecTsa siabopatopuy, AeCTBYIOLMMA Ha
HaCTOALLMIA MOMEHT.

[na KoHTpoNns KavecTBa HEOOXOAMMO UCMO/b30BATHL KOHTPOSIbHLIN Matepuart:

- «Matepvan KOHTPOSbHbI ON18  MMMyHoremartonormueckux uccnegosaHuii (IH-QC)» (1. Matepuman
KOHTPO/IbHBIA ANsi  UMMyHoremarosormdeckuxuccnegosannii (IH-QC1), 4 x 6 mv/l yn. 2. Matepvan
KOHTPO/IbHBIA ANA  MMMyHoremarosnornyeckuxuccnenosannii (IH-QC2), 4 x 6 mvl yn. 3. Marepuan
KOHTPO/IbHBIA A1 UMMyHOremarosiornyeckuxmccriegosaquin (IH-QC3), 4 x 6 mvl yn. 4. Marepuan
KOHTPO/bHBIA A1 MMMYyHOremarosiornyeckmxuccnegosaqunin (IH-QC4),4 x 6 w1l yn.), npoussoacTea
DiaMed GmbH, Lseiiuapuss, PY Ne P3H 2019/9460 ot 26.12.2019, CpoK [AENCTBUS. 6eccpouHo (B
COOTBETCTBUN C COBCTBEHHOWN MHCTPYKUMEN N0 NPUMEHEHUIO).

Ecm Bce pesynbTartbl aHasiM3a KOHTPOSIbHbIX MaTepuasioB COOTBETCTBYIOT CepTuthukatry aHamsa, To
pesynbTarbl aHasm3a cepum 06pasLoB NaUMEHTOB OyayT CUMTaTLCA AOCTOBEPHBLIMU.

B npoTvBHOM cryyae, MpyY NPOBEAEHWN WHCTPYMEHTA/TbHOTO AETEKTUPOBAHMS KapTbl refieBoi C MOMOLLBHO
aHasm3aropa asTomartuyeckoro Across Auto System Octo-M u cuuTbiBaTensa L9 KapT refieBbiXx ACross
HeobXx0MMO NPOBEPUTL NPaBUILHOCTL X PabdoTbl B COOTBETCTBUM C UX PYKOBOACTBAMU NOMb30BATENS; NpU
NpoBefEHUN BU3YasIbHOro AETEKTUPOBaHUS - HeobXoAMMO NPOBEPUTL CPOK FOAHOCTU U YC/IOBUA XpaHeHUs
KapTbl reneBoli, Habopa 3JpPUTPOLUTOB CTaHJAPTHbIX, YKa3aHHble MPOV3BOAMTENIEM B MWHCTPYKUMM O
NMPUMEHEHWIO.

Npeaynpexnaexue. [1poObI 1 peareHTbl AO/MKHbI ObITb KOMHATHOW Temnepatypsbl (+18...+25°C). MposepbTe
COCTOSIHVE KapTbl Nepefs ee UCMOSb30BaHNEM: HE MCMOMb3YNTe KapTy MpU OGHapYXEHUM HEOAHOPOAHOCTU
rens, Npyv HajmuMn nysbIPbKOB WM TPELWH B refie, OTCYTCTBUM HaA0Ca04YHON XUAKOCTM, COKpalleHUM
KONuM4ecTBa resid Win nNpu U3MeHeHU LBeTa MUKPOMpPOBUpKM.

MOPAAOK TECTUPOBAHWUA

Habop aputpoumnToB cTaHdapTHbIX «Across Cell Screen 4P» WCMONb3yTCA BPYYHYO U C MOMOLLBHO
AHanunsaropa aBTomarnyeckoro Across Auto System Octo-M.

Ona AHanusatopa asBToMaTtuyeckoro Across Auto System Octo-M npoueaypa onucaHa B pyKOBOACTBE
Mosib30BaTeNns aHamsaropa.

Mpobbl K peareHTbl A0/MKHbI ObITb KOMHATHOW Temnepartypbl (+18...+25°C). [poBepbTe COCTOsSIHME
3PUTPOLIMTOB CTaHAAPTHLIX Nepes UX MNpUMeHeHVeM (He WCNo/b30BaTb MyTHblE W reMOSIM3NPOBaHHbIe
S3PUTPOLUTI).

MNopsLoK TeCTMPOBaHNA:
1 O603HauuUTL Uccrenyemblii obpaseL, Ha KapTe (caenartb HaAnMCb Ha 3TUKETKE /IMLEBOI CTOPOHbI KapTbl).
2. OCTOpPOXHO CHATb a/ItOMUHUEBYHO GDOSbIY, Aepka KapTy B BEPTUKATbHOM MOSIOKEHNN.

CKPVHWHT aHTU3PUTPOLUUTAPHbIX aHTUTeN B 06pasLax CbiIBOPOTKM W Naa3Mbl KPOBU YenioBeKa

3. 'omoreHn3npoBaTb Habop 3PUTPOLIMTOB CTaHAapPTHbIX «Across Cell Screen 4P», nnaBHO Bpalliasi Kaxkaplii
ny3blpek. He BCTpsxvBaTh.
BHecTn no 50 mkn peareHTa M3 Kaxkgoro nysblpbka Habopa 3puTpouMTOB CTaHdapTHbIX «Across Cell
Screen 4P» B 0TAe/bHblE MUKPONPOOUPKN KapTbl renieBoin «Across Gel Neutral.
BHecTn no 25 MK 1Uccneayemoil CbIBOPOTKM WK N1a3Mbl B 3TW e MUKPONPOOUPKM.
VHky6mpoBaTb kapTy(bl) npu 3Y’C B TeueHne 15 MUHYT (MCMOMb3yiTe WHKyGaTop A/1s reneBbiX KapT
Across).
LleHTpundpyrmpoBaTtb kapTy(bl) (MCNOMb3yiiTe LEHTPUAIYTY A1 reneBbixX KapT ACross).
Cuutarb pesynbrar.

Pe3ynbTaTbl UCCMefoBaHWiA MOryT GbiTb CUATaHbI BU3YasilbHO WK C UCMO/Ib30BAHMEM CUUTLIBATENS A/1s1 KapT

renesbiX Across. [py 1Cnosb30BaHUN CUATLIBATENA A/1A refieBbIX KapT ACross cne,qulTe pekomMmeHgaumnam,
M3/10XXEHHbIM B PYKOBOACTBE MOJib30BaTess.
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PE3Y/IbTATDI

Mpu cunMTbiBaAHUN pe3ynbTartoB, cnefyeT pasnyaTb crefylolme cTeneHn peakumm:

MonoXuUTE bHbIE 4t Buaymble r1a3om arrlTMHAPOBAHHbIE 3PUTPOLMTLI (ArT/IOTUHATbI) TO/IbKO
B BEPXY KOJIOHKW.

Bugymble r1as3oM arrlTUHaTbl CPeHEro pasmMepa B BEPXHEN MOosioBUHE
3+
KOJTOHKW.
ot Buaymble rna3om arrloTMHaTbl Manoro WM CpefHero pasmMepa rno BCei
BbICOTE KOJIOHKW.

1+ Bvaumble rnasom  arrniotuHaTel  Manoro  pasMepa B HE60/1bLLOM
KONn4yecTBe B KOJIOHKE.

" BugumMble  r71a3oM  armioTHaTbl  Masioro  pasmepa B HEGO/bLLOM
KOMINYECTBE B HKHEN MOSIOBUHE KOMOHKM.
OTpuuatesbHble Cnoii  spuTpOLMTOB Ha [HEe KOMOHKA W OTCYTCTBME BWAUMbBIX [/1asy
arrfoTMHATOB B OCTa/TbHOM YacTh KOMOHKM.
[BoitHas nonynsums (aBa cnost apuTPOLIMTOB - Ha JHE U B BEPXHEN YacTu
An KOMOHKMN)

MNpeaynpexaexue. Pe3ynbTaTbl PeKOMEHAYETCHA CUMTBLIBATL CPasy nocse LEHTPURYrMpoBaHns KapT.

He ocTaBnATb LUEHTpUhYrMpoBaHHbIE KapTbl B TOPU30HTaUTLHOM MOSIOXKEHUN.

MonyyeHHble pe3ynbTaTbl peakumini pekomeHayeTcsi 0603HadaTb (HagnucbiBaTb) Nog, MMKPOMNPobMpkamm Ha
3TUKETKE Ha JIMLIEBOIA CTOPOHE KapTbl.

Mpr HEOGXOAMMOCTU KapTbl MOXHO COXPaHUTb U cuMTaTb NokasaHusl B TeueHne 24 yacos. [ 3TOro KapTbl
[OO/MDKHbI XPaHWUTLCS B BEPTUKA/IbHOM MOSIOXEHUM Npy +2...+8°C 1 BbITb 3aKpbITbIMW NapadMHOBO NIEHTON
W aHaNOrMYHbIM MaTepuanioM BO U36exaHe ucnapeHusi HaaocagouHOM XMOKOCTH.

VHTEPTIPETALNA PE3Y/IbTATOB

Peakuyus Peakuusi ¢ co6CTBEHHbLIMU WHTepnpeTauus
C apuTpoLMTamMm spuTpouuTamMm

CTaHOapTHbIMU (ayTokoHTpONB)®
_ s AnnoaHTUTENA N ayTOaHTUTENA OTCYTCTBYIOT

+ ANNoaHTUTENA NPUCYTCTBYIOT
+ AyTOaHTUTENA NPUCYTCTBYIOT
+ + AyTOaHTUTE A NPUCYTCTBYIOT

Win aytoaHTuTela N ayiioaHTuTeNna npucyTCTByroT
MpumedaHnue: + = MNOOKUTENbHBIN; - = OTpl/ILLaTefIbeIVI

OTpuuatenbHas  peakuMss B YeTblpex  Mukporpobupkax — Neutral — o3HauyaeT,  OTCyTCTBME
aHTV3PUTPOLIMTAPHBIX aHTUTEN B 06pasLe nauveHTa.

MonoxuTenbHan peakuysi B OHONM, ABYX, TPEX WM YeTblpex Mukpornpobupkax Neutral o3HauaeT, Hamume
aHTVBPUTPOLIMTAPHLIX aHTUTe/l B 06pasle nauyeHTa. BepudmumpoBaTh pPa3HOBUAHOCTL HaAEHHbIX
AHTV3PUTPOLIMTAPHBIX aHTUTENT HEOGXOAYMO C MOMOLLBK Tab/MLbl aHTUIEHHOTO COCTaBa, NpuiaraeMoi K
[aHHOl NapTuM CTaHAAPTHBIX 3PUTPOLYTOB.

Mpegynpexaexue. PellEHE 0 NPOBEAEHM TPaHCY3UM NMPUHMAKOT Bpauun-CreLyancTbl B COOTBETCTBUM
C NPUHATLIMU  ddeaepasibHbIMK, TOCYAAPCTBEHHLIMA WM  IOKUTbHBIMA - HOPMATUBHBIMU - IOKyMEHTaMM,
[IEACTBYIOLLIMM HA HACTOSILLIAIA MOMEHT.

A PeKOMEHAYeTCH napannenbHo C BbIMONHEHWEM CKPUHUHI aHTU3PUTPOLMUTAPHBIX aHTUTEN BbLINONHUTbL TakXe ayTOKOHTPONb (CM.

MHCTPYKLUMUIO No npumeHeHunto «Kapta renesas «Across Gel AHG (IgG+C3d)» ansa in vitro Ka4yeCcTBEHHOTO0 W MONYKONMYECTBEHHOTO
onpeAeneHNs aHTMIPUTPOLUUTAPHBIX AHTUTEN B CbIBOPOTKE M Mja3Me KPOBM YenoBeka M aHTUTEeHOB Ha MOBEPXHOCTU 3PUTPOLUTOB B
pamMkKax MMMYHOTremMaToO/NlOTMYEeCKUX MCCNEJOBAHNI METOAOM KONOHOUYHOI arrno TWHaUWM»), ¢ UCNoNb3oBaHMeM «KapTa reneBas «Across
Gel AHG (lgG+C3d)» agnsa in vitro kKa4ecTBeHHOTro W NONYKONMYECTBEHHOrO OoNpeAeneHns aHTUIPUTPOLUTAPHbLIX aHTUTEN B CbIBOPOTKE U
nnasmMe KpOBM 4YenoBeKa W aHTUreHOB Ha MOBEPXHOCTM 3PUTPOLMTOB B paMKaX MUMMYHOremMaTONOrMYeCKUX MCCAef0BaHMA MeTOAOM
KONOHOYHOW arrnoTnHayum» (Homep no katanory 810215). [lns BbINONHEHUS [aHHOro TecTa He TpebyeTcs Mcnonb3oBaHue «Habop
IPUTPOLMNTOB CTaHAApTHbIX «Across Cell Screen 2» AN8 CKPUHMHIA aHTUIPUTPOLMTAPHbLIX aHTUTEN B CbiBOPOTKe M MNnas3mMe KPOBM
yenoBeka MeTOAOM KONOHOYHOIW arrn TUHaULUM in vitro».
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PABOYUE XAPAKTEPUCTUNKIW

KnuHnyeckre xapakTepucTukm

Mo pesynbTataM UCC/EA0BaHWA CKPUHMHIA aHTUIPUTPOLMTAPHbLIX aHTUTEsT YyBCTBUTE/IbHOCTb COCTaB/ISIET
100% (95% A 99,24 - 100%)

Mo pe3ynbTaTaM WCCNeA0BaHWiA CKPUHUHIA aHTUSPUTPOLMTAPHLIX aHTUTEeN ChneuvduUHOCTb COCTaB/sieT
100% (95% [Y1 99,24 - 100%)

AHaNIMTUYECKNE XapaKTepuUCTUKK

MNokasarenu I'IOBTOpFleMOCTVI/BOCI'IpOI/I3BOLI,VIMOCTI/I 6blnu YCTaHOB/IEHbI NP aHaJIN3€E 06pa3L|,OB ceexel KpoBu
npn nposeaeHnn KIMMHNYECKNX I/ICCﬂE,EI,OB&IHI/IIZ.

KOS(b(bI/IU,VIEHT NPeLUnsnoHHOCT HE pacCunTbiBaUICA, TaK Kak METO/, onpeaeneHns Ka4eCTBEHHbIN.

NMPEAOCTABMAEMBIE PEATEHTBI N MATEPUABI

«Habop 3puTpoLMTOB CTaHAAPTHBIX «Across Cell Screen 4P A/1s1 CKPpUHUHIA aHTU3PUTPOLTAPHBIX
aHTUTEN B CbIBOPOTKE U M/1a3Me KPOBU YeIOBEKA METOAOM KOSIOHOUHOM arr/iTMHaLUmMKM in vitro», B cocTaBe:

1 Hab6op sputpoumnToB ctaHgapTHbIX «Across Cell Screen 4P» (4 donakoHa x 10 ma Byn.) - 1yn.
2. VIHCTpyKUMS MO NpUMEHEHWIO (B KOMMJ/IEKTE U Ha odiLma/ibHOM caiTe Npou3BoauTens) - 1 L.
3. Tabnuua aHTUreHHoro cocrtasa - 1 L.

COCTAB

Kaxxaplii doiakoH COAEPXUT 3pUTPOLMTLI YenioBeka rpynnbl Kpoeu O ¢ nanavHom B KOoHUeHTpauun 0,8% B
6yhepHOM pacTBope C KOHCEpBaHTaMM.

SpuTpoumnTbl Habopa UMEINT Hambosee BaXHble aHTUIeHHble AeTEPMUHAHTbI GOMbLUMHCTBA CUCTEM TpyMn
KpOBW. 3TV 3PUTPOLWTLI OT/IMHAOTCSA MO COCTaBY aHTUrEeHOB U OTOBPAaHbI C Lesbio AeTEKTPOBaHUA Hanbornee
K/IMHUYECKN 3HAYMMBIX aHTUTES.

CocTaB aHTUreHOB Kakoro M3 Habopa 3puTPOUMTOB CTaHOA@PTHbIX NPUBEAEH B Tabnuue aHTUreHHOro
COCTaBa, B/IOXEHHON B K&XAYHO NapTUO U3LENNIA.

NHPOPMALNA O HANNYMM B MEONUWMHCKOM W3AEAN MATEPUANIOB XXMBOTHOIO N (W)
YENOBEYECKOIO MNMPOUCXOXAEHNA

MegyumHCcKoe n3genme coepXXnT Cbipbe YeloBEeYECKOro NPOUCXOXKAEHUS:

SpUTPOLUTLI YerioBeka.

KOMMOHEHTLI  YeNOBEYECKOro MPOUCXOXKAEHWSA, WCMOMb30BaHHbIE MpU  MPUroToB/EHUM Habopa, Obinu
MoslyyYeHbl OT IOHOPOB, KOTOPbIE BbUIN NMPOTECTUPOBAHBI C NIMUEH3VPOBAHHLIMY peareHTamMu.

XoTs Marepuan 4esnioBeYecKoro NpoUCXOXAEHUS, U3 KOTOPOro M3roTOBMEH 3TOT HAbop, He pearupyeT Ha
aHTureH HBs, aHtuTena npotws BWY u aHTuTena npotvs HCV npu TeCTUMpOBaHUW C WUCMO/MbL30BaHWEM
paspelleHHbIX peareHToB, He CyLIecTBYeT W3BECTHOrO crocoba rapaHTVpoBaTb, 4TO MNPOAYKTbI
4e/I0BEYECKOro NMPOUCXOXAEHUS He nepejatoT renatut wim B/,

JaHHoe MeayupHCKoe M3fenne He COAEPXKUT BELLECTBA XXMBOTHOTO NMPOVCXOXKAEHWS.

PUCKW MPUMEHEHWA MEOVLIMHCKOIO U3JENNA

YnpasneHue puckaMu AN MeauuUMHCKOTO m3aenna Habop aputpounToB cTaHaapTHbIX «Across Cell Screen
4P» OCylecTBNSeTCA B COOTBETCTBUM C TpeboBaHUSAMU TrapMOHU3MPOBAHHOrO crtaHgapta EN 1SO
14971:2012, «/13genua meamumHckue - FpyMeHeHne MeHeMKMeHTa puUcka K MegUUMHCKUM U3LENNAMY.

Mocne NpoBeAEHVSI aHa/M3a PUCKOB W MOJyYEHUS] MOKas3aTesieli CHMKEHWSI PUCKOB B COOTBETCTBUM C
CvcTeMOli yNpaBeHUst KauecTBOM GblUM PaCCMOTPEHbI M/1aHbl KOPPEKTUPYIOLLWX M MPOCIMIAKTUYECKMX
MepPOoNpUsITUA. OCTaTOUHbIE PUCKU NPU3HAHBI NPUEMIEMbIMU.

NPEAYMPEXAEHNA N MPEAOCTEPEXEHWA

TONbKO /151 OAHOKPATHOTO MPUMEHEHUS MO HA3HAYEHUIO B COOTBETCTBUM C UHCTPYKLMEN MO NPUMEHEHNIO.
[aHHOe MeavLWHCKOE W3Aenne COAEPXWT BELUECTBA YE/IOBEYECKOTO MPOMCXOXAEHUS. HM oauH 13
CYLLECTBYIOLLYIX METOZOB aHa/3a He MOXET rapaHTMpPOBaTb OTCYTCTBUS TPAHCMUCCUBHBIX NaTOreHHbIX
areHToB. PekomMeHayeTcsi o6pallatbCsi C 3TVMU BELECTBaMM Kak C MOTEHUMasbHO OMacHbIMA 1 B
COOTBETCTBUM C MPUHATLIMI HOPMaMM.
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Pe3ynbTatbl camn no cebe He MOryT ObITb MCMOMb30BaHbI A1 MOCTaHOBKM AmarHosa. VX Heobxoaymo
paccmaTtpmBaTh COBMECTHO C APYTMU KIIMHUHECK MW U 1abopaTopHbIMA UCCeA0BaHNSIMM NaUyeHTa.

- MepauvupHckoe msfenue npeaHasHavyeHo 415 UCMosb30BaHNs KBAIMULIMPOBAHHBLIM NEepCOHaIOM.

- He ucnonb3oBaTb MyTHblE WM FEMOJIM3NPOBaHHbIE 3PUTPOLIUTLI CTaHAAPTHbIE.

B cnyyae vcnonb3oBaHUs Miasmbl C HEAOCTATOYHbIM KO/IMYECTBOM aHTMKOArysisiHta Wi 4acTUYHO
Koary/MpoBaHHOI CbIBOPOTKM OCTaTKN OMOPUHOB MOTYT Y/aBMBaATL HEArT/IIOTVHUPOBAHHbIE 3pUTPOLUTI
Ha MOBEPXHOCTU Tens, obpasys po30BaTbii WM KpacHOBATbI C/loiA. B 3TOM Criydyae pekomeHayeTcs
WHKYOUpOBaTb CbIBOPOTKY WM Mna3my B TedeHne 10 muHyT nipu 37°C, LeHTpudyrmpoBatb U NOBTOPUTL
TECT.

- OpuTPOLMTBLI, UCMO/b30BaHHbIE A1 NMPOU3BOACTBA M3LENUs, MOYyYeHbl OT AOHOPOB, OTpULIATE/bHBIX B

Tectax HBsAg, aHTU-HIV, aHTn-HCV, RNA-HCV, RNA-HIV n DNA-HBV. OpHako cOo BCeMM U3LEMAMU
crefyeT obpallaTbCs Kak C MoTeHUMasIbHbIMM NEPEHOCUUKaMK MHGDEKLMOHHBIX 3a60/1€BaHNIA.
MpucyTcTBME B CbIBOPOTKE OEMIKOBbIX (PpaKUMiA MpeBbiaoLye HOpMasibHble 3HadeHne B 3-4 pasa
(anbbymmnHa, rnobynuHa (anbpa-1-rnobynuH, anbta-2-rnobynuH, 6eta-rnodynnH, ramma-rnodynuH),
NEKapPCTBEHHBIX MpPenapartoB, Masmo3amMeHuTesnieli MOXET Bbi3blBaTb 00pa30oBaHMe «MOHETHbIX
CTONGUKOB, AaBast NIOKHOMNONOXUTENbHbIE pPesy/bTarbl.

- [aHHblli Habop He BbISABNSET HA/IMUME aHTUTEN aHTU-A WK aHTU-B.
B cnyyae npucyTcTBUSI B NPO6E HECKO/IbKMX BUAOB aHTUTEN WIN aHTUTEN K aHTUreHaM BbICOKOW YacTOTbI
BCTpeYaemMocCT, BCe IpUTPOLMTLI CTAHAAPTHBLIE MOTYT AaTb MOSOXATENBHYIO peakLyio.

- He ncnonb3oBatb HAbop Nocse NCTEYEHUS UX CPOKA FOAHOCTM.

Mocne WCMonb30BaHWS Habop PEeKOMEeHAYeTCH YTWIM3MPOBaTb B CreuvasibHbIl  KOHTElHep Ans
610/10rMYEeCKNX OTXOA0B.

Mpwn paboTe ¢ HABOPOM HEOBXOAVMMO MCMO/b30BATL 3aLUMTHYH OAEXAY, TaKylo Kak labopaTopHbIA Xanar,
OJIHOpa30Bble NnepyaTkv v 3almTy Ans r1as.
- Bo usbexaHve KOHTamMHaLMM UCMO/b30BaTb TOMBKO OAHOPAa30BblE HAKOHEUHVIKN.

NHPOPMALMA O COOEPXAWMXCA B MEAVMUMHCKOM  USOEIN  JIEKAPCTBEHHbIX
MNMPENAPATAX 1A MEANUMHCKOIO NPUMEHEHNA, PAPMALIEBTUYECKUX CYBCTAHUUAX ON1A
MEANLUMHCKOI O NPUMEHEHWA

He npymeHuMo. He coaepXuT NekapCTBEHHbIX MPENapaToB A4/ MeAULMHCKOTO NPUMEHEHMS. He coaepxuTt
chapMaLEeBTMYECKMX CyBCTaHUMIA fNs MEAULMHCKOTO NMPUMEHEHNSI.

YCNoBNA XPAHEHWA

XpaHuTb npu Temneparype +2... +8°C.
He ponyckaTb 3arpsa3HeHns nocre OTKPbITUA (piakoHOB.
He 3amopaxuBarts.

CrabunbHbl 00 nctevyeHnsa Cpoka, ykazaHHOro Ha 3TUKEeTKe, B C/iydae XpaHeHUsa B Hagexallnx yCoBUsX.

YCNOBUA TPAHCIIOPTVPOBKM

TpaHcnopTpoBka «Habop apuTpoumMTOB CTaHAapTHbIX «Across Cell Screen 4P» AN CKpUHWHIA
AHTUIPUTPOLMTAPHBIX aHTUTEN B CbIBOPOTKE U Ma3me KPOBU YesioBeka METOA0M KOSTOHOYHOM arr/iiTuHaLmm
in vitro» MOXeT OoCyLLECTBMATLCA /TH0ObIM CNOCOOOM C COG/IOAEHNEM YC/TOBUIN XPaHEHUS™,

Marteprasbl 1 ynakoBka o6ecneumBatoT BO3MOXHOCTb MCMO/b30BaHMS Habopa nocne TpaHCNopTUPOBKA U
XpaHeHVs B COOTBETCTBUM C PEKOMEHAALMAMMW, MPEeACTaBNEHHLIMA B MHCTPYKLMM MO NPUMEHEHNIO.
*YCNOBUA TPaAHCMOPTUPOBKU peareHTa; +2...+8°C. HE SAMOPAXKNBATD.

VH®OPMALUNA O CTEPUNBHOCTN U3OENNA.

He npyMeHVMO: He CTEPUIIBHO.

NMOPAOOK n YCNOBUAA YTUITN3AUNN nnn YHNUTOXXEHNA MEANUMHCKOIO N3AETNA
YTUNU3MpYTe UCMO/Mb30BaHHbIE B AaHHOM aHa/M3e MaTepuasibl, BK/KOYAs peareHTbl, 06pasubl U
CMOMb30BaHHbIE W3AENMS, B COOTBETCTBMM C MNPUHSATLIMM  (deepasibHbIMU, TOCYAAPCTBEHHLIMW WK
JTOKa/1bHBIMI HOPMATVBHLIMX [JOKYMEHTaMM.

YTUNU3VPYIATE  UCMOMb30BaHHLIE W HEWUCTO/Ib30BaHHbIE  peareHTbl, a Takke Jiobble  Apyrve

KOHTAMUHMPOBaHHbIE ~ OAHOPa30Bble  MaTepuasibl B COOTBETCTBUMM C  MpaBwIamy  yTWIM3aumm
VHOMLMPOBAaHHBIX WK NOTEHUMaTbHO UHCPULMPOBaHHbBIX MPO/LYKTOB.
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CoTpyAHVKY NabopaTopun HECYT OTBETCTBEHHOCTb 3a O6palLeHne 1 YTUIM3aLMio 06PasyHOLLMXCS OTXOA0B U
CTOYHbIX BOJ, B COOTBETCTBUM C UX TUMOM U CTEMEHbIO OMaCHOCTH, COMMIAaCHO BCEM NMPUMEHUMbIM HOpPMaMm U
npasuiam.

YHUUTOXEHVE W3AENWIA OCYLLECTB/ISIETCS OpraHM3aLMsvMi, VMELLWIMA COOTBETCTBYHOLLYIO JINLEH3MIO, Ha
creumasibHo 060pyA0BaHHbIX MIOLLAAKaX, MOSMIOHaX U B MOMELLEHKsIX B COOTBETCTBUM C TPEGOBAHMSIMM,
MPeAyCMOTPEHHbIMM  CyLLECTBYOLLWMM  defiepasibHbIMU  3aKOHaMK, U C  COGMIOAEHNEM 06si3aTesbHbIX
Tpe6oBaHUIA N0 OXPaHe OKPYXaKoLLEN cpeapl.

CPOK XPAHEH/A V1 CPOK TOAHOCTIN

Cpok XxpaHeHust «Habop 3spuTpounToB CTaHAapTHbIX «Across Cell Screen 4P» pns  CKpUHUHIa
AHTUIPUTPOLMTAPHLIX aHTUTES B CbIBOPOTKE U M/1a3Me KPOBW YesioBeKa METOAOM KOJIOHOYHOM arr/iloTuHaLUmm
in vitro»: 6 Heperb.

Cpok rogHoctn «Habop apuTpoumToB CTaHdapTHbIX «Across Cell Screen 4P» ona  cKpuHWHIA
AHTMAPUTPOLMTAPHBIX aHTUTEN B CbIBOPOTKE Y Na3Me KPoBW YenioBeka MeToLOM KOMIOHOUHOM arrloTyHaLmm
in vitro» cocTaBnsieT 6 Hederb.

CpoK rofHOCTV MoC/e BCKPbITUS MEPBUYHOM YNakoBKM «Habop 3puTpOUMTOB CTaHA@pTHbIX «Across Cell
Screen 4P» ANna CKPUHMHIa aHTU3PUTPOLMTAPHBIX aHTUTEST B CbIBOPOTKE U Ns1a3Me KPoBW YenoBeka MeToAoMm
KOJIOHOUHOW arrflTUHaLMK in Vitro» cocTasnsieTe Heaesb.

MEPEYEHb W ONMNCAHNE MATEPVANIOB MEOVUMHCKOro W3AEANA, BCTYMNAKOWANX B
HEMNOCPEACTBEHHbBII KOHTAKT C TE/IOM MNMALMEHTA (TEJIOM YE/TOBEKAM

He npymeHMMo. MeauuvHCKOe W3fenne He KOHTaKTMpYeT C TesIoOM MauveHTa (Te/loM YesioBeka) Hu
HanpsIMyto, HU OMoCPEOBaHHO.

NHPOPMALMA O  BMOJTOTMYECKOM PE®EPEHTHOM VHTEPBAJIE MNMPUMEHEHNA
MEOVLUMHCKOrO U3AENNA

He npumeHnmo.

OBCNY>XMBAHWVE 1 PEMOHT

He npumeHumo.

OAHHBIE O BE3OMNACHOCTU 3MC

He npvimeHumo.

BANVOALNA N BEPUDPUKALNA TMPOTPAMMHOIO OBECIEYEHNA

He npumeHumo. He cogepxut MMO.

NH®OPMALINA O PAHEE 3APEMMCTPUPOBAHHBIX BEPCUAX MEAVUNHCKOIO U3OEMNA_
[Jpyrue Bepcyn paHee He6bIW 3aperncTpupoBaHbl B Poccun.

NHOPOPMALIA O MATEPUANAX ONA B3ATUA N TPAHCIOPTUPOBKM  OBPA3LIA WA
XAPAKTEPUCTUKN MATEPVANOB. PEKOMEHAOBAHHbBIX ONA 3TUX LUEJEU

MaTeleaflbl He NOCTaBJ/IAKOTCA.
3ALLMTA OKPY>KAIOLLEM CPEAPI

Bo Bpemsi akcnlyatauym M xpaHeHust «Habop 3puTpoLMTOB CTaHaapTHbIX «Across Cell Screen 4P» gns
CKPVHUHIa aHTUIPUTPOLIMTAPHBIX aHTUTEN B CbIBOPOTKE 1 M/ia3Me KPOBW YesioBeka METOAO0M KOSIOHOUHOM
arrloTMHALWK In vitro» He okasbiBaeT OTPULIATESILHOTO B/MSIHIASE HA NaLMeHTa, MeAULMHCKUX PaboTHUKOB 1
Ha OKPYXXaIoLLLt0 Cpeay Mpy COG/I0AEHNN NPABWI, ONMMUCAHHBIX B MHCTRYKLMAM MO NPUMEHEHMIO.

MOKASATENN CTABN/IBHOCTU

«Habop 3pnTpoLMTOB CTaHAaPTHBIX «Across Cell Screen 4P» AN CKpYHUHIA aHTUIPUTPOLMTAPHBIX aHTUTEN
B CbIBOPOTKE W MN/1a3Me KPOBY Ye/I0BEKA METOAOM KOJIOHOUHOM arr/IioTHALIMM in Vitro» cTabuieH B TeUueHue,
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KaKk MUHUMYM, 6 Heaesb NpU XpaHEeHWM B PEKOMEHAOBaHHbIX TemnepaTypHbIX ycnosusx {+2...+8°C).
KpaTkoBpeMeHHble nepenajpsl TeMnepaTypbl C BbIXOAOM 3a BEPXHUIA U HWKHUIA Npefen pekoMeHA0BaHHOro
JmanasoHa, KOTopble MOryT UMETb MECTO BO BpeMsi TPAHCNOPTUPOBKU, He B/NSIKOT Ha CTabubHOCTb «Habop
3PUTPOUMTOB CTaHAAPTHbIX «Across Cell Screen 4P» ansi CKPUHWMHIA aHTUAPUTPOLIMTAPHLIX aHTUTEN B
CbIBOPOTKE M M/la3Me KpOBW YesioBeka METOAOM KOMOHOYHOM arrfioTuHaummn in vitro». PekomeHgoBaHHbIe
npoueaypbl BO Bpemsi WCMOMb30BaHWS AENCTBUTENbHbI HA MOMEHT OKOHYaHWs nepuoja  XpaHeHust
NPOAO/HKUTENBHOCTLIO 6 Hefesb.

B nccneposaHum CTabunbHOCTU B pexnme peasibHOro BpemMeHn He n3ydasioCb B/IMAHUE CBETA, MOCKO/IbKY
nepenyHasa 1 BTOPN4YHaA ynakoBka 3alluiiaror Ha60p N €ro KOMMOHEHTbI OT B/IAHNA YKa3aHHOIo (pajcropa.

KPATHOCTb NMPUMEHEHNA

[ns apuTpounToB CTaHJapPTHLIX «Habop apuTpoLmMToB cTaHaapTHbLIX «Across Cell Screen 4P» ans ckpyHWHIa
AHTU3PUTPOLMTAPHbIX aHTUTEN B CbIBOPOTKE U N/1a3Me KPOoBY YesioBEKa METOAO0M KOSIOHOYHOW arrloTUHaLIMM
in vitro» BO3MOXHO TO/IbKO OHOKPaTHOE MPYIMEHEHNE.

OMNCAHME METOAOB. MCNOJIb3YEMbIX AN1A OBECIMNEYEHMA TOYHOCTU

He npumeHnmo.

NHPOPMALNA OB N3OENNN C USMEPUTE/NIbHbIMW dYHKLINAMIA

He npvmeHumo.

SAWNTA OT N3NYUEHNA

He npumeHumo.

TPEBOBAHVA K MEAVLIMHCKM U3AENAM, NMOAKMHOYAEMbIM K WCTOYHWKY MUTAHUA WA
VMEOWNM NCTOYUYHNK MNTAHNA

He npvmeHumo.

NHPOPMALINA O BO3MOXXEHOCTW NMPUMEHEHA ONA CAMOTECTUPOBAHNA
He npumeHumo.

OrPAHNYEHWE MPUMEHEHWA

I_Ipl/l MCNnoNb3oBaHNN 3PUTPOLINTOB CTaHOAPTHbLIX «Ha6op 3PUTPOLUTOB CTaHOAAPTHbIX «Across Cell Screen
4P» ans CKPUHUHIa aHTU3PUTPOLIUTapHbIX aHTUTE/T B CbIBOPOTKE U MNjasMe KpoBW 4esioBeka MeTOA0M
KOJTOHOYHOM arrroTHauun in vitro» mnmetotca cnegyrume orpaHn4YeHnsa NpUMeHeHns:

« [ns nonyyeHust 4OCTOBEPHbIX pe3y/ibTaToB HEOOXOAMMO BbINOSHATL BCE MPOLEAypbl B COOTBETCTBUM C
PYKOBOZCTBOM M0/1b30BATE A MPWU UCMO/b30BAHNM aHaM3aTopa, CUATbIBATENA U LEHTpUdyrk, a Takke
VHCTPYKUMSIMA M0 MPUMEHEHMIO 3pUTPOLMTOB CTaHAAapTHbIX «Across Cell Screen 4P» un kapT renesblx,
npeaHasHa4veHHbIX 415 UCNOSb30BaHWSA B COUYETaHWUN C JaHHbIMW 3pUTPOLMTaMM CTaHdapTHLIMU.

* He wucnonb3oBaTb 019 aHa/mM3a TvnNa TECTOBbIX OOPAasLOB MAUMEHTOB, OT/IMYHLIX OT YKa3aHHbIX
NPOVN3BOAMTENIEM B MHCTPYKLMN MO MPUMEHEHUIO.

* He wvcnonb3oBaTb AN TECTUPOBAHWSA  MOMNYNAUMM  NAUMEHTOB, OT/IMYAKOLLMXCA OT  YKasaHHbIX
Npou3BOAMTENEM B UHCTPYKLMN MO MPUMEHEHUIO.

* He ucnonb3oBatb ANS aHa/IM3a remMosIM3poBaHHbIe, IMNeMUYHbIe, 3arpsisHeHHble obpasLbl KpoBY Win
obpasLbl Co CrycTkaMmu, a Takke 06pasLibl KpoBY, COBPaHHbIE B HEMOAXOAALLYIO MPOBUPKY.

* He ucnonb3oBaTb 3pUTPOLMTLI CTaHAAPTHbLIE C aHa/IM3aTOPOM, CHATLIBATENEM, LIEHTPUMYToi 1 KapTamm
refieBbiMK, OT/IMHAIOLWMMUCS OT YKasaHHbIX MNPOU3BOAUTENIEM B WHCTPYKUMU MO MPUMEHEHMIO Ha
3pUTPOLMTBI CTaHdapTHble «Across Cell Screen 4P».
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MEPEYEHL NPUMEHAEMbIX CTAHOAPTOB

Ne HA3BAHUE JOKYMEHTA OATA BbIlNMYCKA

1  ENISO 13485:2016 N3genua meayuuHckne. CUCTEMbI MEHEMKMEHTA kauecTBa.  18.1.2010
TpeboBaHWs K perympoBaHuto

2  ENISO 13612:2009 OueHKa oyHKLMOHABbHBIX XapaKTepPUCTMK MEANLMHCKNX 12.02.2009
n3aenuin ons AnarHoCTUKA in vitro

3 EN ISO 23640:2015 M3penva MmegvuuHCKUe Ana anarHocTukn in vitro. OueHka  23.10.2015
CTabuNbHOCTM peareHToB 419 AMarHOCTWKM in Vitro

4 EN I1SO 18113-1:2012 N3genua meamumHCKue Ans AnarHoCTUKN in Vitro. 08.03.2012
WHdopmauysa, npefoctasnsemasi U3rotoButesieM
(mapkmpoBka). Yactb 1 TepMuHbI, onpegeneHunst u obume TpeboBaHms

5 ENISO 18113-2:2012 MeauuuHCKMe U3fenus Ans AUarHoCTUKY in vitro. 08.03.2012
VHchopmauysa, npegoctaBnsemMast nrotosuteniem (Mapkmposka). YacTb 2.
PeareHTbl 4519 AnarHoCcTuKK in vitro 418 npodiecCUOHasIbHOTO NPUMEHeHUSs

6 EN I1SO 14971:2012 V3genua meamumHckme. MNpumeHeHre MeHempKMeHTa pucka K 18.12.2013
MEANLIMHCKUM U3OENNAM

EN 1SO 9001:2015 CucremMbl MeHepKMeHTa kadecTBa. TpebosaHus 23.10.2015

EN I1SO 15223-1:2016 N3genua meguupHckme. CUMBOSbI, NMPUMEHSEMbIE NPU 9.12.2016
MapKMPOBaHNN Ha MEANLIMHCKUX U3AENNSX, STUKETKaX 1 B COMPOBOAUTE/TBHON
JokymeHTauyun. Yactb 1 OCHOBHble TpeboBaHUs

9  EN 13975:2004 MeToaukn BbIGOPOYHOTO KOHTPOSS 4/19 MPUEMOYHBIX UCTbITaHuii  28.1.2004
MEOVLMHCKUX M3AENWIA ANs AMarHOCTVKKM in vitro. CTaTuCTUYecKme acnekTbl

10 1SO 14644-5:2001 YncTble NMOMELLEHUST 1 CBA3AHHbBIE C HAMW KOHTPOMMpyeMble  15.8.2004
cpenpl. Yactb 5. Skcnnyartaums

11  AupextviBa EBponeiickoro napnameHta u coeta Esponbl 98/79/EC ot 27 27.10.1998
OKTsI6ps 1998 roga

12 PeweHune Eponelickoli Komvccumn 2002/364/EC ot 07.05.2002 "O TexHuyecknx  C nonpaskamu OT
crieumduKaumax MeULMHCKIX U3AeNniA 418 AMarHOCTUKK in vitro" 20.12.2011

13 MEDDEYV 2.14/1 nonp. 2 OT AHBAPA 2012 I. PYKOBOAALVE MPUHUNIMBI  AxBapb 2012
Mo MEAVLUMHCKM U3OENNAM. MpaHuubl 1 Knaccudmkaums MeauumMHCKNX
u3aenmii AN AUarHocTVkM in vitro. PYKOBOACTBO AN1A NMPOU3BOANTENEN
W YMNMOTHOMOUYEHHBIX OPFAHOB

14 MEDDEV 2.12/1 MNMonp.8 OT AHBAPA 2013 I. PYKOBOAALWNME MNMPUHLWIMBbI  AxBapb 2013
NMno MEAVLMHCKM U3OENNAM - CUCTEMA HAO3OPA

15 MEDDEYV 2.14/1 nonp. 2 OT AHBAPA 2012 I PYKOBOAALWWME NPUHUUMNBbI  AHBapb 2012
Nno MEAVUMHCKUM U3OENAM.
MOCTMAPKETVHIOBOE KIIMHNYECKOE HABMHOOEHVE

FAPAHTVA N3FrOTOBUTENA

lapaHTVS gelicTBUTeNbHA B TEUEHME BCEro neprofa A0 AaTbl UCTEUEHWS Cpoka rofHocTu (6 Hedenb), npu
YCNOBUM COBMIOAEHUA pekoMeHauUniA Mo TPaHCMOPTUPOBKE, XPaHEeHUI0 W 3KCryataumu, yKasaHHbIX Ha
HapYXXHO MapKUPOBKE MEAULMHCKOTO M3LENNS U B UHCTPYKLMM MO NPUMEHEHUIO.

KomnaHus Dia Pro Tibbi Orunler San. Ve Tic. A.§. (Ova MNpo Tne6u YptoHnep CaH. Be Tuk. A.C.), Typums
OTKa3bIBAETCA OT BCEX APYIMX rapaHTuii, NPsSMbIX WM NOApasyMeBaeMblX, BKIOYas BCe noapasyMeBaeMble
rapaHtum TOBAPHOIO KAYECTBA W MPUTOOHOCTN ANnA OMPEAENEHHOIO WMCMNO/Ib3OBAHAA.
KomnaHusi Dia Pro Tibbi Orunler San. Ve Tic. A.8. (Oua Mpo Tné6un YptoHnep CaH. Be Tuk. A.C.), Typuus He
HeceT OTBETCTBEHHOCTb 3a Jlobble c/yvyaliHble WM KOCBEHHble YobITkn. HUA  MPU KAKNX
OBCTOATE/IbCTBAX OTBETCTBEHHOCTbL KOMIAHIKWM Dia Pro Tibbi Orunler San. Ve Tic. A.8. (dua Npo
Tnebn YptoHnep CaH. Be Tuk. A.C.), Typuma MEPE[L 3AKA3YMKOM TIO JIOBOW MPETEH3UN HE
MPEBLICAT BbIM/1ATEI CYMMbI, OMNAYEHHOW KOMIMAHWIA Dia Pro Tibbi Orunler San. Ve Tic. A.8. (dua
Mpo Tnobu YptoHnep CaH. Be Tuk. A.C.), Typums 3A NMPOAYKT WM OKA3AHVE YCNYI, KOTOPLIE
ABNAKOTCA NMPEAMETOM MPETEH3U.
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MPON3BOANTES/Ib UynonHomoueHHbI NnpeacTaBuTenb NnponssoanuTens

MpoussoguTesb (M3roToBUTE b) MEAULIMHCKOrO U3LENNS:

Dia Pro Tibbi DrOnler San. Ve Tic. A.8. (Ouna MNpo Tne6bu YptoHnep CaH. Be Tuk. A.C.)
Barbaros Mah. Tophanelioglu Cad. IsikApt. No: 70/1 Uskudar/Istanbul/Tiirkiye (Typuusi)
Ten.:+90 (216) 326 70 42

dakc:+90 (216) 340 16 89

Afpec aneKTpoHHoN nouTbl: diapro@diapro.com.tr

YnonHomoueHHbli npeacTasuTenis B Poccuiickoli ®epepaumm:

OO0 «AnBeHCcym»

Poccung, 121596, r. Mocksa, yn. F'oBoposa, A, 16, Kopn. 6, aTax 2, koMmHaTa 5
Ten./dpakc: +7(499)707-00-07

ALpec 3M1EKTPOHHON MOoYTbI: info@advensum.com

PEKNAMALINIA

Ona nonyyeHus TEXHUYECKON KOHCYNbTauuyM UM NOAAEPKKM Mnpocbba ob6pallatbCs K YnoSHOMOYEHHOMY
npeacTaBUTENO NPOM3BOAUTENSA Ha Tepputopumn Poccuiickoin depepaupmm:
OO0 «AOBeHCYyM»
Appec: Poccua, 121596, r. Mocksa, yn. FoBopoBa, 4. 16, kopn. 6, aTax 2, KoMHaTa 5
Ten./dpakc: +7(499) 707-00-07
e-mail: info@advensum.com

B cnyyae BbIsiBNEHUs1 NOOOYHBIX AEACTBUIA, HE YKa3aHHbIX B MHCTPYKLMM MO NPUMEHEHUIO UM PYKOBOACTBE
no aKcnayatauyn MeaULMHCKOIO M3Aenns, HeXenartesbHbIX peakuuii Npu ero NpyuMeHeHn, 0COGEHHOCTEN
B3aMMOAENCTBUA MEANLMHCKUX U3AENNA Mexay Co60i, hakToB 1 06CTOSITENNLCTB, CO3AAt0LLIMX YTPO3Y XU3HU
1 3[10POBbLIO rpavkaaH N MeAULIMHCKMX PabOTHNKOB MPU NPUMEHEHUN 1 3KCNlyaTaumm MeaULMHCKAX U3LENNA,
HeobXoAMMO HanpaBWTb COOGLLEHME, cofepXallee ykasaHHble cBefeHusl, B PeaepanbHyto Cryxoy no
Haa30py B cthepe 34paBoOXpaHeHNs B COOTBETCTBUM C AEACTBYHOLLMM 3aKOHOAATEIbCTBOM.

NNTEPATYPA ~

1 Mollison PL, Engelfriet CP, Contreras M. Blood Transfusion in Clinical Medicine, 10th edition, Blackwell
Scientific Publications, Oxford, 1993.

2. Technical Manuel, 15th edition, American Association of Blood Banks, Bethesda, 2005.

YNAKOBKA

Homep no katasiory: 820106 - ynakoska 4 dpsiakoHa no 10 mn.

NH®OPMALISA O MOCNEAHEM NEPECMOTPE SKCMNYATALWIOHHOWM AOKYMEHTALN

Pepakumsa Ne 9.1
[Jata ny6nukaumn: 18.06.2021
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[MepeBof, ¢ TYPELKOro, aHITMIACKOro, (opaHr"3CKOro 1 HEMELIKOTO S3bIKOB Ha PYCCKUIA S3bIK

/TeKCT VIHCTPYKLMM MO NPUMEHEHMIO COCTAB/EH HA PYCCKOM 5i3blKe/

"'mzem HEJINK
/nognwuce/

LTamn:

Dia Pro Tibbi Uriinler Sanayi Ve Ticaret A.8. (Oua NMpo Tn66un YptoHnep CaHaiiv Be Tukapet A.C.)
3aBog: Inonii Mah. Gebze Plastik™iler OSB Ataturk Blv. No: 25/1 Gebze - Kocaeli - Tiirkiye (Typuus)
Hanorosas cnyx6a: Yckwogap / 2950430800

Toproo-perncTpaumoHHbIin Homep: 617258
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Harta: 29.06.2021
Ne: 13314

DIA PRO TIBBI URUNLER SANAYI VE TICARET ANONIM SIRKETI GEBZE SUBESI
(TUA TTPO TUBEH YPIOHJIEP CAHAH BE TUKAPET AHOHUM CHPKETH I'EB3E
CYBECH) srnseTca 3aperACTPHPOBARHHLIM WICHOM Hamel nanarthi ¢ 19.08.2009 roxa, Homep

peructpamun: 18016

Kpyznas nevamp.:
Typenxas PecnyGnuxa
Toprogpas ITanara B ['eG3e
1923

TOPI'OBAS IAJIATA B 'EB3E

/TToonuce/

Himamn:

Cepxan Jluauep

Hagampuak oTANa TOPrORH
Cuenganact no BHENIHEH TOPropje
Topronaa [Tanara & ['e63e

AnocTHAL
(Taarckas Konpennns ot 5 oxrafps 1961 1)
1. Crpana: TYPLH{UA
Hacrosmmit opummansaei foXyMeRT
2. nopnucan Cepxar JUHYEP
3. neficreyrommuit B xagecTe HasansHmka o01/1€12 TOPropIx ~
4. crpennien newaTsio/mramnon TOPTOBOH ITAJIATHI B T'EB3E
YIAOCTOBEPEHO
5. B Padtonmoit amvuamcrpanan ['eb3e
6.29.06.2021 r.
7. keM: HauanbHAKOM Batipam Ama YHCIOP
8.3aNe 31118
9. IlegaTh-ImTaMn 10. Moamucs: /TToonucy/

Kpyznaz nevams:

Typenxas PecnyOmmaka
Pationnag agmunucTpamms I'eb3e
1923
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/[lanee TEKCT JOKYMeHTa cneflyeT HapyCCKOM si3blke/
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repesoaiuvK y) YA 1ECY~ iipp ¥+ aQ,

Poccuiickasa degepaums
["opog MockBa
[eBAToro aBrycra fiBe Tbica4u ,u,Ba,qu,aJLI, 11eporo rog"”

A, Mowuceea Jlnnua BnagnumMupoBHa, HOTapmy""‘ropo,qa M ocicbm; cBefete
MOAMMHHOCTL NoAnucy nepesogumnka AnosHa Jasuaa FCppiieud,: Y'Y, -~ VW
Moanuck caenaHa B MOEM MPUCYTCTBUN.
JINYHOCTKAOAHLLCABLLErO JOKYMEHT yCTaHOBNEH”
;Tpe: Ne 50/995-H/77-2021

oTapuanbHoro geictens: 400

J1.B.Mowuce

Bcero npoLLUHypoBaHo, MPOHYMEPOBAHO 1 CKPEM/eHO neyatblo N AncT(-"-0B)

Nn.B.
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