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OIIMCAHUE U30BPETEHUA
2420-562143EA/23
KOMITO3UIIUHU U CITIOCOBbI UHAKTUBAIINU NTATOI'EHHBIX
MHUKPOOPI'AHU3MOB TPOMBOLIUTOB

IlepeKkpecTHAS CChLIKA HA POACTBEHHbIE 3AIBKH

[0001] CormacHo HacToslIeld 3asBKE HCHPAIIMBAETCS NPUOPUTET B COOTBETCTBHM C
npeaBapUTENbHON 3as1BKOI Ha Bbiauy nareHta CIIIA Ne 62/616,338, nonannoti 11 staBaps 2018
r., IpeABapUTENbHON 3asBKON Ha Bbimauy mateHTa CIIIA Ne 62/586739, momannoii 15 HOsIOpst
2017 r. U npenBapureabHOU 3asBKOH Ha Bbigauy nateHtra CIIIA Ne 62/561157, nomanuoit 20
ceHtsiOpst 2017 r., paCKpBITUS KAXKIOH U3 KOTOPBIX MOJIHOCTHIO BKJIFOUEHBI B TAHHBINA JTOKYMEHT
MOCPENCTBOM CCBUIKH.

00J1aCTh TEXHUKH, K KOTOPOH OTHOCHTCS H300peTeHHe

[0002] B HacTosIIEM PacKpPBITHH MPENCTABIIEHBI CIIOCOOBI, HAOOPHI U KOMIO3ULIUH IS
NOJIY4EeHUST KOMIO3ULUH TPOMOOLUTOB, MOAXOMALINX ANl HHPY3Un. B HEKOTOPBIX acmekTax B
PACKPBITUH TPEACTABIECHBl YCOBEPLUICHCTBOBAHHBIE CIIOCOOBI, HAOOpPbI M KOMITO3ULIUHM ISt
MHAKTHBALMK TATOT€HHBIX MHUKPOOPTaHM3MOB IIperapara TPOMOOLMTOB, BKJIKOYAsl MIpenapar
TPOMOOIINTOB B pe3yJjbTare adepesa.

IlpenmecTBYIONIHHA YPOBEHDb TEXHUKH

[0003] Bsstme u o00paboTka KOMIIOHEHTOB KpPOBU WIPAIOT BAXKHYK pPOJb B
3/]paBOOXPAHEHUH BO BCEM MHUpE, M KaXbIi rog B OaHKHU KPOBU COOMPAIOT MUJUIMOHBI €IMHHL
JOHOPCKUX KOMIIOHEHTOB KPOBHU. XOTsI HEKOTOPbIE €AMHULIBI LIEIbHONW KPOBU OEpyT Y JOHOPOB U
UCTIONB3YIOT HETMOCPEACTBEHHO JUI MePeuBaHus, OONBIIYIO YacTh JOHOPCKOW KPOBH OOBIMHO
pasmeNsloT Ha KOMIIOHEHTbI KPOBU (SPUTPOLMTHL, TPOMOOLUTHI M IUIa3My) i OoJjee
KOHKPETHOT'O TEepaneBTHYECKOrO NMpHMeHeHus. PaszneneHne MOXeT HMPOUCXOAUTh JUOO mocie
cOopa LeNbHOW JOHOPCKOW KpOBH, JHOO B MecTe cOOpa, €CiaM HCIOJB3YeTCs MOAXOISIIast
cUCTeMa YCTpONCTBAa pas[eNieHusi, Takas Kak YCTpOHCTBO cOopa ¢ uenbto adepesa. 3arem
OTZIEJIbHbIE KOMIIOHEHTBI KPOBU HCIOJB3YIOT B PA3HbIX MEIMLMHCKUX HYXKAAX U JJIs JICUSHHSI
COCTOSIHUH Ha OCHOBE TEPANEBTHYECKOW HEOOXOIUMOCTH.

[0004] TpoMOOUMTEI UTPAIOT KJIFOUEBYIO POJIb B FEMOCTa3e, CTAOMIIBHOCTH U PETPAKIUH
CTYCTKa, & TAK’Ke B BOCCTAHOBJIEHHH COCY/IOB U aHTUMHKPOOHOM 3amute xo3suHa. st coopa u
XPaHEHHs TPEenapaToB TPOMOOLUTOB KPOBHU Ul KIMHUYECKOTO HCIIOJIb30BAHHS HCIIONB3YIOT
MHOXeCTBO crioco0oB. CO0p TPOMOOLUTOB U3 LETBHON JOHOPCKON KPOBH OOBIMHO MPOUCXOUT
B BHZIE TPOMOOLUTHBIX KOHIEHTpaToB (PC), Momy4eHHbIX ¢ MCIOIB30BAHUEM TAKHX CIOCOOOB
00paboTKH, KaK MeTOHA JICHKOLMTApHOW TUIEHKH WJIM OOOTAlleHHOH TPOMOOLIMTAMH TLIA3MBI.
TpoMmOouuTel Takke MONy4aArOT B pe3yjbrare cOopa s adepesa, MPU KOTOPOM HCIIONB3VIOT
aBTOMAaTH3MPOBAHHOE YCTPOICTBO, KOTOPOE BBIAEISIET TOHOPCKHE TPOMOOLUTHI U3 TOHOPCKOM
KPOBU M BO3BpAIAa€T AOHOPY OCTAJIbHbIE KOMIIOHEHTHI KPOBM (HANpPUMEp, SPUTPOLIUTHI H
IUIa3My) B IIPOLIECCE Caul KPOBH.

[0005] YroObl MUHHUMH3HPOBATH PHUCK 3apa’ke€Husi OOJBHOTrO, MOJIyYAOLIero mpenapar

KPOBH, BAXXHO O0€CIe4YHTh, YTOOBI IpenapaTsl KPOBH, TaKUe KaK TPOMOOLIUTBI, HE COAEPKaIU



MATOTeHHBIX MHKPOOPTaHU3MOB. TeCcTHpOBaHHE HAJIMYUE TMATOTeHa KPOBU OTPAHHYUEHO
TECTUPYEMbIMU MATOT€HHBIMH MUKPOOPTaHU3MaMH M YyBCTBUTEJIBHOCTBHIO aHan3a. B xauecTse
aJbTEPHATHBBI WJIHM JTOTIOJHEHHs] K TECTHPOBAHHUIO HA MATOT'€HHbIE MUKPOOPTAaHU3MBI B TAHHOM
00JlacTH M3BECTHBI CIIOCOOBI MHAKTHBALIMK MMATOI€HHBIX MUKPOOPTAHU3MOB C HCIIOJIb30BAHHEM
CrOCOOOB HMHAKTMBALMH HA OCHOBE pAa3IMYHbIX COENMHEHHH (HAmpuMep, XHUMHYECKHX,
¢doroxnumuueckux) (Hampumep, kotopbie packpeiTel B Schlenke et al., Transfus Med Hemother,
2014, 41, 309-325 wu Prowse, Vox Sanguinis, 2013, 104, 183-199). B Takux cnocobax
WHAKTUBALMH MOTYT TpeOOBaThCS KOHKPETHBIE MAMAMAa30Hbl 3aL[UTHBIX HWHTEPBAJIOB ISl
BBOAUMBIX OOBEMOB TPOMOOLIMTOB U KOJHYECTB TPOMOOIMTOB JJisi JOCTHIKEHHS HYKHOM
KOHIEHTPALIUU COETUHEHUS JJIsi UHAKTUBALIMU MAaTOT€HHBIX MUKPOOPTaHU3MOB. Hampumep, mo
KOHIEHTPAlMK, HEOOXOOUMOW Uil JOCTHIKEHHUS OMNpPEINEIIEHHOTO YPOBHS HWHAKTHBAIUH
MATOT€HHBIX MHKPOOPTAaHM3MOB, MOKHO OMNPEIeNIUTh MHUHUMAJIBHYIO KOHLIEHTPALMIO, a IO
KOHIIEHTPAIlMK, TpPH KOTOpOoi 00paboTka MOXKET OKas3blBaTh BO3NEWCTBHE HAa (DYHKLIUIO
00paboTaHHOTO TMpemnapaTta KpPOBU, MOXKHO OMNPENEIUTh MAKCUMAIbHYI) KOHIIEHTPAIHIO.
OOBbeMbl TOHOPCKOM KPOBH U KOJUYECTBA TPOMOOLIMTOB MOTYT 3HAYUTEIHHO BapbHPOBATH OT
JOHOpPA K IOHOPY WJIM OT CAAa4Yd KPOBH K CHa4ye KPOBH, U IJII MAKCHMAJIbHOTO HCIIOB30BAHHSI
CHUCTEeM WHAKTUBALMU TATOT€HHbIX MHKPOOPTaHM3MOB ISl CHAa4d KOMIIOHEHTOB KPOBH
JKEeJNaTeIbHBIM OCTAeTCs YJYYIICHHBIH ypOBeHb rHOKOCTH 00paboTku. B HaHHOM HOKyMeHTe
OMHCAHBI CMOCOOBI, HAOOPHI M KOMIO3WIUU MJisl JOCTHKEHUS TOBBIIEHHOH THOKOCTH W
YJIYYLIEHHOH MPON3BOIUTEIBHOCTH ITPH 00paldoTKe.

[0006] Bce ccpuiky, MpUBEAEHHBIE B JTaHHOM JOKYMEHTE, BKJIFOUas MATEHTHBIE 3asIBKU U
nyOJIMKAIUH, TOJTHOCTHIO BKJIFOYEHBI TOCPEACTBOM CCBUIKH.

CvyIHOCTH H300peTeHus

[0007] B ogHOM acrmekTe MpeACTaBlIeH CIOCOO MONyYeHHs] KOMITIO3UILUH TPOMOOLIMTOB
(mampumep,  KOMIO3MIMM  TPOMOOIMTOB €  HMHAKTHBUPOBAHHBIMU  IATOT€HHBIMU
MUKPOOPTaHU3MaMH ), BKIIFOYAIOLIUH (2) IpeaoCTaBIeHHe PacTBOPA, CONEPIKaIero 100aBOYHBIN
pactBop TpomOouuToB (PAS) M MHAKTUBUPYIOIIEE MATOr€HHbIE MUKPOOPTAHU3MBI COCTMHEHUE
(PIC); (b) cmemmBaHue pacTBopa 3Tamna (a) ¢ mpemapaToM TPOMOOLMTOB, U (C) BO3AEHCTBHE
cBeTOM Ha cMmech 3Tama (b), moctarodHoe isi (POTOXMMHYECKONH WHAKTHUBAILMU MATOT€HHOTO
MHUKPOOPTAHU3Ma, MPH HAJIWYHH, C TIOJYYEHHEM TaKUM O0pa3oM KOMIO3HLIHUU TPOMOOIUTOB. B
HEKOTOPBIX BapHaHTaX OCYIIECTBICHUS TMPENCTABJIEH CHOCOO0 TMOJNyYeHHUs] KOMITO3ULIUH
TPOMOOLIMTOB (HampuMep, KOMIO3ULUH TPOMOOIMTOB C MHAKTHBHPOBAHHBIMH MaTOr€HHBIMU
MHUKPOOPTaHU3MaMH), BKJIOYAIOIIMK (a) MpPENOCTaBJIEHHE B TIEPBOM KOHTEHHEpEe pacTBOpa,
comepxamiero n100aBouHbl pacTBop TpomboruToB (PAS) M nHakTHBHpYyIOLIEe MaTOT€HHBIE
mukpoopranu3mel coenunenne (PIC); (b) cmemmBanme pactBopa sTama (a) ¢ mpemnapaTom
TpoMOOIIMTOB, ® (C) BO3AEHCTBHE CBETOM Ha cMmech otana (b), IOCTAaTOYHOE IJIA
(oTOXMMUYECKOH MHAKTUBALMN MAaTOr€HHOTO MHUKPOOPTaHM3MA, NMPU HAJIMYHUH, C IOJyYeHHEM
TaKUM 00pa3oM KOMIIO3HLIUH TPOMOOLIUTOB.

[0008] B HekOTOpBIX BapHaHTaX OCYILIECTBJICHUs IIPEAOCTaBIEHNUE B IEPBOM KOHTEHHEpe

pactBopa, coxepxaiiero PAS u PIC, Bkmouaer nmepBoe komOuHupoBaHue pactsopa PAS u



pactBopa PIC ¢ monyuenuem pactBopa, copepskamero PAS u PIC. B HekoTOphIX BapuaHTax
OCYILIECTBIIEHHsI Crocod BKIIOYAaeT mnepex stanoM (a) komOuHupoBaHue pactBopa PAS wu
pactBopa PIC ¢ monyuenuem pactBopa, coaepsxkamero PAS u PIC. B HexoTopbIx BapuaHTax
ocymectieHust pactsop PAS Oepyr u3 xonreitHepa PAS (Hampumep, KoHTeliHepa s
xpanenusi PAS). B HekoTopbix BapuaHTax ocyinecTBieHus: pactBop PIC Gepyt u3 koHTeliHepa
PIC (manpumep, koHreiiHepa s xpaHeHus PIC). B HeKOTOpbhIX BapuaHTaxX OCYIIECTBICHUS
pactBop PAS u pactBop PIC o0benuHsoT B mepBoM KoOHTelHepe stama (a). B HekoTopbIx
BAapHUAHTAX OCYINECTBJICHUS] TMEPBBIM KOHTEeiHepoM sTama (a) siBisieTcsi KoHTeliHep PAS. B
HEKOTOPBIX BAPHAHTAX OCYLISCTBJICHUsS MEPBbIM KOHTEHHEpOM 3Tama (a) sIBJIIeTCs KOHTEHHep
PIC. B HekoTOpbIX BapuaHTax ocyuectsierus pactsop PAS u pacrsop PIC obbpenunsitoT Mmenee
yeMm 3a 24 yaca (Hampumep, B mpenenax 24 4acoB) mepen cmemuBanueM Ha dtamne (b). B
HEKOTOPBIX BapHAHTaX OCYLIECTBJCHUs CMelnBaHue Ha 3tane (b) MpPOUCXOAMT B MEPBOM
KOHTeliHepe. B HEKOTOPBIX BapHaHTax OCYLIECTBJIEHHUs CMEIIMBaHUE Ha 3Tarne (b) MpOUCXOIUT
BO BTOPOM KOHTeiiHepe. B HEKOTOpBIX BapuaHTax OCYIIECTBJIEHUS] CMEIINBaHNUE IPOUCXOAUT B
IByX win Ooyiee BTOPBIX KOHTEHHepax. B HEKOTOpBIX BapuaHTax OCYLIECTBICHHs Mpenapar
TPOMOOILIUTOB TMOJNYYaOT MEeTONOM adepesa. B HEKOTOPBIX BapHaHTaX OCYIIECTBJIEHHUS CIOCOO
IOTIONIHUTEIBPHO BKIIFOUaeT nepen stanoM (b) cCoeanHEeHUe MepBOro KOHTeHHepa ¢ YCTPOHCTBOM
adepe3a. B HEKOTOPBIX BapUaHTaX OCYMIECTBJICHHS KOHTeiHep PAS COeIUHSIIOT ¢ yCTPOHCTBOM
adepe3a. B HekoTOpBIX BapuaHTax ocyiiecteiieHus KoHTeiHep PIC coenuHsIOT ¢ yCTpOHCTBOM
apepesa. B HEKOTOpPHIX BapHaHTaX OCYIIECTBJICHUS BTOPOH KOHTEHHEpP COCOUHSIIOT C
ycTpoiicTBoM adepe3a. B HEKOTOpbIX BapuaHTaX OCYINECTBJICHUS [Ba HJIM OoOliee BTOPBIX
KOHTEIHEPOB COEAMHSIIOT C yCTpoiicTBOM adepe3a. B HEKOTOPHIX BapHaHTaX OCYLIECTBIICHHS
npenapar TPOMOOLMTOB MOJy4alOT W3 OAHOH miu Oosiee mopiuu (MOPUUI) LEeJbHOH KpPOBH
METO/IOM JICHKOLIUTAPHON TUIEHKU WJIM METOAOM oOoramieHHoi Tpombonuramu 1iasmel (PRP).
B HEKOTOpBIX BapHaHTaX OCYINECTBIEHHUS CIOCOO AOMOJHUTEIBHO BKIIOYAET rocie 3tama (C)
NEePEeHOC KOMIIO3ULMH TPOMOOLIMTOB B TPETHH KOHTEWHep. B HEKOTOpBIX BapuaHTax
OCYIIECTBIIEHHs] CIOCOO IOMOJHUTEIBHO BKJIKOYAET MOche 3Tana (C) MepeHOC KOMIIO3HMLIUH
TPOMOOILIUTOB B /IBa MM 0OJiee TPETbUX KOHTEHHepa. B HEKOTOPBIX BapHaHTaX OCYIIECTBIICHUS
TPETHIl KOHTEWHEP COHEPKUT YCTPOHCTBO ancopOuuu coemuHeHus: (CAD). B HekoTOpbIX
BapHAaHTaX OCYINECTBJICHUs] TPETUNl KOHTEWHEp IMOAXOAUT Ui XPaHEHUS KOMIIO3ULINU
TpOMOOILIMTOB. B HEKOTOPBIX BapHaHTAaX OCYIIECTBICHHS CHOCOO JOMOJHUTENBHO BKIIFOYAET
NEePEHOC KOMITO3ULUH TPOMOOIIMTOB W3 TPEThEr0 KOHTEHHEpa B ONWH MIIM Oojiee YeTBEPTHIX
KOHTEHHEepOoB. B HEKOTOpBIX BapuaHTaxX OCYLIECTBICHHUS OAWH MM OOJiee YeTBEpPTHIX
KOHTEHHEPOB MOAXOAUT/TIOIXOAST AJIsl XPAHEHHUs] KOMIIO3UIUH TPOMOOLIUTOB.

[0009] B HEKOTOPBIX BapHaHTAaX OCYIIECTBIIEHUS PACTBOP dTamna (a) uMeeT 0ObeM MEexIy
npubnusuTensHo 100 M1 u mpubnusuTensHo 1000 M. B HEKOTOPBIX BapHaHTax OCYILIECTBICHUS
pactBop stamna (a) comepxkut PIC B kOHHEHTpauuu OT MPUOIM3UTEIBHO 0 MPUOIH3HTEIHHO
1500 MxM. B HeKOTOpBIX BapuaHTax OCYIIECTBJIEHUs pacTBop srtama (a) comepxkut PIC B
KOHLIEHTPALMK OT MPHUONM3UTENBbHO A0 NpubausuTenbHo 235 MkM. B HekoTophIX BapmaHTax

ocymiecTBiieHUs1 pacTtBop 3Tama (a) comepxutr PIC B KOHUEHTpauuu OT MPUOIUUTENBHO 225



MKM 1o mnpubmmurensHo 235 MkM. B Hekoropeix BapumaHTax ocymectsienus PIC
npencrasisier codol ncopanieH. B Hekotopeix BapuaHTax ocymectsieHusi PIC mpencrasisier
coboli amorocajeH. B HEKOTOphIX BapHaHTax OCYIIECTBJIEHUS MpernapaT TPOMOOLUTOB
COIEPKUT IUTa3My, TPU 3TOM IUIa3Ma COAEPKUT mpubmmsureabHo 32-47% mo o0beMy cmecH
srana (b), mpudem n00aBOUHBIN PAacTBOP TPOMOOLMUTOB (Hampumep, HOOABOUHBIN PAacTBOP
tpombouuToB ¢ PIC) comepkut ocranpHOH 00BbeM. B HEKOTOPBIX BapHaHTaX OCYLIECTBICHHS
otHoueHne PAS B masme o oobemy B cmecu stamna (b) cocrasiser npudnusutensHo 65:35. B
HEKOTOpBIX BapUaHTAaX OCyHeCTBIeHus oOmuii oobem cmecu stama (b) COCTaBisieT OT
npubnusutensio 100 M go  mpuOmmsurensHo 1000 M. B HekOTOpBIX  BapuaHTax
ocymectBiieHus: cMmech dtamna (b) comep:xkut PIC B KOHIEHTpaluH, JOCTATOYHOM, YTOOBI
NPUBOJIUTH K MHAKTHBALIMY MTATOT€HHOI'O MUKPOOPTraHU3Ma, MPH HAJIMYHH, IO MEHbIIEH Mepe Ha
1 mopsimok. B HeKOTOpBIX BapHaHTax ocyuiecTBieHus cMmech stama (b) comepxur PIC B
KOHLIEHTPALUK,  JOCTATOYHOHW, 4YTOOBI  NPUBOAUTH K  HMHAKTUBAIMM  TMATOTEHHOTO
MHUKPOOpPraHu3Ma, NpU HAJIU4YMM, [0 MEeHbUIEH Mepe Ha 3 mopsaka. B HEKOTOpBIX BapuaHTax
ocymectBieHus: cmech stama (b) comepsxkur PIC B KOHIEHTpanuu, AOCTATOYHOM, YTOOBI
NPUBONUTH K MHAKTHBALMY MTATOT€HHOIO MUKPOOPTraHU3Ma, MPH HAJIMYHH, IO MEHbIIEH Mepe Ha
4 mopsinka. B HekoTOpbIX BapuaHTax ocymecTeiieHus: cMmech dtama (b) comepxkutr PIC B
KOHLIEHTPALUK OT mnpubnusutenbHo 5 MKM no mpubmusutenpHo 500 MkM. B HekoTopbIx
BapHaHTax ocymectBieHuss cmech ortama (b) comepxkut PIC B KOHHEHTpamuu OT
npubnusutensHo 15 MkM  go npubnusutensHo 150 MxM. B HekoTOphIX BapuaHTax
ocymectsiieHus: cmech 3Tana (b) cogeprkut PIC B koHUEeHTpammu ot nmpuOmm3uTesnbHo 15 MM
no npubnmsurenpbHo 30 MkM. B HekoTopbhIx BapmaHTax ocyuiecTBieHHs cmech stama (b)
copepsxut PIC B xoHuenTpauuu ot npudnauzurenbro 30 MkM no npubdmuszurensio 150 mxM. B
HEKOTOpBIX BapuaHTax ocyuiectBieHus cmech stana (b) comepxkur PIC B koHueHTparmu OT
npubmmsurensHo 30 MkM  po mpuGnusurenbHo 90 MKM. B HEKOTOpBIX BapHaHTax
ocymiectBieHus: cMech dTana (b) comepskut PIC B koHUEHTpauu npudau3uTebHo 75 MkM. B
HEKOTOPBIX BapHaHTax ocylnecTBiieHus cMmech 3Tama (b) comep:kut PIC B KOHIUEHTpauuu OT
npubnusutensHo 145 MxkM  go npubmusurtensHo 155 MkM. B HEKOTOpBIX BapuaHTax
ocywmecteieHust PAS conepxut ogHO wiu Ooiee 13 XJIOpHa, aleTara, [IUTPaTa, Kajaus, MarHusi,
¢docara, rmokoHaTa, TIMIOKO3BI U OMKapOOHaTa. B HEKOTOPBIX BapuaHTaX OCYLIECTBICHHS
croco0 JOTIONHUTEIBHO BKIJIOYAET Mepen dTarnoM (¢) mHKyOanmtoo cMmecu stana (b) B TeueHue
nepuojga ot 30 MuHYT 10 24 4yacoB. B HEKOTOPBIX BapHaHTaX OCYLIECTBJICHHUsS KOMITO3ULIUS
TPOMBOLITOB COEPIKHT 110 MeHbIIeil Mepe 2x10'! TpomBorTos.

[0010] B HEKOTOpBIX BapHaHTaX OCYINECTBJIEHUS CIIOCOO SIBJISETCS JOCTATOYHBIM JUIS
WHAKTHBALMU TIATOT€HHOrO MHKPOOPTaHM3Ma IO MEHbLIeH Mepe Ha 1 MopsAoK, W IpPH 3TOM
KOMIIO3UIMsT TPOMOOIUTOB TMocCie »dTama (C) MOOXOmUT st WHPY3UH CyOBekTy 0Oe3
JOTIONHUTENBHON 00paboTku ans ynaneHust ocrarounoro PIC wmmm ero ¢orompoaykros. B
HEKOTOPBIX BApUAHTAX OCYIIECTBJICHUS CIIOCOO SBIAETCS MOCTATOYHBIM JJIsl MHAKTHUBALIH
NATOr€HHOIO0 MMKPOOPTaHM3Ma MO MeHbIleH Mepe Ha 4 TMopsakKa, U MPHU 3TOM KOMITO3ULIHS

TpOMOOLIMTOB TMocie 3Tama (C) MoxxoauT ainst HHOQY3uH CyOBbeKTy Oe3 JOMOJIHUTENbHOU



oOpabotku s ynanenust ocratounoro PIC wmu ero goronmponykros. B HEKoTOphIX BapuaHTax
OCYIIECTBIIEHHUsI ~ CIOCOO  SIBJIAETCS  JOCTATOYHBIM  JUIi  MHAKTHBALMH  MATOT€HHOTO
MHUKPOOpPTaHU3Ma MO MeHbIIell Mepe Ha | MOPSIOK, M MPH 5TOM KOMIO3HMLUS TPOMOOIIUTOB
nocyie stamna (¢) moaXoauT it UHPY3UU CyOBeKTy 0e3 mepeHoca KOMITO3ULUU TPOMOOIIUTOB B
KOHTelHep, coaepskalinii ycTpoicTBo ancopbunu coequnenusi (CAD). B HekoTOpbIX BapuaHTax
OCYLIECTBJIEHHS ~ CIIOCOO  SIBISIETCSl  JAOCTATOYHBIM U MHAKTHBALMHM  ITATOT€HHOIO
MHKpPOOpPIraHU3Ma 0 MEHbLIeH Mepe Ha 4 MOpsAKa, W IPH STOM KOMIIO3HMLHST TPOMOOLIUTOB
nociie atamna (¢) noaxoaut st uHQY3uu cyobekTy 0e3 mepeHoca KOMITO3ULUH TPOMOOIIMTOB B
KOHTeIHep, conepkaiiuii ycrpoictBo aacopouuu coenunenus: (CAD). B HekOTOpBIX BapraHTaxX
OCYIIECTBIIEHUsI ~ COCOO  SIBJSIETCSt  OCTATOYHBIM  JUII ~ WHAKTHBALMK  TAaTOT€HHOT'O
MHUKPOOPTaHU3Ma 1O MeHbIIeH Mepe Ha | MOpSOoK, W MPH 3TOM KOMIO3HMLHUS TPOMOOLIMTOB
nocie stana (¢) cogepxur PIC 5 MkM unn Menee. B HEKOTOPBIX BapuaHTaX OCYLIECTBICHHUS
CHOCO0 SIBJIIETCS AOCTATOYHBIM JJISi HHAKTUBALIMH NATOT€HHOTO MHUKPOOPTaHU3Ma 110 MEHBIIEH
Mepe Ha 4 Topsiika, ¥ MPU 3TOM KOMITO3UIMs TpoMOonuToB mocie 3tana (¢) cogepxxutr PIC 5
MKM min MeHee. B HEKOTOPBIX BapuaHTaX OCYIIECTBIEHHSI CIIOCO0 SIBJISIETCS] AOCTATOUYHBIM IS
MHAKTUBALMU NMAaTOT€HHOIO0 MUKPOOPTraHW3Ma MO MeHblIed Mepe Ha 4 mopsaka, U IpU 3TOM
KOMITO3UIIHsI TPOMOOIMTOB Tocie 3Tamna () conepxut 2 MKM mim MeHee (HarmpuMep, MeHee 4eM
2 MxM) PIC. B HEKOTOpBIX BapHaHTaX OCYLIECTBIIEHHs CIIOCOO SIBJISETCS TOCTATOYHBIM JUIS
WHAKTUBaLUUU BUpyca remnatura E mo meHsluel mepe Ha 4 nopsaka. B HEKOTOPBIX BapHUaHTax
OCYIIECTBIIEHHUsS] KOMIO3HULIUS TPOMOOLIUTOB, MOAXOAALIAs I UHPY3UNU CYOBEKTY, COAEpPIKUT
npubnusuTensHo S MKM mnn menee PIC. B HEKOTOpBIX BapuaHTax OCYIIECTBICHUS KOMITO3ULIHS
TPOMOOILIUTOB, MOAXOASIIAs Ay UHPY3UH CYOBEKTY, COAEPIKUT NMPUONU3UTENBHO 2 MKM uiH
meHee (Hanmpumep, MeHee ueM 2 MKM) PIC. B HekoTOpBIX BapHaHTaxX OCYLIECTBIIEHHS
xonuentpauusi PIC B cmecu stana (b) cocrasnsier no menbineit mepe 10 MkM. B HekoTOpbIX
BapuaHTax ocymectsinenus konuentpauus PIC B cmecu stana (b) cocraBnsier mo MeHblei Mepe
30 MmxM.

[0011] B eme omHOM acmekTe MpPencTaBieH HAO0Op s TMOJyYeHHs KOMITO3UIUH
TPOMOOLIMTOB, COmepKaluii (a) MepBbIii KOHTEWHEp, COAEpPIKAINMi pPACcTBOP, COIEpIKaLIUi
noGaBouHbIi pacTBOp TpoMOOoLUTOB (PAS) 1 MHAKTHBHPYIOIIEE MATOr€HHbIE MUKPOOPTAaHH3MbI
coequnenne (PIC), u (b) BTOpOWl KOHTEHHEp, MOAXOMSIINUN JJIsi COAEpIKaHWs Tperapara
TPOMOOIIUTOB B CMecH ¢ pacTBOpoM, conepxkamuM PAS u PIC, npu 3TOM nepBbIii KOHTEHHEDP HE
COEIMHEH CO BTOPBIM KOHTEHHEPOM.

[0012] B HexoTOpbIX BapuaHTaX OCYLIECTBJIEHUs MEPBBbIH KOHTEHHEp MOAXOAUT IS
CMEIIUBAaHUS Tpernapara TpoMOOUTOB ¢ pacTtBopoM, conepkamum PAS u PIC. B HekoTopbIxX
BAapHAHTaX OCYIIECTBJIEHUS BTOPOIl KOHTEWHep MOAXOAUT /MJid CMELIMBaHUS I[Ipernapara
TpOMOOIMTOB ¢ pacTBOpoM, coaepxkamum PAS u PIC. B HEKOTOpBIX BapuaHTaxX OCYIIECTBICHUS
BTOPOI KOHTEWHEp MOIXOIUT Ui BO3NEHUCTBHS CBETOM Ha Mpemnapar TPOMOOIIMTOB B CMECH C
pactBopoMm, coxepxkamum PAS u PIC, pmocratounHoro st (POTOXUMHUYECKONW WHAKTHBALUH
NaTOT€HHOIO MUKpPOOPTaHM3Ma, MpH Haluuuu. B HEKOTOpBIX BapuaHTaxX OCYLIECTBJIEHUS

NepBbId KOHTEHHEp MOIXOIUT JJIsi BO3AEHCTBUSI CBETOM Ha IMpernapar TPOMOOLIUTOB B CMECH C



pactBopoMm, coxepxkamum PAS u PIC, pmocratounHoro mist (POTOXUMHUYECKONW HWHAKTHBALUH
NaTOT€HHOIO0 MUKPOOPTaHU3Ma, IPU HAJIU4YUU. B HEKOTOPBIX BapuaHTax OCYIIECTBIIEHUS BTOPOM
KOHTeHep conmep:kut ycrpoiictBo aacopbumu coenunenus (CAD). B HekoTOpbIX BapHaHTax
OCYILIECTBJIEHHs] BTOPOH KOHTEHHEp MOAXOAMT JIJIsi XPAHEHUS KOMIO3MLMU TpomOouuToB. B
HEKOTOPBIX BapUAHTaX OCYLIECTBJICHHsI HAOOP JOMOJHUTEIBHO COAEPIKUT TPETUil KOHTeliHep. B
HEKOTOPBIX BapHAHTaX OCYLIECTBIICHHS TPETUIl KOHTEHHEP COIAEPKHUT YCTPOHCTBO ancopOIuu
coenunenust (CAD), u npu 3ToM TpeTuil KOHTeHHep COEAMHEH CO BTOPBIM KOHTelHepoMm. B
HEKOTOPBIX BapUAHTAX OCYLIECTBJCHHs HAOOpP IOMOJHUTENIBHO CONEPXKUT MO MEHbIIeH Mepe
ONIUH KOHTEHHep Ul XpaHEeHUs, NPU 3TOM I10 MeHbIlel Mepe OJUH KOHTEeHHep ISl XpaHEeHUs
NOJXOAUT JUIi XPAHEHUs] KOMIO3ULUU TPOMOOIIMTOB, M MPH 3TOM NO MEHbIIEH Mepe OIuH
KOHTEMHep sl XpaHeHUsI COeIUHEH CO BTOPBIM KOHTEHHEpOM WM C TPETbUM KOHTEHHEepOM,
NpyU HaJuYnud. B HEKOTOpPBIX BapHaHTaX OCYIIECTBJICHHS HAOOp HE COAEPIKUT YCTPOHCTBO
ancopbuuu coequuenus (CAD).

[0013] B HexoTOpbIX BapHaHTaxX OCYIIECTBJICHHs pacTBOp, comepskamuii PAS u PIC,
umeer obbeM Mexny npubmusurensHo 100 mn u npubmmsurensro 1000 mn. B HekoTOpBIX
BapuaHTax ocymectsieHusi PIC HaxonuTcs B KOHLEHTpaUUu OT NpUOIM3uTeNnsHo 15 MkM 1o
npubnusutensHo 1500 MxkM. B HekoTopbix Bapuantax ocymecteieHust PIC naxomurcs B
KOHLIEHTpAuK OT npubnusutenpHo 225 MkM no npubnusurensHo 235 MkM. B HekoTOpBIX
Bapuantax ocymectsieHuss PIC mpencraBisier coboli mcopaneH. B HEKOTOpbIX BapuaHTax
ocymectsienus: PIC npencrasisier co0oit aMOTOCaJIEH.

[0014] B HekOTOpBIX BapHaHTaxX OCYLIECTBJIEHUs MEePBbIil KOHTENHHED, BTOPOIl KOHTEHHEP
WM U TEPBbIM KOHTEHMHEP W BTOPOW KOHTEHHEP MOAXOAAT AJsl COCNMHEHHUs] C YCTPOWCTBOM
ajepesa WM ¢ KOHTEHHEPOM, COAEPIKALIUM Tpernapar TPOMOOLIUTOB.

[0015] B eme omHOM acmekTe MpeacTaBieH HAOOp AN TMONYy4YEHHUs KOMITO3ULIUH
TpOMOOLIMTOB, conepkaiuii (a) HepBbIi KOHTEHHep, coaepkamuil no0aBOYHBIN PacTBOP
tpomborutoB (PAS); (b) BTOpoli KOHTelHep, comepskalluii MHAKTUBHUPYIOIIEE IaTOreHHbIE
mukpoopranusmel coenuaenue (PIC); u (¢) Tperuii KOHTelHEp, MOAXOASAIUN I COASPIKAHUS
npenapata TpomboruroB B cmecu ¢ PAS u PIC, nmpu 5TOM HU OAMH W3 MEPBOrO M BTOPOTO
KOHTEIHEepOB He COEUHEH C TPEeThUM KOHTelHepoM. B HEKOTOpBIX BapHaHTax OCYLIECTBJICHUS
HaOOp ISl OJTy4YeHHsT KOMIIO3UIMK TPOMOOLIMTOB TIpeacTaBisier codoi Habop, comepskamnuii (a)
NepBbIii KOHTEHHep, conmepkamuii nodaBouHblli pactBop Tpomboumto (PAS); (b) Bropoii
KOHTEHHep, Colep Kaluii HHAKTUBUPYIOLIee MaToreHHbie MUKpoopranmsMel coenuaenue (PIC);
U (C) TpeTHil KOHTEWHep, MOAXOMSAIINN IJIsl COAEpKaHUs Tpemnapara TPOMOOLUTOB B CMECH C
PAS u PIC, mpu >TOM mnepBelii U BTOPOHl KOHTEHWHEPHI BBIMNOJHEHBI C BO3MOXKHOCTBIO
COEMHEHHs] APyl C IPYyroM, W IpU 3TOM HHU OAWH W3 NEPBOrO U BTOPOrO KOHTEHHEPOB HE
COEAMHEH C TPEThbHM KOHTEHHEepOM. B HEKOTOpBhIX BapHaHTax OCYLIECTBICHHUsS HAOOp IUIs
MOJIy4€HHUSI KOMIO3UIMUA TPOMOOIIUTOB IMpeNCcTaBisieT co0oil Hadop, comeprkamuii (a) mepBbiid
KOHTelHep, conepskamuii nodaBouHblii pactBop TpomOouutos (PAS); (b) Bropoii koHTEliHEp,
COZIep AL HHAKTUBUPYIOLIEe MaToreHHble Mukpoopranusmsl coequnenue (PIC); u (c) Tperuit

KOHTeHHep, NOAXOMALINN I coepskaHus npenapara TpomoouuTtos B cMecu ¢ PAS u PIC, npu



5TOM NEpBBI U BTOPOW KOHTEWHEpBl COEAMHEHBbI APYI C APYIOM, U NpPU 3TOM HHU OIUH U3
NEePBOr0 U BTOPOrO KOHTEHHEPOB HE COEAUHEH C TPETbUM KOHTEHHEPOM. B HEKOTOpbIX
BAPHAHTAX OCYILECTBICHUs] TEpPBbIiI M BTOPONH KOHTEHHEpPHl COENMHEHBbI IPYr C APYroM
IePMETUYHBIM, HO OTKPBIBAEMBIM IPOTOYHBIM KaHAJIOM (HAampuUMep, XPYNKUM 3JIEMEHTOM,
XPYNKUM COSTUHUTENIEM).

[0016] B HekoTOpBIX BapUaHTaxX OCYILIECTBJICHUsS BTOPOW KOHTEHHEp MOAXOAMT JUIs
xomOuuaupoBanusi PAS ¢ PIC. B HekoTOpbIX BapuaHTaxX OCYIIECTBJIEHUS BTOPOH KOHTEiHep
MOJXOMAUT AJIsi cMeInuBaHus npemnapata TpomOouutoB ¢ PAS u PIC. B HekoTOphIX BapuaHTax
OCYIIECTBJICHHsI MIEPBBIN KOHTeHHep nmoaxoaut nist komOuHuposanusi PAS ¢ PIC. B HekoTopbIx
BapHaHTaX OCYIIECTBICHHUs] TMEPBbIi KOHTEHHep NOAXOAUT [Jsi CMELIMBAaHUS IIperapara
TpoMboruToB ¢ PAS u PIC. B HEKOTOpBIX BapHaHTax OCYIIECTBICHUS TPETHH KOHTEWHEp
NOJXONIUT JJIsl CMeInuBaHus npemnapara TpomoorutoB ¢ PAS u PIC. B HekoTOphIX BapuaHTax
OCYIIECTBJIEHUs] TPETUN KOHTEWHEP TMOAXOAUT [JIsl BO3JACHCTBUS CBETOM Ha mpenapar
tpombormtoB B cMmecu ¢ PAS u PIC, mocratouHoro mnsi (pOTOXMMHYECKON HHAKTUBALIUU
NaTOreHHOI0 MUKPOOPTraHu3Ma, IPU HaJUYuU. B HEKOTOPBIX BapuaHTax OCYIIECTBIIEHUS] BTOPOM
KOHTEWHep MOAXOMUT ISl BO3NEHCTBHUSI CBETOM Ha mpernapar TPoMOOIHMTOB B cMecu ¢ PAS u
PIC, nocrarouHoro mysi (OTOXMMHYECKOH MHAKTUBALMH IATOT€HHOIO MHKPOOPTaHHW3Ma, MpH
HaMuuuu. B HEKOTOpBIX BapHaHTaX OCYLIECTBJIEHUS TMEPBbIiI KOHTEWHEpP MOAXOAUT JJIs
BO3JEHCTBUsSI CBETOM Ha mpemnapar tpomoboruroB B cmecu ¢ PAS u PIC, nmocraTtounoro ms
(OTOXMMHUYECKOW WHAKTHUBALIMM MAaTOr€HHOIO MHUKPOOPTaHU3Ma, MPHU HAIWYMH. B HEKOTOpPBIX
BapUAHTaX OCYIIECTBIICHHs TPETUH KOHTEHHEpP CONEP>KUT YCTPOWUCTBO afACOPOLIMU COENUHEHHS
(CAD). B HexkoTOpBIX BapuaHTaxX OCYINECTBJICHUS TPETHH KOHTEWHEpP MOAXOAMUT JAJSl XPAHEHHS
KOMITO3MLIUK TPOMOOLMTOB. B HEKOTOpBIX BapuaHTax OCYLIECTBJICHUS HAOOp OMOJHHUTEIHHO
COMEP>KUT 4YEeTBEPThII KOHTeHHep. B HEKOTOpPBIX BapHaHTaX OCYILECTBIEHUS YEeTBEPTHIN
KOHTEHHep COAep:KUT ycTpoiicTBo aacopbuuu coenunenuss (CAD), u npu 3TOM dYeTBEpTHIit
KOHTEWHep COeNUHEH C TPEThUM KOHTEMHEPOM. B HEKOTOPBIX BapHAHTAX OCYINECTBICHHUS HAOOD
JOTIOJTHUTEIBHO COJEPIKUT MO MEHbLIeH Mepe OOUH KOHTEHWHep IUIsl XpaHEeHUs, IPU 3TOM IIO
MeHbIlIe Mepe OJWH KOHTeHHep ISl XpaHeHWs] NOAXOAWT [Jsl XPAaHEHUs KOMIIO3HULIMU
TPOMOOIIUTOB, U TPH 3TOM IO MEHbIIEH Mepe OIMH KOHTEHHep MJIi XPaHEHHsI COEIMHEH C
TPETHbUM KOHTEHHEPOM WJIM C YETBEPTHIM KOHTEHHEPOM, MPpU HAIN4YMK. B HEKOTOPBIX BapuaHTax
ocymectenenust PIC npencrasmisier codoii rcopasieH. B HEKOTOPBIX BapHaHTaX OCYLIECTBIICHHS
PIC npencraBusier co0oii amoTtocaneH. B HEKOTOPBIX BapHaHTaxX OCYINECTBJICHHUS IEPBBIN
KOHTEHHEp, BTOPOW KOHTEWHEp WM U MEPBbI KOHTEHHEP U BTOPOU KOHTEMHEpP MOAXOAAT AJIs
COEAMHEHUs] C YCTPOMCTBOM adepesa MM C KOHTEHHEPOM, COAEp)KAlIMM Mpenapar
TpOMOOIIMTOB. B HEKOTOPBIX BapHMaHTaX OCYIIECTBICHUS TPETHH KOHTEWHEp MOIXOAWUT MJIs
COEAMHEHUs] C YCTPOMCTBOM adepesa MM C KOHTEHHEPOM, COAEp)KallMM Ipenapar
TpoMOOIIMTOB. B HEKOTOpPBHIX BapuaHTaX OCYLIECTBJIEHUs HAOOp HE CONEPXKUT YCTPOHCTBO
ancopouuu coequuenus (CAD).

[0017] B eme OOHOM AacmeKkTe TMPENCTaBIIeHa KOMIIO3ULIUSA, COAEepKalas

MHAKTHBUPYIOLIEe MaToreHHble MukpoopranusMel coenuHenune (PIC) m noGaBodHBIN pacTBOp



tpomOonmToB (PAS), mpu 3TOM KOMITO3WIIMSI HE COAEPKHUT TPOMOOLMTOB. B HEKOTOPBIX
BapuaHTax ocymectsieHus: koHueHrpauus PIC cocrasnsier ot nmpubmusurensHo 15 MkM 1o
npubnusutensHo 1500 MxM. B Hekoropeix BapuanTax ocymectBieHus PIC mpencrasnsier
coboii mcopaseH. B Hekoropeix Bapuantax ocymectsienuss PIC mnpencrasnsier coOoi
amoTocajieH. B HekoTopbIX BapuaHTax ocyuecteieHuss PAS comepxur ogHo mnm Oosee u3
XJIOpUAA, aleTara, LUTpaTa, Kanus, Maraus, gocdara, riroKoHaTa, TJIFOKO3bI U OnkapOoHata. B
HEKOTOPBIX BAPUAHTAX OCYLIECTBJIECHUSI KOMIIO3ULUS SIBJISIETCS CTEPUIIBHOM.

[0018] B eme omHOM acmekTe MpeACTaBlieHAa KOMIO3HUIMS TPOMOOIMTOB, MOJyYeHHAsI
JTOOBIM U3 CIOCOOOB, MPEACTABICHHBIX B JAHHOM JTIOKYMEHTE.

[0019] Dtu u ppyrue acmekTbl M IPEUMYINECTBA HACTOSILErOo PACKPBITUS CTaHYT
OUYEBUIHBI M3 CJIEAYIOIIEro MOAPOOHOrO OMUCAHUS U MPHUIOKEHHOH (HOPMYJIbI M300pETEHUS.
HeoOxonnmo moHMMATh, YTO ONHO, HEKOTOPBIE WJIM BCE CBOWCTBA PA3JIMYHBIX BApUAHTOB
OCYIECTBIIEHHsI, ONMMMCAHHBIX B TAHHOM JOKYMEHTE, MOXKHO KOMOMHHPOBATH C 0Opa30BaHHEM
APYTUX BAPUAHTOB OCYILLECTBJIEHMS HACTOSIILErO PACKPBITHSI.

KDaTKOC ONMHCAHME YepPTeKeH

[0020] Ha ¢ur. 1A npencraBiieH WUTIOCTPATUBHBIN HAOOP AJIS MONYYEHHST KOMITO3ULIUH
TpoMOoruToB. [lyHKTHpHBIE JMHMM TIOKAa3bIBAIOT aJbTEPHATHBHBIE MeCTa JOOABJICHUS
npenapara TpPOMOOIUTOB.

[0021] Ha ¢wur. 1B npencrasineH WUTFOCTPATUBHBIN HAOOp AJIs MONyYEHUs] KOMIIO3HLIUU
TpoMOoruToB. [lyHKTHpHBIE JMHMM TIOKa3bIBAIOT aJbTEPHATHBHBIE MeCTa JOOaBJIECHUS
npenapara TpOMOOIUTOB.

[0022] Ha ¢ur. 1C npencraBieH WUTIOCTPATUBHBIN HAOOP AJIS MONYUYEHHsT KOMITO3ULUH
TpoMOOLUTOB. IIyHKTHpHBIE JIMHMM TOKAa3bIBAIOT AJIbTEPHATHBHbIE MeCTa J00aBJICHUS
npenapara TpOMOOLUTOB.

[0023] Ha ¢ur. 1D npexncTaBieH WUTOCTPATUBHBIN HAOOP IUIS MOTY4YEHHUs] KOMITO3HLIUH
TpoMOOLUTOB. [lyHKTHpHBIE JMHUM TIOKA3bIBAIOT aJbTEPHATHBHBIE MeCTa JOOaBJICHUS
npemnapara TpOMOOIIMTOB.

[0024] Ha ¢wur. 1E npencrasieH WLTFOCTPATUBHBIA HAOOp IS MTOJyUEHHUs] KOMIIO3HLIUH
TpoMOoIuTOB. [TyHKTHPHAS TMHUS TIOKA3BIBAET MECTO NOOABJICHUS NpenapaTa TPOMOOIUTOB.

[0025] Ha d¢wur. 2A mnpencTaBieHbl WUTIOCTPATHBHBIE HAOOPBI IS TOJYYESHHS
KOMITO3UIIUH TPOMOOLMTOB. IIyHKTUpHBIE JIMHUHM TIOKA3bIBAIOT AJbTEPHATUBHBIE MeECTa
noOaBJieHHs mpemnapata TPOMOOIUTOB.

[0026] Ha ¢ur. 2B npencrasineH WLFOCTPATHUBHBIN HAOOP IS TONYyYEHHST KOMITO3ULIUH
TpoMOoruTOoB. [IyHKTHpHBIE JHMHMM TIOKA3bIBAIOT aJbTEPHATHBHBIE MeCTa OOABJICHHUS
npenapara TpOMOOLUTOB.

[0027] Ha ¢ur. 2C npencrasieH WUTOCTPATUBHBIA HAOOp AJIST TIOJTYYSHHS] KOMITO3ULIUU
TpoMOoruToB. [lyHKTHpHBIE JMHMM TIOKA3bIBAIOT aJbTEPHATHBHBIE MeCTa JOOABJIECHHUS
npenapara TpOMOOLMTOB.

[0028] Ha ¢ur. 2D npencraBieH WUTIOCTPATUBHBIN HAOOP AJIS MONYYEHHUsT KOMITO3UIUH
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npenapara TpOMOOIUTOB.
[0029] Ha ¢wur. 2E npencrasiieH WUTFOCTPATUBHBIN HAOOP JJIsl MOTYYSHHS] KOMITO3ULUH
TpoMOonuToB. [IyHKTHPHAS JIMHUS TIOKAa3bIBAET MECTO NOOABJICHHS MpernapaTa TPOMOOIUTOB.
[0030] Ha ¢wur. 3 mpencraBieH KOHTeHHep, COAEp KAIIM pPacTBOp, COIEpIKauil
n06aBo4HbIi pacTBOp TpoMOOLUTOB (PAS) 1 MHAKTHBHPYIOLEEe MATOr€HHbIE MUKPOOPTAHU3MbI
coenunenue (PIC), coenrHeHHbIN ¢ MLTIOCTPATHBHBIM yCTPOUCTBOM adepesa.

IloapoOHoe onucanue H300peTreHus

[0031] B HacrosimmeM pacKpbITUHM, B HEKOTOPBIX acCleKTaX IpPeCTaBJICHbI
YCOBEPIIEHCTBOBAHHBIE CIOCOOBI, HAOOpPbI M KOMIIO3ULIUHM JJISi MHAKTHBALMU TTaTOTEHHBIX
MHUKPOOPTaHU3MOB Mpernapara TPOMOOIMTOB, BKJIOUAs Mpernapar TPOMOOLMTOB B pe3yjbTaTe
apepesa, TSI MOJTYYEHUST KOMITO3UIIUU TPOMOOIMTOB, OAXOASIIEH 1St UHPY3UH.

[0032] CriocoObl, HAOOPBI U KOMITO3HIIUU, PACKPBIThIE B JAHHOM JTOKYMEHTE, OTHOCSITCS
K BBEIEHHUIO J03bl HMHAKTUBUPYIOLIETO NATOreHHble MHKpoopraHmsmbsl coenuaeHus (PIC),
TAKOro Kak (pOTOXMMHYECKOE COCAMHEHUE, HAIIPHMEDP, aMOTOCAJIEH, B IpenapaT TPOMOOIIUTOB B
¢ukcupoBanHoii koHueHTpaumu PIC nns WHAKTHBALMM TATOT€HHBIX MHUKPOOPTAHHU3MOB.
Hampumep, B packpbITmu TpeACTaBIeHO mNpensaputenbHoe cmemusanue PIC ¢ noGaBodHbIM
pactBopoM TpomboumTos (PAS) B HykHOW (HampuMep, CTAaHIAPTU3NPOBAHHON) KOHLIEHTPALIUU
u 3areMm BBeneHune n03bl pactBopa PIC/PAS B mpemapar TpoMOOIHMTOB, TakuM oOpa3om
oOecrieunBasi, Hampumep, (1) yJIy4IIEHHyI0 THOKOCTb M peryjupoBaHue oOpabotku, (ii)
YIYUYLIEHHY0  HWHAKTUBALMIO NATOT€HHBIX  MHUKPOOPTaHM3MOB, BKJIOYas  HampuMmep,
obecrieueHHNe yMeHbLIeHHbIX KoimdecTB PIC, mcnosnb3yembIx il MHAKTUBALIMU MATOTEHHBIX
MHUKPOOPTaHU3MOB, (111) YyMEeHbIIEHUe 3TarnoB 0OpabOTKH, HampuUMep, OTCYTCTBHUE TPeOOBaHMSA
JOTIONIHUTEIbHON 00paboTku ycTpoiictBom ancopbumu coenunenusi (CAD) mns ynaneHus
ocraroynoro PIC umu ero (oTonponykToB nepes BBeneHueM 0oabHOMY W/wiu (1v) yiaydiie HHOe
KadecTBo TpomOouuToB. JloGaBnenue mnpensaputenbHo cmemanHoro pactsopa PIC/PAS B
CTaHIAPTHBIX 00BEMAX, KOTOPbIE KPATHbI OAMHAPHOMY, IBOHHOMY U TPOMHOMY 00BEMY, TO €CTh
Ix, 2x u 3X, MOXeT MOMO4Yb ONTHUMH3ALMU Kak cOOpa, HampuMmep, MyTeM COYETaHUs C
adepesHbIM cOOpOM TPOMOOLIMTOB, TaK U TMPOLECCOB 00pabOTKM, Tak dYTOOBI BCe
TepareBTHYECKUE 036l TPOMOOLIMTOB c WHAKTHBUPOBAHHBIMHU NaTOT€HHBIMU
MHUKPOOpPTaHU3MaMH, Harpumep, B 65/35 PAS/nna3ma, siBIAINCh HIEHTHYHBIMU HE3ABUCHMO OT
TOTO, IPOUCXOMST JIU OHH U3 OAMHAPHOTO, IBOMHOIO UM TPOHHOTrO 00beMa TOHOPCKOH KPOBH,
U MX BCErzia MOXKHO oOpabarbiBaTh 0uHAaKOBOH KoHIeHTpauueit PIC.

[0033] C moMOIIBI YCOBEPIIEHCTBOBAHHBIX CIIOCOOOB, HAOOPOB W KOMITO3UIIHIA,
PACKPBITBIX B IJAHHOM JOKYMEHTE, MOXKHO IIOJIyUYHUTb PsiA BBIFON, TAKUX KaK ITOBBILICHHE
CTaHIAPTH3ALMH YCIOBHHA OOpaOOTKH, KOTOpblE O0ECMEeuMBAIOT MHAKTHBALMI MAaTOT€HHBIX
MHUKPOOPTAHHU3MOB TpHu Ooyiee MOCTOSHHBIX KOHLEHTpauusx PIC, ycTpaHsis HEKOTOpbIE U3
OrPaHUYUTENbHBIX 3AIIUTHBIX HHTEPBAJIOB Ui 0ObeMa TPOMOOLUTOB W/MUJIM BXOIHBIX JaHHBIX
KOHLIEHTPALUi TpoMOOLUTOB, obecreunBast OONbIIYI0 THOKOCTh ONMUUil 00paOOTKH, JOCTYITHBIX
IUIl WHAKTUBALMU NMATOT€HHBIX MHUKPOOPTaHHW3MOB IpPENnapaToB TPOMOOLMTOB, W/WIIM CHIDKas

xonudectBa PIC, HeoOxomumble Al HHAKTUBALIMY NATOT€HHBIX MUKPOOPTaHU3MOB. PackpeiTue,
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TakKUM O0pa3oM, MOXKeT JOMyCKaTh 3HAYUTENbHO OoJbinee kosiebanue oOpadaThIBAEMbIX
00BEMOB JOHOPCKOW KPOBH. DJTO, B CBOIO OYepeNb, TAKXKE MOXKET JONMyCKAaTh YMEHbIIEHHOE
KoJie0aHue MOCIeNYIOIMUX 3TanoB 00padboTku (Hanpumep, oOpaboTKHU yCTPOUCTBOM ancopOnuu
coenuHenusi (CAD)) u, B kOHEUHOM cueTe, MeHblIee kojiebanue octarounoro PIC B urorosom
npenapare TpOMOOLUTOB (HapuMep, KOMIO3ULMHA TPOMOOIIUTOB).

[0034] Kpome Toro, ucmnonb3oBanue mnpensapurenabHo cMemaHHbix PIC/PAS mosxer
obecreunTh BO3MOXKHOCTH Pa3AeIbHOTO MOJYyYeHHsl W/Win mocTtaBku kommnoHeHta PIC w3
APYTUX KOMIIOHEHTOB OIHOPA30BBIX KOMIUIEKTOB i OOpaOOTKM WM B  KayecTBe
HEOObEMHEHHBIX KOMIIOHEHTOB, IMOCTABJSIEMBIX C KOMIUIEKTaMH JUIsi 00paboTku (Hampumep, B
BUIEe HAOOPOB), CHUJIBHO YIpoWIasi 3a CYeT JTOr0 W CHMMKAs CTOMMOCTh W3IENUH s
OJTHOPA30BBIX KOMILIEKTOB, CBSI3aHHBIX C TNPOM3BOACTBEHHBIMU Tporeccamu. Hampumep,
croco0bl, HAOOPBI U KOMITO3ULIUH, PACKPBITBIC B JAHHOM JTOKYMEHTE, MOTYT NMpPEAyCMaTPUBATh
KOMILIEKTBI [Tt 0OpabOTKH € OTAENbHBIMU/HE CBA3aHHBIMH KOMIIOHEHTAMH «MOKPOI» CTOPOHBI
(marmpumep, ¢ PIC u PAS) u koMmoHeHTaMH «CyXoi» CTOpoHBI (Hampumep, ocemenue, CAD
W/WIM KOHTEHHEpHl UIA XPAaHEHHUs), TaKUM OOpa3oM ympomash W3rOTOBIEHHE U PHUCKH WX
CTEPIITU3ALIHH.

[0035] Kpome Toro, criocoObl, HAOOPHI M KOMITO3ULIUHI, PACKPBITHIE B TAHHOM JJOKYMEHTE,
MOTyT O00€CHeunTh YJYYMICHHYIO (HalpuMep, NOBBILIEHHYI0) WHAKTHBALMIO MAaTOT€HHBIX
MHUKPOOPTaHHU3MOB, HAlpUMep, BO MHOXECTBE THUIIOB WM BHUAOB HWHAKTHMBUPOBAHHBIX
NATOT€HHBIX MUKPOOPTaHU3MOB W/MJHM CTENEHb WHAKTHBALMU MAaTOT€HHBIX MHKPOOPTaHH3MOB
OJHOTO THIA WJM BHJA IATOT€HHOTO MHKPOOPraHW3Ma, W/WMIM WHAKTHBALMIO MaTOTE€HHBIX
MHUKPOOPTraHM3MOB C MOMOILIBK YMEHbIIEHHBbIX KOHUeHTpauuii PIC, manpumep, nmocpenctsom
npenBaputenbHoit nHKyOauuu PIC ¢ npenaparom TpoMOOIMTOB.

Omnpenenenus

[0036] «IIpemapar TpoMOOLMTOB» B paMKax HACTOAILIErO H300PETeHUS O3HAYaeT
KOMITO3UIIMIO, COAEPKALIYI0 TPOMOOLUTHI, KOTOPYIO HE TOABEPTad MPOLECCY HWHAKTHBALUU
NATOr€HHBbIX MHKPOOPTaHMU3MOB. B HEKOTOpPHIX BapHaHTaX OCYLIECTBICHUS TpPEnapaTom
TPOMOOLIUTOB SIBJIIETCSl JIOHOPCKast KPOBb ¢ TpomOomutamMu. B HEKOTOpBIX BapuUaHTax
OCYIIECTBIIEHHs Tpenapar TPOMOOLMTOB MOJYHYAKOT U3 JOHOPCKOH KpoBH mocie adepesa. B
HEKOTOPBIX BapHAHTAX OCYINECTBJICHUS IIpenapar TPOMOOIMTOB TMOJYYArOT W3 LEJIbHOM
JOHOPCKOW KpOBU (HAmpUMEpP, METONOM JICHKOIMTAPHOW IUJICHKH, METOJOM OOOTaIleHHOM
Tpomboruramu  mnasmel  (PRP)). B HekOTOpbIX BapuaHTaX OCYIIECTBJIEHHUsS Ipenapar
TPOMOOLIMTOB MOJNy4arOT ©Oojiee uYeM OT OJHOro JOHOpa. B  HEKOTOphIX BapHaHTax
OCYIECTBIIEHHSI MTPEnapaT TPOMOOLIUTOB COAEPIKHT TUIA3MY.

[0037] «IIpouecc MHaKTUBALMU NATOTE€HHBIX MUKPOOPTaHU3MOBY» B paMKax HAaCTOSIIEro
n300peTeHNs] O3HA4YaeT TMPOLIECC, TIOJNIE3HbIM JJIsI WHAKTHBALUK BO3MOXHO HMMEFOIHXCS
NATOr€HHBIX MUKPOOPTaHMW3MOB B Ipernapare TPOMOOLIUTOB, TaAKOM KakK JOHOPCKas KPOBb C
TPOMOOLIUTaMH, IPUYEM ITOHSTHO, YTO MPOLECC He 0053aTeNbHO MOJHOCTHIO HHAKTHBUPYET BCE
NAaTOr€HHblE MUKPOOPTaHM3MBI, KOTOpPble MOTIYT HMETBbCS, HO CYIIECTBEHHO CHIDKAET

KOJIMYECTBO IAaTOMC€HHBIX MUKPOOPraHU3MOB, 3HAYUTCJIBHO CHHXasi PHUCK CBA3aHHOTO C
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nepenuBaHueM 3a0oneBaHus. VHAaKTUBALMIO MATOTEHHOTO  MHMKPOOPTaHM3Ma  MOJKHO
aHATM3UpPOBaTh, HANpPUMeEp, IyTeM H3MEPEeHUs KOJIW4ecTBa HH(QEKIMOHHBIX MaTOr€HHBIX
MHUKPOOPTaHU3MOB (HAIpHMep, BUPYCOB WM OaKTepHil) B ONpeneIeHHOM o0beMe, U YPOBEHb
MHAKTUBALUU OOBIYHO OTOOPAXKAIOT MMyTEM YMEHbLISHHS ITOKA3aTelNsl CTeNneHN NH)EKIIMOHHOCTH
NaTOTeHHOTO0 MUKPOOPTaHW3Ma WM YMEHBIIEHHs MOpsiiKa YHMcia B TUTpe. B manHON obmactu
W3BECTHBI CIOCOOBI aHAIM3a YMEHBIIEHMs MOpPsIKAa YHCIa B TUTPE M €ro HU3MEpPeHHs Ui
WHAKTUBALUHU NATOI€HHbIX MUKPOOpPTraHu3MoB. Croco0b! aHaNN3a yMEHBIIEHHs OPSIKA YHCIa
B TUTPE U €ro WU3MEpEeHHUs Uil WHAKTHBALWU TMATOTEHHBIX MHKPOOPTaHM3MOB OIHCAHBI,
Hanpumep, B natente CIIIA Ne 7655392, packpbiTe KOTOPOTO BKJIKOYEHO B JaHHBIA JTOKYMEHT
NOCPEICTBOM CCBUIKH, TaK KaK OH OTHOCHTCS K aHAJIM3aM JJIsl WHAKTHBALMUU TMaTOT€HHBIX
MHUKPOOPTAaHU3MOB. B CBsi3M ¢ 3TUM anst JHOOOro JAaHHOTO MATOrEHHOTO MHKPOOPTaHU3Ma
U3BECTHBIE KOJMYECTBA MOXKHO JOOABISTH K TECTUPYEMOH €IWHUIE TPOMOOLMTOB (Hampumep,
npenapaty TPOMOOLMTOB) Uil OLEHKH, HACKOJIBKO HMHAKTHUBALUS OOYCJIOBJIEHA IPOLIECCOM,
Korga OOBIYHO TIPOLIECC WHAKTUBAIMM TATOT€HHBIX MHKPOOPTAHU3MOB TNPUBOAUT K
YMEHBLICHUIO TOpsiIKa YHCIa B THTPE IO MEHbIIEH Mepe MpHONM3HTENbHO Ha 1 WK K
YMEHBUICHUIO TOPSAKA YWCIA B TUTPE NPUONM3UTENbHO Ha 2, NPUOIM3UTENBHO Ha 3,
NpUOM3UTENFHO HAa 4 MM MO MeHbIIeH Mepe NMpHOIMm3uTeNbHO Ha 5 win Oonee. Torma kak
CrocO0BI, KOTOpBIE OIMMCaHbI B HaHHOM JOKYMEHTe, NPUMEHHMBI K J000MYy TMpoIeccy
MHAKTHBALMM MAaTOT€HHBIX MHUKPOOPTaHM3MOB, HYXHO, YTOOBI TPOLECC HHAKTUBALUH
NATOr€HHBbIX ~ MUKPOOPTaHW3MOB  JIONMYCKaJl ~ MHAKTUBALMIO  MHOXKECTBA  IATOTE€HHBIX
MHUKPOOPTaHHU3MOB C YMEHbIIEHHEM IOpPsiika YKCiia B TUTPE IO MEHbIIeH Mepe Ha |, BKIroYas
NaTOreHHBbIH MHUKPOOPraHu3M, BblOMpaemblii n3 rpymmsl, cocrosimed nz HIV-1, HBV, HCV,
HTLV-1, HTLV-2, Bupyca West Nile, Bupyca rematuta E, Escherichia coli, Klebsiella
pneumoniae, Yersinia enterocolitica, Staphylococcus epidermidis, Staphylococcus aureus,
Treponema pallidum, Borrelia burgdorferi, Plasmodium falciparum, Trypanosoma cruzi u
Babesia microti. B HEKOTOpBIX BapMaHTaX OCYIIECTBJIEHUs MPOLECC WHAKTUBALMU MATOT€HHbBIX
MHUKPOOPTAHHU3MOB ~ MOJKET  BKJIOYaTb  OOpabOOTKYy  WMHAKTUBUPYIOIIUM  MAaTOTEHHbIE
MUKpoopranu3mel coenraeHuem (PIC).

[0038] «MHakTUBHpYIOIIEe MAaTOTeHHblE MUKPOOPraHu3Mbl coenuHeHue» uinu «PIC» B
paMKax HACTOAILIEr0 HM300peTeHHs O3Ha4aeT J000e, IMOAXOAdAIlee COeNUHEHHE, TaKoe Kak
HeOOJIbIIIOE OPraHUYECKOe COETUHEHHE, KOTOPOe MOXKHO HCIONb30BaTh JJIsl MHAKTUBALIUH
NATOr€HHOTO0 MHKPOOPTaHM3Ma M KOTOPOE MOXKET HMEThCS B COAEpIKALIeM TPOMOOIHTHI
npenapate KpoBH. «POTOAKTUBHPOBAHHOE HHAKTUBHPYIOIIEE MATOr€HHbIE MHUKPOOPTAHHU3MBI
COEAMHEHUE» MPENCTABIISET COOOM MOAXOALIee COeNMHEHUE, KOTOPOMY TPeOyeTCsl HEKOTOPBIi
YPOBEHb CBETA, YTOOBI B JIOCTATOYHOW CTENIEHW WHAKTHUBUPOBATH (HampuMmep, POTOXUMHUECKU
MHAKTHBHUPOBATH) MATOT€HHBIN MUKPOOPTraHU3M. Takue COeMHEHMsI TIOJIEe3HbI TSI HHAKTUBALIUH
NATOr€HHBIX MUKPOOPTaHU3MOB B IperapaTe TPOMOOLUTOB MIIM APYTHX MperapaTrax KPOBH, TaK
KaK OHM OOECIeYMBAIOT PEeryJHUpOBaHUE NpOIecca MHAKTUBALMH. Takue (OTOAKTUBHPOBAHHBIE
MHAKTHBUPYIOLIME TATOI€HHblE MUKPOOPTraHU3MBl COEJUHEHUs, OINMCAHHbIE B JaHHOM

AOKYMEHTE, BKJIHOYAKOT TIICOPAJICHBI, HU30aJIJIOKCA3UHbI,  AJIJIOKCA3UWHBI, (1)TaJ'lOI_lI/IaHI/IHbI,
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(eHoTHa3NHBI U TOPGUPHUHBI, IPUYEM HYKHO MIOHUMATh, YTO STH TEPMHUHbI OXBATHIBAIOT OOIINH
KJIACC COEIUHEHWH, TO €CTh OCHOBHOE COEOUHEHHE U €ro MOAXOASIINE MPOH3BOJHBIE.
Hanpuwmep, ncopaneHs! wim rncopaneH OObIMHO ONMMCHIBAET OCHOBHOE COECIUHEHUE INCOPAIeH U
ar00oe ero TMpOoW3BOAHOE (HAMpHMep, aMOTOCAJICH), W30AJUIOKCA3UHBbI WM H30AJJIOKCA3UH
OOBIMHO OMKCBHIBAET OCHOBHOE COEAMHEHHME HW30a/UIOKCa3MH U JII000e ero MpOM3BOIHOE
(Hampumep, pubodaBuH) U Tak Aajnee. Takue MPOU3BOIHBIE COMEPKAT CTPYKTYPY OCHOBHOI'O
COEIMHEHHs], a TaKKe JOMOJTHUTEIbHbIE 3aMEeCTUTENIN K OCHOBe. ONMUCaHUs TaKUX COCNUHEHHI
BKJIFOYAIOT JIFOOBIE UX COJIH.

[0039] TepmuH «amoTOCaJieH» B paMKax HACTOSIIEr0 H300peTeHUs O3HAa4YaeT
coequHeHne 3-(2-aMUHOATOKCUMETHI)-2,5,9-TpuMeruindpypo[3,2-G]xpomeH-7-0H U JitoOble ero
comu. CoequHeHHe aMOTOCAJIEH TaKkKe MOKEeT Ha3bIBaThCs 3-[(2-aMHHOATOKCH)MeTHI]-2,5,9-
tpumetii-7H-¢pypo[3,2-G][ 1]6en3omupan-7-ou-ruapoxyopusn. CoenquHeHne aMOTOCAIeH TaKikKe
MOJKeT Ha3bIBaThCs 4’ -(4-aMuHO-2-0kca)OyTi-4,5’,8-Tpumernn ncopaned. Korna nHakTuBanus
npenapaToB KPOBH, TAKHX KakK TMpemnapar TPOMOOLMTOB, BKJIOYAaeT A0OaBleHHE B Mpenapar
kposu amotocaiena HCI (coms HCl amorocaneHa), ynajaeHne 3TOro COeNMHEHUsST U3 Tpernapara
KPOBH HE OrpaHndeHo yznanreHueMm amortocaseHa HCI, Tak kak amoTocaneH MOKeT
NPUCYTCTBOBATh B PACTBOPE B BUJIE APYTHX COJIEH MM B BHI€ CBOOOTHOIO OCHOBAHUSI.

[0040] «Kommo3umusi TpOMOOLIUTOBY B paMKax HACTOSIMIEr0 HM300pEeTeHUsT O3HA4YaeT
KOMIIO3UIIMIO ¢ WHAKTHBHUPOBAHHBIMU IMATOT€HHBIMH MHKPOOPTaHU3MAaMH, COIEPIKAIIYIO
TPOMOOILUTHI.

[004]1] «C uWHaKTUBUPOBAHHBIMH NATON€HHBIMU MUKPOOPTaHM3MaMH» B paMKax
HACTOSIIEr0  M300peTeHHs]  ONUCBIBAeT MpemapaT KpoBU  (Hampumep, KOMITO3HULIMIO
TPOMOOILIUTOB), KOTOPBIN MOABEPralOT MPOLECCY MHAKTHBALUN NAaTOT€HHBIX MUKPOOPTaHU3MOB
(Hampumep, C TOMOIIBIO CIOCOOOB, OMHMCAHHBIX B JAHHOM AOKYMEHTE) AJsl WHAKTHBALUH
BO3MO)KHO UMEIOLINXCS NMATOT€HHBIX MUKPOOPraHu3MOB. [IOHATHO, 4TO mpoliecc MHAKTHBALMH
MATOr€HHBIX MHUKPOOPTaHU3MOB HE O0s3aTENIbHO MOJIHOCTBI) MHAKTUBUPYET BCE MATOTCHHBIE
MHUKPOOPTaHU3MbI, KOTOPbIE MOTYT UMETBHCS, HO CYIIECTBEHHO CHMXKAET KOJIMYECTBO OHOTO MJIH
0oJiee MaTOreHHbIX MHUKPOOPTaHM3MOB, 3HAYUTEIBHO CHUKAsI PUCK CBSI3AHHOTO C MEPEeTMBAHUEM
3a00sIeBaHMSL.

[0042] TepmMuH «OAXOAALIUI AJs1 UHPY3UU» OTHOCUTCS K JIFOOOMY Tpemnapary KpOBH
(HampuMep, KOMITO3ULIUU TPOMOOLIMTOB, KOMITO3ULIMU TPOMOOLIUTOB C WHAKTUBUPOBAHHBIMHU
MaTOTeHHBIMH MUKPOOPTaHU3MAaMU), KOTOPBIH MOXKHO HCIIONB30BaTh 1isi nH(y3uu (Hampumep,
nepenuBaHusi) CyObekTy (Hampumep, MALMEHTY-4YeJIOBEKY) COIJIaCHO  MENHIIMHCKOMY
3aKJIIOYEHNI0. B HEKOTOPBIX BapHAaHTaxX OCYLIECTBIEHHs MPUIOAHOCTh OTHOCHTCS K HAJMUHIO
JIOCTAaTOYHOW OHMOJNOrMYeCKOH aKTHBHOCTH AJISI €€ MPEANONIaraéMoro HCIOJb30BAHUSA, TO €CTh
IUTS. UCTIOJIb30BAHUS, KOTJa IMOKAa3aHO MepennBaHue (PakTOpOB CBEPTHIBAHUS KPOBH HYEJIOBEKA,
BKJIFOUasi, O€3 OrpaHHuYeHHUe, pPeryJUpOBAaHHE KPOBOTEUEHHs, CBA3aHHOTO C JepHUIUTOM
¢ubpunorena, neyenne nedpunura pakropa XIII, neuenne nedumnura dakropa VIII, neueHue
Oonesan  BumneOpanpma, monmaep:kaHue — remMocrasa,  JIeU€HHE — TUCCEMHUHHUPOBAHHOTO

BHyTpucocyaucroro cpeprtbiBanusi (DIC) wumm  kpoBorewenuss Oonpinoro oObemMa H/HIH
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nojyueHue (GuOPUHOBOrO Kies. B HEKOTOPhIX BapHaHTax OCYIIECTBJIEHUS MPUTOAHOCTH
OTHOCUTCSI K HAJIMUYUIO JOCTATOYHOH O€30macHOCTH, HAIpHMeEp, KOTJa INpernapar MOABEPraroT
oOpaboTke, KoTopas yay4maer Oe30macHOCTb Ipemapara (HampuMep, WHAKTUBALHIO
NaTOr€HHBIX MUKPOOPTAaHU3MOB) W/UJIHM JEMOHCTPUPYET YAOBJIETBOPUTEIBHYIO 3(PPEKTUBHOCTD
OTHOCHUTEJIBHO OJHOTO MM OoJiee CBSI3aHHBIX ¢ O€30MacHOCTBIO M3MEPEHUH (TaKuX Kak TUTP
BUpPYCOB MM Oakrepuii). PoToxuMHuyeckass MHAKTUBALMS IATOTEHHBIX MHKPOOPTaHHU3MOB B
eIMHHLAX [penapara KpOBH C UCIIONBb30BAHUEM aMOTOCAJIEHA U YIbTPA(QHONETOBOrO U3JIyYEeHUS
A, KaK ONMHMCaHO B JAHHOM JOKYMEHTE, XOPOLIO M3BECTHA JJIsl MOJIyYeHHs] TAaKOro Ipernapara
KPOBU (HampuMep, KOMIIO3ULMH TPOMOOLIMTOB), KOTOPbIH MOAXOAUT Ui MHQy3uu Jronasm. B
HEKOTOPBIX BAPUAHTAX OCYIIECTBJICHHUS MPUTOAHOCTh OTHOCHTCS K COOTBETCTBUIO OJHOMY MJIH
Oonee craHmapTaM (HampuUMep, HAJIWYUK YPOBHS OHMOJIOTHYECKOW AaKTUBHOCTU — WJIH
OHMOIOrNYeCKOro KOMITOHEHTA, KPUTEPHIO 0€30MacHOCTH U TOMY NOAOOHOE), YCTaHOBJIEHHBIM
AKKPENUTYIOLIMM  areHTCTBOM WJIM  PEeryJUPYIOIIMM  OPraHoM, KOTOPBIH  yIpaBJisieT
NPAaKTUYeCKUM TMpHMEHeHHneM WH(Qy3un, TakuM kak AABB. B HekoTOpeIX BapHaHTax
OCYIIECTBIIEHUs] TPUTOAHOCTb KOMITO3UIIMM TPOMOOLIUTOB, TIOIBEPTHYTOW HHAKTHUBALIUH
NATOr€HHBIX MHUKPOOPraHW3MOB (Hampumep, (HPOTOXMMUYECKOH HMHAKTUBALMM MAaTOT€HHBIX
MHUKPOOPTAHHU3MOB C MOMOIIBI0 aMOTOCAIEeHa/yIbTPaduOIETOBOrO U3NyYEeHUsI A), OTHOCUTCS K
KoMro3unuu TpomOonuToB ¢ koHueHtpauued PIC (manpumep, ocrtarounoro PIC) Humxke
OTIPEIENIEHHOT0 YPOBHS MOCJIE MPOLECcca HHAKTUBALIMH MTATOT€HHBIX MUKPOOPTaHU3MOB.

[0043] TepMuH «B CTEPUIIBHBIX YCJIOBMSIX» WJIM «CTEPWIBHO» B PaMKax HACTOSLIETO
n300peTEeHNs] OTHOCUTCS] K COXPAHEHUIO CTEPHJIBHOCTH CHCTEMBI, HAIPUMEP MyTeM COCAMHEHUs
IBYX MEIIKOB W3 KOMIUIEKTa JUIsi 0OpabOTKM KPOBH, WJIM OTHOCHUTCSI K CPEICTBY, C IOMOIIBIO
KOTOPOrO B MpOLECC HE BBOAST 3arpsi3HeHHe. Hampumep, kak HUCHoib3yercs B crocodax,
OINMCAHHBIX B JAAHHOM IOKyMEHTEe, OJIOK-HCTOYHHUK Ipernapara KpOBHM, TAKOTO Kak Ipernapar
TPOMOOLIMTOB (HaNpHMep, B MOAXOAAIIEM KOHTEHHepe), coaep Kainuil TpyOKy st COEAMHEHHUS C
KOMIUIEKTOM Ui 0OpaOOTKM WJIM  KOHTEHHEpOM JUIsl WHAKTHBHPYIOILIETO IaTOTCHHbIE
MUKPOOPTAHU3MbI COEAMHEHHs], COIEPKAIIUM TMOXOXKYK TpPyOKy, MOXKHO COEIMHUTH B
CTEPHJIbHBIX YCIIOBHSAX C TOMOLIBI) HM3BECTHBIX B JAHHOH 00JacTU CrocoOOB, HAmpuMep, C
UCTIONIb30BAHUEM CTEPHIJIBHOTO COCAMHSIOLIETO YCTPOHCTBA, KOTOPOE ACHCTBYET, CIUIABIISS HMIIH
cBapuBasi TPyOKy BMeCTe JUIsl PEIOCTABICHHUS CTEPHIIBHOTO MPOTOYHOTO KaHAJIa MEKAY IBYMs
KOHTeHHepaMu. AHAJIOTMYHBIM 00pa3oM, KOrAa CrocoObl, ONMMCAHHBIE B JAHHOM JOKYMEHTE,
OIMHUCBIBAIOT TEPMETHU3ALMIO TAKUX TPYOOK, T€PMETU3ALUIO MPOBOAST B CTEPHIIBHBIX YCIOBHSX,
HarpuMep, C UCTIONB30BAHUEM YCTPOIHCTBA AJISt CBAPKU TPYOOK.

CriocoObl mony4eHnst KOMITO3ULIUH TPOMOOLIITOB

[0044] B HacToslIeM pacKpbITHM B HEKOTOPBIX ACIEKTaX IPEICTABJICHBl CHOCOOBI
NOJIYYeHUS]  KOMIIO3MLMH  TPOMOOUMTOB  (HampuMep, KOMIIO3ULUH TPOMOOLIUTOB €
MHAKTHBUPOBAHHBIMU NMATOT€HHBIMH MUKPOOPTaHU3MaMH), BKIIFOYAOIINeE: (a) MpenoCTaBIeHHe
(Harmpumep, B TEPBOM KOHTEHHEpPE) pacTBOpa, COAepiKaliero A00aBOYHBI  PacTBOP
TpomborutoB (PAS) n nHakTHBHpYIOLIEe MaTOreHHble MukpooprannsMel coenunenne (PIC); (b)

CMeILIMBaHNE pacTBOpa 3Tama (a) ¢ mpemapatoM TPOMOOLMTOB, U (C) BO3JEHCTBUE CBETOM Ha
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cmech ortama (b), nmocratrouHoe aisg QOTOXMMHUYECKONW HMHAKTHBALMUU MMATOTEHHOTO
MHUKPOOPTaHU3Ma, IIPU HAJIMYHH, C MTOJy4EeHHEM TaKUM 00pa30M KOMITO3ULIH TPOMOOLIUTOB.

[0045] CnocoOpl mosy4eHuss KOMIIO3ULUH TPOMOOLMTOB (HAIpUMEp, KOMIIO3ULIUH
TPOMOOLIUTOB C HHAKTUBUPOBAHHBIMH TIATOT€HHBIMH MUKPOOPIaHHU3MaMH), PACKpBIThIE B
JaHHOM JIOKYMEHTE, BKJIOUAIOT (a) MpenocTaBiIeHHE pacTBOPA, CoAepiKaiero Ao0aBOYHbIHM
pactBop TpombOoruToB (PAS) 1 MHAKTUBHpPYIOLIEE MATOTEHHBIE MUKPOOPTAHM3MbI COCHHEHHE
(PIC), npu atom pactBop, conepskamuii PAS u PIC, nmeer nocrarounslit o0beM AJist ONy4YeHUs
mo00oro  KoJIM4YecTBa  KOMIIO3MIMH  TPOMOOLMTOB  (HAampWMep, OMHOKPATHOW  HIIK
TEPANeBTHYECKOW H03bI TPOMOOLMTOB). B HEKOTOPBIX BapHaHTaX OCYIIECTBIEHHS IEPBbIH
KOHTelHep 3Tana (a) CONEP’KUT JOCTATOYHBIA OO0BEM pacTBOpa, COAEpIKAINero JI00aBOYHBIM
pactBop TpoMmOouuToB (PAS) M MHAKTUBUPYIOIEE MATOr€HHbIE MUKPOOPTAHU3MBI COEIUHEHHE
(PIC), nnst monmyueHUss ONHOH KOMIIO3ULMHM TPOMOOLHMTOB (HANpUMep, OJHOKPATHOM
TEPANeBTHUECKOH M03bI TPOMOOLMTOB). B HEKOTOPBIX BapHaHTaX OCYIIECTBIEHHS IEPBBIH
KOHTelHep 3Tana (a) CONEP’KUT JOCTATOYHBIA OO0BEM pacTBOpa, COAEpIKAINEro JTOO0aBOYHBIM
pactBop TpomOounToB (PAS) 1 MHAKTHBUpYIOIIEE MATOr€HHbIE MUKPOOPTAHU3MbI COCTUHEHNE
(PIC), nns momydeHus nByX uiau Oojee (Hampumep, Tpex) KOMIO3MLMN TpoMOoruToB. B
HEKOTOPBIX BapUAHTAX OCYINECTBIIEHHs MEPBBbIH KOHTEHHEp sTamna (a) COOep>KUT JOCTaTOYHBIH
0o0BeM pacTBOpa, comepKaiiero 100aBouHbIN pacTBop TpomOonuToB (PAS) n nHakTHBHpYIOIIEE
natoreHHble MuUKpoopranusmel coequHenue (PIC), ans momydeHuss KOMIO3ULUU TPOMOOLIUTOB
OT OHOTO JAOHOPa TPOMOOLIMTOB. B HEKOTOPBIX BapHaHTaX OCYIIECTBIIEHHS NEPBbI KOHTEHHED
stama (a) COAEPXKUT IOCTATOYHBIM OOBEM pacTBOpa, coaeprKamero 100aBOYHBIA PacTBOP
TpomborutoB (PAS) u mHaKkTHBHpYIOIIEE MAaTOreHHble MUKpoopraHusmsl coenuHeHue (PIC),
IS TIOJTyYEeHUs] KOMIIO3UIMH TPOMOOIIUTOB OT ABYX MK O0Jiee JOHOPOB TPOMOOLIUTOB.

[0046] B HEKOTOpPBIX BapuUaHTaX OCYLIECTBJICHUS MPEACTABIEH CIOCO0, BKIFOYAOIIUIL:
(a) mpenmocraBieHHe B INEPBOM KOHTEWHEpE pacTBOpa, COIEeprKaliero N0OaBOYHBIH pPacTBOP
TpomboruToB (PAS) 1 nHakTHBHpYIOLIEE MAaTOreHHbIe MUKpoopranusMbl coenunenue (PIC); (b)
CMEIIMBaHUE B MEPBOM KOHTEWHEpe pacTBopa 3Tana (a) ¢ mpermapaToM TPOMOOLUTOB, U (C)
BO3JIEIICTBHE CBETOM Ha cMech 3Tama (b), mocTaTouHoe st (POTOXMMHUYECKOW HHAKTHBALIMH
NATOr€HHOrO0 MHUKPOOPTaHU3Ma, MPH HAJIWYHH, C TOJYYEHHEM TaKUM 00pa3oM KOMITO3UIUH
TpOMOOILIMTOB. B HEKOTOPBIX BapuaHTaX OCYLIECTBIIEHHs] NEPBbI KOHTEHHEP H3TOTOBIIEH W3
Marepuaga, IO CYIECTBY MOJNYNpO3pavyHOro JJjsi CBeTa B JWANa30HE JJUH BOJH
(oToXUMHUUECKOH MHAKTUBALMH (HampuMmep, oT npudmusutenbHo 200 HM 10 MPHOIU3HTENBHO
400 nM, ynbTpadHoNeToBbIH CrieKTp A), U cMech 3Tamna (b) MoaBEpraroT BO3AEHCTBHIO CBETA B
NepBoM KOHTeliHepe. B HEKOTOpBIX BapuaHTax OCYLIECTBIIEHHUS pacTBoOp, coiepskamuii PAS u
PIC, 00BequHSIOT C mpenapaToM TPOMOOLIMTOB NP CMEMIMBAHUH Ha 3Tane (b) 1 HHKYOHpYIOT B
TedeHue neproaa ot 30 MUHYT 10 24 JacoB mepes BO3AEHCTBHEM HA CMECh CBETOM Ha dTarne (C).
B HeKOTOpBIX BapHaHTax OCYILIECTBIEHHS MIEPBBII KOHTEHHEP CONEPKUT YCTPONUCTBO afcopoumu
coennaenust (CAD). B HeKOTOpBIX BapHaHTaxX OCYLIECTBJIEHHs NEPBbIH KOHTEWHEP MOAXOIUT
I XpaHEHUsT KOMIIO3UIMH TPOMOOLMTOB. B HEKOTOPBIX BapHaHTaxX OCYLIECTBJIEHHUS CIIOCO0

JOMOJHUTEIBHO BKJIIOYAET MOCie 3Tama (C) nepeHoc (Hampumep, CTEPUIIbHO) KOMIIO3HLIUH
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TpoMOOILIMTOB B KOHTeHHep, comepkamuii CAD. B HEKOTOpbIX BapHaHTaxX OCYIIECTBIICHUS
KOHTeliHep, coxepkamuii CAD, moxxomut panst XpaHeHHMs KOMITO3UIMU TpomOouuTos. B
HEKOTOPBIX BApUAHTAX OCYILIECTBJIECHHS CHOCOO AOMOJHMUTENBHO BKIIOYAET Iocie dTama (C)
nepeHoc (Hampumep, CTePUIbHO) KOMITO3UIMU TPOMOOLIMTOB IO MEHbLIEH Mepe B OAHH
(manpumep, 1, 2 wnn 3) KOHTeHHEp, MOAXOMAIIUI ISl XPAHEHNST KOMIIO3ULIH TPOMOOILIUTOB.
[0047] B HEKOTOpPBIX BapHUaHTaX OCYLIECTBJICHHUS MPEACTABIEH CIOCO0, BKIFOYAFOIIMIA:
(a) mpenocraBieHHe B INEPBOM KOHTEWHEpPE PacTBOpa, COIEpIKaliero N00aBOYHBINA pPacTBOP
TpomboruToB (PAS) 1 nHakTHBUpYIOLIEe MaTOreHHble MUKpoopranusMel coenunenne (PIC); (b)
CMEIIMBaHKE BO BTOPOM KOHTEHHEpe pacTBOpa dTama (a) ¢ mpernapatoM TPoMOOIUTOB, u (C)
BO3JIEiCTBHE CBETOM Ha cMmech dTama (b), mocraTouHoe s (POTOXMMHUYECKOW WHAKTHUBAIUH
MATOr€HHOIO0 MHUKPOOPTaHU3Ma, MPH HAJIWYHH, C TOJYYEHHEM TaKUM 00pa3oM KOMITO3UIUH
TpOMOOILIMTOB. B HEKOTOpPBIX BapHaHTAX OCYIIECTBJICHUS BTOPOH KOHTEWHEP H3TOTOBJIECH W3
Marepuaia, IO CYLIECTBY IMOJYNPO3pavyHOro JJisi CBEeTa B JUAaNa3OHe JUIMH BOJIH
(oToXxuMUUECKOH MHAKTUBALMH (HANpuUMep, oT nmpudmusuTenpbHo 200 HM 10 MPHOIU3HTENBHO
400 uM, ynbTpaduoneToBslii ciekTp A), U cMech 3Tana (b) MoxBeprarT BO3AEHCTBUIO CBETA BO
BTOPOM KOHTeiiHepe. B HeKOTOpBIX BapuaHTaxX OCYILECTBJEHHUs pacTBoOp, coiepxkamuii PAS u
PIC, 00BequHSIOT C mpenapaToM TPOMOOLIMTOB NP CMEMIMBAHUH Ha 3Tane (b) U HHKYOHpYIOT B
TedeHue neproaa ot 30 MUHYT 10 24 JacoB nepes BO3AEHCTBHEM HA CMECh CBETOM Ha dTarne (C).
B HEKOTOPBIX BapuaHTaxX OCYLIECTBJIEHUS BTOPOH KOHTEHHEP COAEPIKUT YCTPOHCTBO aaCcOpOIHH
coenunenusi (CAD). B HeKoTOpBIX BapuaHTaX OCYIIECTBJIEHUS BTOPOH KOHTEHHEP MOIXOAHT
I XpaHEHUsT KOMIIO3UIMH TPOMOOLMTOB. B HEKOTOPBIX BapmaHTaxX OCYIIECTBJIEHHUsS CIIOCO0
JOTIONIHUTENIBHO BKIIKOYAET Iociie 3Tana (C) mepeHoc (Hampumep, CTEPHIIBHO) KOMIO3ULIMU
TpoMOOLIMTOB B KOHTeHHep, comepkamuii CAD. B HEKOTOpbIX BapHaHTax OCYIIECTBJICHUS
KOHTelHep, comepxkamuii CAD, momxoauT ajst XpaHEHHs KOMIO3ULMU TpomOouuToB. B
HEKOTOPBbIX BAPHAHTAaX OCYINECTBIEHHS CIOCOO MOMOJIHUTENbHO BKJIOUaeT mocie srtama (c)
nepeHoc (Hampumep, CTePUIIbHO) KOMITO3UIMKM TPOMOOLIMTOB IO MEHBIIEH Mepe B OOUH
(marmmpumep, 1, 2 unu 3) KOHTEIHEp, MOIXOASIIUI I XPAHEHUST KOMITO3ULIH TPOMOOLIMTOB.
[0048] B HEKOTOPBIX BapUaHTAX OCYIIECTBJIEHUS MPEICTABIEH CIOCO0, BKIFOUAOLIHIA:
(a) mpenocTaBjieHHEe B MEPBOM KOHTEHepe pacTBOpa, Comepskamero no0aBOYHBIH PacTBOP
TpomboruToB (PAS) n nHakTHBHpYIOLIEE MaTOreHHble MUKpoopranusMel coenunenne (PIC); (b)
COEAMHEHHE IEePBOrO KOHTEHHepa C ycTpoHcTBOM adepesa;, (C) CMEUIMBaHHE B MEPBOM
KOHTelHepe pacTBopa dTana (a) ¢ nmpenapaToM TpoMOouToB; u (d) Bo3nelCTBHE Ha CMeCh dTamna
(c) cBeToM, mocTatouHOE ISl (POTOXUMHUECKOW MHAKTUBALMH ITATOT€HHOTO MHKPOOPTaHU3Ma,
NpU HAJIMYWK, C TOJIyYEHHEM TakuM O0pa3oM KOMITO3UIHMH TpoMmMOomuToB. B HEKOTOpBIX
BapHUAHTAX OCYILIECTBIICHUS MEPBBIA KOHTEHHEDP CTEPHUIIbHO COEUHSIOT C YCTPOICTBOM adepesa.
B HekoTOpbhIX BapuaHTax OCYIIECTBJICHHs MEPBbIl KOHTEHHEP COENMHSIOT C MPOXOAOM HIIN
KaHAJIOM JJisl TIPOTEKaHWsl TeKy4ded cpeabl ycTpoiicTBa adepe3a. B HekoTOpbIx BapuaHTax
OCYIIECTBIIEHHSI IEPBBIH KOHTEWHEP N3rOTOBJIEH M3 MaTepHala, 1o CYIIeCTBY MOJYIIPO3PauHOTO
1N CBeTa B [Mama3oHe JJIUH BOJH (POTOXMMHYECKOW WHAKTHBALMHU (Hampumep, OT

npubnusutensHo 200 HM 10 npubausuTensHo 400 HM, yiabTpaduONETOBBIN CIEKTP A), U CMeCh
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sTana (C) MOABEPrarOT BO3ACHCTBUIO CBETA B MEPBOM KOHTEHHepe. B HEKOTOpBIX BapHaHTax
ocymiecTBiieHus1 pactBop, conepxkamuiit PAS u PIC, obpenuHsroOT ¢ nmpenapatomM TpOMOOLIUTOB
IpU CMEIIMBAaHUM Ha 3Tarne (C) U UHKYOUpPYIOT B TeueHue nepuona ot 30 MuHyT 10 24 yacos
nepesl BO3IEHCTBIEM Ha cMech cBeTOM Ha 3tane (d). B HekoTophIX BapraHTax OCYLIECTBIEHUS
NEepBBIA KOHTEWHep comepKuT ycTtpoiictBo ancopouun coemuHeHust (CAD). B HexoTOpbIX
BApUAHTAaX OCYINECTBJICHUS TMEPBbIII KOHTEHHep MOAXOAMT Uil XPaHEHUs KOMIIO3ULUU
TpoMOOLIMTOB. B HEKOTOPBIX BapHaHTAaX OCYLIECTBJIEHUs CHOCOO IOMOJHUTENBHO BKIIFOYAET
nociie stana (d) mepeHoc (HampUMep, CTEPHIBHO) KOMIIO3UIMH TPOMOOLIUTOB B KOHTEHMHED,
conepxammuiit CAD. B HeKoTOphIX BapuaHTax OCYLIECTBIIEHUs KOHTeiHep, copepxkamnuii CAD,
MOJXO/IUT UL XPAHEHUsS] KOMITIO3UIIUK TPOMOOIMTOB. B HEKOTOPBIX BapHaHTaX OCYLIECTBICHHUS
croco0 JOMONHUTENBHO BKIKOYaeT mocie »Tama (d) mepeHoc (HAampuMep, CTEPHIIBHO)
KOMITO3UIIMH TPOMOOLIMTOB IO MeHbLIeH Mepe B oxmH (Hampumep, 1, 2 wim 3) KOHTEHHEp,
NOJX OZISALIMH JJIs1 XPAHEHUS] KOMITO3UIIMH TPOMOOLIUTOB.

[0049] B HEKOTOPBIX BapUaHTaX OCYIIECTBJIEHUS MPEICTABIEH CIIOCO0, BKIFOUAOLIHIA:
(a) mpenocTaBjeHHEe B MEPBOM KOHTEHHEpe pacTBOpa, conmepskamiero no0aBOYHBIH PacTBOP
TpomborutoB (PAS) 1 nHakTHBHpYIOLIEE MaTOreHHble MukpooprannsMel coenunenne (PIC); (b)
COEANHEHHE NEepPBOr0 KOHTEHHepa ¢ yCTpoiHcTBOM adepesa; (C) CMEIIMBAHHE BO BTOPOM
KOHTelHepe pacTBOpa 3Tamna (a) ¢ mpenaparoM TpoMOounToB; u (d) BO3nEeHCTBHE HA CMECh 3Tana
(c) cBeToM, mocTaTouHOE ISl (POTOXUMHUECKOW MHAKTUBALMM ITATOT€HHOTO MHKPOOPTaHU3Ma,
IpU HAJMYWM, C TIOJIyY€HHEM TakuM Oo0pa3oM KOMITO3MIMU TpomMOomuToB. B HeKOTOpBIX
BapUAHTaX OCYLIECTBJIEHUs MEePBBI KOHTEHHEP CTEPUIIbHO COENUHSIOT € YCTPOICTBOM adepesa.
B HekoTOpbhIX BapuaHTax OCYLIECTBJICHHs MMEpPBbIII KOHTEHHEP COENMHSIOT C MPOXOAOM HIIU
KaHAJIOM JJIsi NPOTEKaHWsl TeKydel cpeabl ycTpolicTBa adepe3a. B HekoTOpbIx BapuaHTax
OCYIIECTBJIEHHs] BTOPOH KOHTEHHEp M3rOTOBJIEH U3 MaTepuala, Mo CyLIECTBY MOJIYIPO3PAYHOrO
AN CBeTa B JWANa30HE [UIMH BOJH (POTOXMMHMYECKOH WHAKTUBAUMU (HAmpUMep, OT
npubnusutensHo 200 HM 10 npubamsutenbHo 400 HM, yiabTpadHONeTOBbIH CEKTP A), U CMECh
sTamna (C) MOABEPrarT BO3NEHCTBHIO CBETa BO BTOPOM KOHTeiiHepe. B HEKOTOpBIX BapHaHTax
ocyliecTBlieHUs] pacTBop, conepxkamuii PAS u PIC, o0benuHsSIOT ¢ mpenaparoM TPOMOOLIUTOB
NpU CMEIIWBAaHUM Ha 3Tarne (C) U UHKYOUpPYIOT B TeueHue nepuona ot 30 MuHyT 10 24 4Hacos
nepes BO3ICHCTBIEM Ha CMeCh cBeTOoM Ha 3tarne (d). B HeKoTophIX BapHaHTaxX OCYLIECTBICHHUS
BTOPOIl KOHTEWHEp COHEpPKUT yCTpoicTBO ancopOuuu coemuHeHus: (CAD). B HekoTOpbIX
BAPUAHTAX OCYIIECTBJICHUS BTOPOH KOHTEHHEP TMOAXOAMUT Uil XPAHEHHs KOMITO3ULUH
TpOMOOIIMTOB. B HEKOTOPBIX BapHaHTaX OCYIIECTBICHHUS CIOCOO JOMOJHUTENBHO BKIIFOYAET
nocnie stana (d) mepeHoc (HampuMep, CTEPIIIBHO) KOMIIO3HUIIMH TPOMOOLIUTOB B KOHTEWHED,
conepxxamnii CAD. B HekoTOpBIX BapuaHTax OCyLIECTBJIEHUs KOHTeiiHep, conepskamuii CAD,
MOJXOMIUT I XPAHEHUs] KOMITO3UIUH TPOMOOINTOB. B HEKOTOPBIX BapHaHTaX OCYILIECTBICHHUS
croco0 JOMONHHUTENBHO BKIO4YaeT mocne 3Tama (d) mepeHoc (Hampumep, CTEPHIIBHO)
KOMITO3UIIMH TPOMOOLIMTOB IO MeHblIell Mepe B oamH (Hampumep, 1, 2 wim 3) KOHTelHEp,
HOIX OZSALIMH JJIsl XPaHEHUS] KOMITO3ULIMUA TPOMOOLIUTOB.

[0050] B HEKOTOpBIX BapuaHTaX OCYLIECTBJIEHUS MPEICTABIEH CIOCO0, BKIFOUAIOLIHH:
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(a) mpemocTaBieHHE B IMEPBOM KOHTEHHEpE pacTBOpa, COAEpIKaIIero AO0aBOYHBIN pPacTBOP
TpomborutoB (PAS) n nHakTHBHpYIOLIEE MaTOreHHble MukpooprannsMel coenunenne (PIC); (b)
COEAVHEHHE TIIePBOrO KOHTEWHepa W BTOPOro KOHTeWHepa ¢ ycTpoiicTBoM adepesa; (c)
CMEIIMBaHNe BO BTOPOM KOHTEeHHepe pacTBopa dTama (a) ¢ mpemapatoM TpoMOouuTos;, U (d)
BO3/IEHCTBHE HAa CMeECh 3Tama (C) CBETOM, AOCTATOYHOE NIl (POTOXMMHUUYECKOM HHAKTHUBALMH
NaTOTEHHOTO0 MHKPOOPTaHH3Ma, NPH HAJIUYUH, C MOJy4YeHHEM TakuM 0o0pa3soM KOMIO3UIMH
TpOMOOLIMTOB. B HEKOTOPBIX BapHaHTAaX OCYLIECTBIECHUS IMEPBbIH W/WIM BTOPOH KOHTEHHEp
CTePHJIbHO COENUHSIIOT C YCTpoiicTBOM adepe3a. B HEKOTOpBIX BapuaHTaX OCYLIECTBICHHUS
NepPBbIi W/WJIM BTOPOW KOHTEWHEpP COEAMHSIOT ¢ MPOXOIOM WM KAHAJIOM JJIsl TPOTEKAHUS
Tekyuell cpenbl ycTpoiicTBa adepe3a. B HEKOTOpBIX BapHaHTaX OCYIIECTBJICHUS BTOPOH
KOHTEHHep M3TOTOBJICH M3 MaTepuaa, Mo CYIIECTBY MOJIYIPO3PAYHOTo ISl CBETA B AHANA30HE
IUIMH BOJIH (POTOXMMHYECKOW WHAKTUBALMH (Hampumep, or mnpudbmusurenbHo 200 HM 10
npubnusutensHo 400 HM, yabTpadHUONETOBBI CHEKTp A), W CMech 3Tama (C) MOABEPraroT
BO3JIEHCTBUIO CBETAa BO BTOPOM KOHTelHepe. B HEKOTOpPBIX BapuaHTaX OCYLIECTBIEHUSI PacTBOP,
conepxauuii PAS u PIC, o0bpenuHsIOT ¢ mpenapaTtoM TpOMOOLIUTOB MPH CMEIINBAHUHN HA STare
(¢) 1 UHKYOUPYIOT B Te4eHHe nepuoaa oT 30 MUHYT A0 24 4acoB mepel BO3ACHCTBHEM Ha CMeCh
cBeToM Ha stane (d). B HEKOTOpBIX BapuaHTax OCYLIECTBIICHHS BTOPOH KOHTEWHEpP CONEPKUT
ycTpoiictBo aacopduuu coenunenusi (CAD). B HEKOTOpBIX BapHaHTaX OCYIIECTBJICHUS BTOPOM
KOHTEWHep MOIXOAMT Ul XPaHEHHUs KOMIIO3UIMHU TPOMOOLMTOB. B HEKOTOPBIX BapHaHTax
OCYIIECTBIIEHHsI CIOCOO OTMONHUTENIBHO BKIOuUaeT mocne stana (d) mepeHoc (Hampumep,
CTEPIJIPHO) KOMIIO3MLIMU TPOMOOIMTOB B KOHTelHep, coxepxamuii CAD. B HekoTophIX
BApUAHTAaX OCYLIECTBIEHHUs KOHTeiHep, conepxamuii CAD, nomxomuT st XpaHEHHs
KOMITO3MLIUK TPOMOOLIMTOB. B HEKOTOPBIX BapHaHTaX OCYLIECTBJIEHHs CHOCOO JOMOJHHUTEIBHO
BKJIFO4aeT mocjie 3Ttana (d) mepeHoc (HampuMep, CTePHJIbHO) KOMIIO3HLUU TPOMOOLMTOB IO
MeHblIeH Mepe B oauH (Hanmpumep, 1, 2 wim 3) KOHTeiHep, NMOAXOAALIMHA Ui XPaHEHHs
KOMITO3UIIMH TPOMOOLIMTOB.

[0051] B HEKOTOpBIX BapUaHTAX OCYIIECTBJIEHUS MPEICTABICH CIOCO0, BKIFOUAIOLIHIA:
(a) koMOMHUpPOBaHUE (HAMPUMEP, CMEIIMBAHKE) B MEPBOM KOHTEWHEpe NOOABOYHOI'O PacTBOpa
TpoMOouToB (PAS) M MHAKTUBUPYIOLIETO MaTOreHHble MUKpoopranumel coenunenus (PIC);
(b) cmemmBaHue B mMepBOM KOHTEHHepe CMecH 3Tama (a) ¢ mpemnapatoM TPOMOOIHTOB, H (C)
BO3JICIICTBHE CBETOM Ha cMech 3Tama (b), moctaTouHoe st (POTOXUMHUYECKOW HHAKTHBALIMH
MATOr€HHOIO0 MHUKPOOPTAaHW3Ma, MPH HAIWYHH, C IOJYYEHHEM TaKkuM O0pa3oM KOMITO3HIIMU
TpOMOOIIMTOB. B HEKOTOPBIX BapuaHTaX OCYLIECTBIIEHHUsS NEPBbIH KOHTEHHEP W3rOTOBIIEH W3
Marepuaga, IO CYLIeCTBY IMOJNYNPO3pavyHOro JJjsi CBeTa B JAHWArna3oHe JJIUH BOJH
¢doroxumMuueckoil MHAKTUBALMH (Harpumep, or npudmusuTenbHo 200 HM 10 MPHOIU3HTENBHO
400 nM, ynbTpaduoNeToBbIi criekTp A), U cMech 3Tamna (b) MoaBEpraroT BO3AEHCTBHIO CBETA B
nepBoM KOHTeliHepe. B HekoTopbIx BapuaHTax ocyiuectsieHus pactsop PAS u pactsop PIC,
o0bpenuHeHHbIe Ha 3Tane (a), OObeANHAIT C MpernapaToM TPOMOOLMTOB MPU CMEINNBAHUHU Ha
stane (b) u uHKYOUPYIOT B TeueHue nepuona ot 30 MUHYT A0 24 4acoB mepes BO3AEHCTBHEM Ha

cMechb CBETOM Ha dTane (C). B HEeKOoTOpBIX BapuaHTax OCYIIECTBIECHUS MNEPBbIH KOHTEHHEp
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comepxut  ycTpoiictBo ancopOuun coenuHeHuss (CAD). B HekoTophIx  BapuaHTax
OCYIIECTBIICHHs TIEPBBbI KOHTEHHEP MOAXOMUT ISl XPaHEHUs KOMIO3ULUU TpoMmOouuTos. B
HEKOTOPBIX BAapUAHTaX OCYLIECTBJIECHUS CHOCOO JONMOJHHUTENBbHO BKIIOYAET rocie stama (C)
nepeHoc (Hanmpumep, CTEPUIbHO) KOMITO3ULIMM TPOMOOLIUTOB B KOHTeHHep, copepskamuii CAD.
B HekoTOpBIX BapHaHTax OCYINECTBJIEHHUs KOHTeiHep, coxepxkamuii CAD, noxxomur s
XPAaHEHUs] KOMIIO3UIMKM TPOMOOIMTOB. B HEKOTOpBIX BapHaHTaX OCYIIECTBJIEHHs CIIOCO0
JOMOJHUTENIBHO BKJIIOYAET MOCie dTama (C) mepeHoc (HampuMep, CTepPHIIbHO) KOMITO3ULMH
TPOMOOILIUTOB MO MeHbINel Mepe B onuH (Hanpumep, 1, 2 wiu 3) KOHTeHHep, MOAXOMIIIHN TSI
XPaHEHHsI KOMIIO3HLIUU TPOMOOIIUTOB.

[0052] B HEKOTOPBIX BapUaHTAX OCYLIECTBJIEHUS MPEICTABIEH CIIOCO0, BKIFOUAIOLIHIA:
(a) xoMOuHMpOoBaHKE (HAIPUMED, CMEIIUBAHKE) B NIEPBOM KOHTEHEpe NOOABOYHOIO PacTBOpA
TpoMOoruToB (PAS) M MHAKTUBUPYIOLIETO MaTOreHHble MUKpoopranusmel coenunenus (PIC);
(b) cmemmmBaHMe BO BTOPOM KOHTEHHepe cMecHu 3rtama (a) ¢ mpemnapatoM TPOMOOIUTOB, U (C)
BO3JICIICTBHE CBETOM Ha cMmech 3Tama (b), moctaToyHoe st (POTOXUMHUYECKOW WHAKTHBALIMH
NAaTOr€HHOTO0 MHUKPOOPTaHW3Ma, MPH HAJIWYHH, C IOJYYEHHEM TaKUM O0pa3oM KOMITO3HLIUU
TpOMOOIIMTOB. B HEKOTOpPBIX BapHaHTAX OCYIIECTBJICHUS BTOPOH KOHTEWHEP H3TOTOBIEH W3
Marepuaga, IO CYLIeCTBY IMOJNYNPO3pavyHOro Jjsi CBeTa B JAHWANa3OHe JJIUH BOJH
¢doroxumMuueckoi MHAKTUBALMH (HArpuMep, oT npudmusutenpbHo 200 HM 10 MPHOIU3HTENBHO
400 uM, ynbpTpaduoneToBslii ciekTp A), U cMech 3Tamna (b) moxBeprarT BO3AEHCTBUIO CBETA BO
BTOPOM KOHTeiiHepe. B HekoTOpbIx BapuaHTax ocyiuectsieHus: pactsop PAS u pactsop PIC,
oObpenuHeHHble Ha 3Tane (a), OObeANHAIT C MpernapaToM TPOMOOIMTOB MPU CMEIINBAHUHU Ha
starne (b) u uHKYOUPYIOT B TeueHue nepuoaa ot 30 MUHYT 10 24 4acoB mepes BO3AEHCTBHEM Ha
cMech CBeTOM Ha jsTarne (c). B HEKOTOpBIX BapHaHTaxX OCYIIECTBJIEHUS BTOPOW KOHTEHHEp
comepxur  ycrpoiictBo axcopbuun  coenuHenust (CAD). B HekoTopeIx — BapuaHTax
OCYLIECTBJICHHsI BTOPOW KOHTEWHEp MOAXOAWT Ui XPaHEHHs KOMIO3UIMU TpomMOouuToB. B
HEKOTOPBIX BAapUAHTaX OCYLIECTBJCHHUS CHOCOO JOMOJHHUTENBHO BKJIIOUYAET mocie dtama (C)
nepeHoc (Hanpumep, CTEPUIIbHO) KOMITO3ULIMM TPOMOOLIUTOB B KOHTeHHep, copepskammii CAD.
B HexkoTOpBIX BapuaHTax OCYILIECTBJIEHUs KOHTeliHep, copepxawuii CAD, moxxomut ans
XPaHEHHUs] KOMIIO3MLUU TPOMOOLUMTOB. B HEKOTOPBIX BapHaHTaX OCYIIECTBICHUS CIOCOO
JOTIOJIHUTENIPHO BKIIFOYAET MOciie 3Tana (C) mepeHoc (Hampumep, CTEPHIIbHO) KOMITO3HLIUU
TPOMOOILIUTOB 1O MeHbIIEH Mepe B onuH (Hanpumep, 1, 2 win 3) KOHTeHHep, MOAXOMAIIHN ISt
XPaHEHHsI KOMIIO3HULIUU TPOMOOIIUTOB.

[0053] B HEKOTOPBIX BapUaHTaX OCYLIECTBJIEHUS MPEICTABIEH CIIOCO0, BKIFOUAOLIHA:
(a) xomMOuHMpOBaHME (HAIPUMED, CMEIINBAHKE) B NIEPBOM KOHTEiHEepe NOOaBOYHOIO PacTBOpPA
TpoMboruToB (PAS) M MHAKTUBUPYIOLIETO MaTOreHHble MUKpoopranusmel coenunenus (PIC);
(b) coenmHeHme mepBOro KOHTEWHEpa ¢ ycTpoilcTBOM adepesa;, (C) CMEIIMBaHHE B TMEPBOM
KOHTelHepe cMecH 3Tamna (a) ¢ mpernaparoM TpoMOoLuToB; U (d) Bo3aelcTBHE Ha cMech 3Tana (C)
CBETOM, AOCTATOYHOE JJIs1 (POTOXMMUYECKOH MHAKTUBALMM MaTOr€HHOIO MUKPOOPTaHU3Ma, MpU
HAJIMYNY, C TIOJYYEHHUEM TaKUM 00pa3oM KOMIIO3ULIUMH TPOMOOIMTOB. B HEKOTOPBIX BapuaHTax

OCYLIECTBJIEHUsT NEpBbIi KOHTEHHEpP CTEpUIbHO COEAMHSIOT C YCTpoiicTBoM adepesza. B



19

HEKOTOPBIX BApUAHTAX OCYLIECTBJIEHHs IEPBBbIH KOHTEWHEP COEOUHSIIOT C IPOXOIOM MU
KaHaJIOM JJIsl TPOTEKaHWsl TeKy4del cpeabl ycTpoiicTBa adepe3a. B HekoTopbIx BapuaHTax
OCYILECTBIICHHSI IEPBBIA KOHTEHHEp M3rOTOBJIEH M3 MaTepHala, 1o CyIECTBY MOJIYIPO3PavyHOro
1N CB€Ta B JMama3oOHe JJIUH BOJH (POTOXMMHUYECKOW WHAKTHBALMHU (Hampumep, OT
npubausutensHo 200 HM 10 npubnusurenbHo 400 HM, yiabTpadHoNeToBbId CeKTp A), U CMECh
sTana (C) MOABEPraroT BO3AEHCTBUIO CBETAa B MEPBOM KOHTelHepe. B HEKOTOpBIX BapHaHTax
ocymectsieHus pactsop PAS u pacrsop PIC, oObenuneHHble Ha 3Tane (a), OOBEIUHSIOT C
npenapaToM TPOMOOLIMTOB MPHU CMEIIMBAHUY Ha 3Tare (C) U UHKyOUPYIOT B TEYSHHE NIeproa OT
30 muHyT 10 24 HacoB mepen BO3NEHCTBHEM Ha cMmechb cBeToM Ha starne (d). B HekoTopsix
BapPHUAHTAX OCYLIECTBJICHHUS MEPBBIA KOHTEHHEP CONEPIKUT YCTPOHCTBO afcOpOLUU COENUHEHUS
(CAD). B HeKOTOpbIX BapHaHTaX OCYIIECTBJICHUsI MEPBbI KOHTEHHEDP MOAXOMUT JJIsl X PAHEHUSI
KOMITO3UIIUH TPOMOOLIMTOB. B HEKOTOPBIX BapHaHTaX OCYLIECTBJICHUS CHOCOO JOMOJHHUTEIBHO
BKJIFOUaeT mocje 3tana (d) mepeHoc (Hampumep, CTEPHJIBHO) KOMITO3ULIUUA TPOMOOLIMTOB B
KoHTelHep, conepxamuii CAD. B HekoTOpbpIX BapuaHTax OCYIIECTBJIEHHs] KOHTeMHep,
cogepxamuii CAD, momxomuT ansl XpaHEHHWs KOMIIO3ULUH TPoMOOIMTOB. B HEKOTOPBIX
BapHaHTaX OCYLIECTBJIICHUs CHOCOO JOMOJHUTENBHO BKJFOYaeT mocie sTama (d) mepeHoc
(HarpuMep, CTEPUIIbHO) KOMIIO3ULIMU TPOMOOIIMTOB MO MEHbLIEH Mepe B OAuH (Hampumep, 1, 2
WY 3) KOHTEHHEP, MOIXOAALINH I XPAaHEHUST KOMITO3ULIH TPOMOOIIUTOB.

[0054] B HEKOTOPBIX BapUaHTaX OCYLIECTBJIEHUS MPEICTABIEH CIIOCO0, BKIFOUAOLIHA:
(a) koMOnHUpPOBaHUE (HAIPUMep, CMEIINBAHKUE) B MEPBOM KOHTEWHEpe NOOABOYHOIO pacTBOpa
TpomboruToB (PAS) M MHAKTUBUPYIOIIETO MaTOreHHble MUKpoopranusmel coenuHenus (PIC);
(b) coenuHeHue nepBOro KOHTeHHepa ¢ yCTpoHCTBOM adepesa; (C) CMeIIMBaHHE BO BTOPOM
KOHTeIHepe cMecHu dTamna (a) ¢ mpernaparoM TpoMoouuTos; U (d) Bo3nelicTBie Ha cMech 3Tara (C)
CBETOM, JOCTATOYHOE JJIs1 (POTOXUMHYECKOH MHAKTUBALIMU NATOT€HHOTO MUKPOOPTaHU3Ma, NPU
HAJIMYUH, C TIOJIyYEeHHEM TaKUM 00pa3oM KOMITO3HMILUH TPOMOOLMTOB. B HEKOTOpBIX BapuaHTax
OCYILECTBIICHHsI TEPBBbIH KOHTEHHEpP CTEePHJIbHO COENUHSIOT C ycTpoiicTBoM adepesa. B
HEKOTOPBIX BapUAHTAaX OCYIIECTBJICHHs TMEPBbIi KOHTEHHEP COENMHSIOT C MPOXOIOM HIIU
KaHAJIOM JJIsl TIPOTEKaHHsl TeKy4ded cpeabl ycTpoicTBa adepesa. B HEKOTOpbIX BapuaHTax
OCYIIECTBIIEHHsI BTOPOH KOHTEHHEpP M3TOTOBJICH M3 MaTepHhalia, Mo CYLIECTBY MOJYIMPO3PAuHOTO
Ui CBeTa B JHANa30HE JJIMH BOJH (POTOXUMHYECKOW WHAKTHBALMH (HAampuMep, OT
npubnusuTensHo 200 HM 10 npubamsuTenbHo 400 HM, yiabTpadHONeTOBBIH CEKTP A), U CMECh
sTana (C) MOABEPrarT BO3AEHCTBHUIO CBETa BO BTOPOM KOHTeliHepe. B HEKOTOpBIX BapHaHTax
ocymectsieHus: pactBop PAS u pacteop PIC, obvenuHenHble Ha 3Tamne (a), OOBEIUHSIOT C
npenapaToM TPOMOOLIUTOB MPH CMEIINBAHUH Ha 3Tare (C) 1 UHKyOUPYIOT B TEYEHHE TIEPHOAa OT
30 muHYT 10 24 HacoB mepen BO3NEHCTBHEM Ha cMmechb cBeToM Ha starne (d). B HekoTopsix
BAPUAHTAX OCYILIECTBIIEHHSI BTOPOH KOHTEHHEP COAEPIKUT YCTPOMCTBO ancopOLUU COEAMHEHUS
(CAD). B HEeKkOTOpBIX BapHaHTaxX OCYIIECTBIIEHHs BTOPOIl KOHTEHWHEP MOAXOAMT JAJISI XPAaHEHHS
KOMITO3ULIUH TPOMOOLIMTOB. B HEKOTOPBIX BapHaHTaX OCYIIECTBJIECHUS CHOCOO JOMOJHHUTENBHO
BKJIFOUaeT mocie 3tana (d) mepeHoc (Hampumep, CTEPHJIBHO) KOMIIO3ULIUU TPOMOOLIMTOB B

KoHTelHep, coxepxkamuii CAD. B HekOTOppIX BapuaHTax OCYLIECTBJICHUS KOHTEHHeED,
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cogepxamuii CAD, momxomut aist XpaHEHWs KOMIIO3ULUH TPoMOOmMTOB. B  HEKOTOPBIX
BapHaHTaX OCYLIECTBJIICHUS CHOCOO JOIMOJHUTENBHO BKJFOYaeT mocie sTama (d) mepeHoc
(HarpuMep, CTEPUIIbHO) KOMIIO3UIIUU TPOMOOLIMTOB MO MEHbLIeH Mepe B OfuH (Hampumep, 1, 2
WK 3) KOHTEHHEp, MOIXOAALINH I XPAaHEHNsT KOMITO3ULIUA TPOMOOILIUTOB.

[0055] B HeKkOTOpbIX BapuaHTaX OCYIIECTBJICHHUS MPEACTABIEH CIOCO0, BKIFOYAFOIIMIA:
(a) xoMOuHMpOBaHue (HAaIpUMep, CMEIINBAHUE) B NIEPBOM KOHTeHHepe 100aBOYHOTO PacTBOpa
TpomMOouTOB (PAS) M MHAKTHUBUPYIOLIETO MaTOreHHble MUKpoopraHm3mbl coenuHenus (PIC);
(b) coenuHeHHe MepBOro KOHTEHHEpa M BTOPOrO KOHTeWHepa ¢ ycrpoiictBoM adepesa; (C)
CMEIIMBAaHNE BO BTOPOM KOHTeliHepe cMmecu 3tama (a) ¢ mpemaparomM TpombouuTos; u (d)
BO3/ICHCTBHE HAa CMeCh 3Tama (C) CBETOM, AOCTATOYHOE IJIsi (POTOXUMHUYUECKOW HHAKTHUBALIUH
MATOr€HHOIO0 MHUKPOOPTaHU3Ma, MPH HAJIWYHH, C TOJYYEHHEM TaKUM 00pa3oM KOMITO3UIUH
TpOMOOILIMTOB. B HEKOTOPBIX BapHAHTAX OCYLIECTBIIEHHs MEPBBI W/MIM BTOPOH KOHTEHHEp
CTEPHJIBHO COENUHSIIOT C YCTpOHCTBOM adepe3a. B HEKOTOPBIX BapuaHTaX OCYLIECTBICHUS
NEePBbIA W/WIM BTOPOW KOHTEHWHEpP COEAMHSIOT C MPOXOIOM HWIJIM KaHAJIOM JUISI MPOTEKAHHS
TeKkyuell cpenbl ycTpoiicTBa adepe3a. B HEKOTOpBIX BapHaHTaX OCYIIECTBJICHUS BTOPOH
KOHTEHHep M3TOTOBJIEH M3 MaTepuaia, Mo CYIIEeCTBY MOJYIMPO3PavyHOro AJIsi CBETA B JUAIA30HE
IUIMH BOJIH (POTOXMMHYECKOM HHAKTUBALMHU (Hampumep, OT npudbmusurenpHo 200 HM 10
npubnusutensHo 400 HM, ynpTpadHUONETOBBIH CHEKTp A), W CMech 3Tama (C) MOABEPraroT
BO3JECHCTBHUIO CBETA BO BTOPOM KOHTEHHEpe. B HEKOTOPBIX BapHaHTaxX OCYIUECTBJIEHUs PaCTBOP
PAS u pacteop PIC, obbenuneHHble Ha 3Tane (a), OOBEOUHSIOT C MPEnapaToM TPOMOOLIUTOB
IpY CMEIIMBAHUM Ha 3Tarne (C) U UHKYOUpYIOT B TeueHue nepuona ot 30 MuHyT 10 24 Hacos
nepes BO3AEHCTBHEM Ha cMech cBeToM Ha stane (d). B HeKoTOphIX BapmaHTax OCYIIECTBIICHUS
BTOPOIl KOHTEWHEp COAEep>KUT yCcTpoHcTBO ancopOuum coenuHeHus: (CAD). B HexoTopsIx
BApUAHTAaX OCYIIECTBJECHUs BTOPOH KOHTEHHEpP MOAXOAMUT Il XPAaHEHHs KOMIIO3ULUH
TpOMOOLITOB. B HEKOTOPBIX BapHaHTAaX OCYLIECTBJIEHUs] CHOCOO IOMOJHUTENBHO BKIIFOYAET
nocie stana (d) mepeHoc (Hampumep, CTEPUIIbHO) KOMITO3HIIMUA TPOMOOLIMTOB B KOHTEHHEp,
comepxamuii CAD. B HeKOoTOpBIX BapuaHTaxX OCYLIECTBJIEHUS KOHTeiHep, conepkamuii CAD,
MOJXOMIUT IS XPAHEHUs] KOMITIO3ULUK TPOMOOIMTOB. B HEKOTOPBIX BapHaHTaX OCYLIECTBICHHUS
croco0 OTMOJHUTENBHO BKIO4YaeT mocie »Tama (d) mepeHoc (HampuMep, CTEPHIIBHO)
KOMITO3UIIMH TPOMOOLIMTOB MO MeHbIeld Mepe B oauH (Hanmpumep, 1, 2 uimu 3) KOHTeWHep,
NOJX OZISALIHH JJIs1 XPAHEHUS] KOMITO3UIIMH TPOMOOLIUTOB.

[0056] B HEKOTOPBIX BapHaHTaX OCYIIECTBJIEHHs MPEICTABIEH CIIOCO0, BKIFOUAROLIHUIL:
(a) mpenocTaBjieHHEe B IMEPBOM KOHTEHHEpE pacTBOpa, COAEpIKaIIero AO0aBOYHBIN pPaCcTBOP
TpomborutoB (PAS) 1 nHakTHBHpYIOLIIEE MaTOreHHble MuKkpoopranusMel coenunerne (PIC); (b)
CMEIIMBaHNE B TMEPBOM KOHTEWHEpe pacTBOpa 3Tama (a) ¢ mpemapaToM TPOMOOLUTOB, U (C)
BO3JIEIICTBHE CBETOM Ha cMmech dTama (b), mocraTtouHoe st (HOTOXUMHUYECKOW HHAKTHBALIMH
MATOr€HHOIO0 MHUKPOOPTaHU3Ma, MPH HAJIWYHMH, C IOJNY4EeHHEM TaKUM 00pa30oM KOMITO3ULUH
TPOMOOILIUTOB, TPU 3TOM CIIOCOO SIBJISETCS NOCTATOYHBIM JJIi WHAKTHBALUU MAaTOT€HHOTO
MHUKPOOpPTaHU3Ma I0 MeHbIneld Mepe Ha 1 mopsgok (HampuMmep, WHAKTHBALMK TaTOT€HHOT'O

MHUKPOOpPTaHU3Ma 10 MEHbIIeW Mepe Ha 4 mopsiaka), U IPU 3TOM KOMIO3HMLHUS TPOMOOLIUTOB
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nociyie 3tamna (C) MOOXOOuT aiisi MHPY3UU CyOBeKTy Oe3 IOMOJHUTENbHOH 00paOOTKH, B TOM
yucne Oe3 BosxeiicTBus ycrpoiictBa ancopbumm coenuHeHus (CAD), nna  ynaneHus
ocratroyHoro PIC mnm ero ¢goronpoaykToB. B HEKOTOpBIX BapuaHTaxX OCYIIECTBIEHUs CIIOCOD
SBJIIETCS TOCTATOYHBIM JIJIs1 MHAKTHBALIMK TATON€HHOI0 MUKPOOPraHU3Ma MO MEHBIIEH Mepe Ha
1 mopsinok (HampuMmep, MHAKTUBALMM MAaTON€HHOrO0 MUKPOOpPraHW3Ma IO MEHblIed mepe Ha 4
NOpPsIZIKA), ¥ TIPU 3TOM KOMITO3ULHsI TPOMOOLIMTOB MOCIE 3Tamna (C) COAepKUT MeHee yeM S MKM
PIC (manpumep, meHee yem 2 MkM PIC). B HeKOTOpBIX BapHaHTax OCYIIECTBJICHHUS PacTBOP,
conepxauuii PAS u PIC, o0benuHsIOT ¢ mpenapaTtoM TpOMOOLIMTOB MPU CMELIUBAHUM HA 3TaIe
(b) 1 uHKYOUPYIOT B TeueHue neproaa ot 30 MUHYT A0 24 4acoB mepe; BO3ACHCTBHEM Ha CMECh
cBeTOM Ha 3Tarne (¢). B HeKOTOpPhIX BapUaHTaX OCYIIECTBJICHHS NMEPBbIA KOHTEHHEP U3rOTOBJICH
U3 MaTepuasia, O CYLECTBY NOJYyNPO3payHOro Ui CBETa B JHANa30HE JJIMH BOJIH
(oTOXUMHUYECKOW MHAKTUBALMH (HArpumep, oT npudmusutenbHo 200 HM 10 MPHOIU3HTENBHO
400 nM, yibTpadHONeTOBbIH CrieKTp A), U cMech 3Tana (b) MoaBEPraroT BO3NEHCTBHIO CBETA B
NEepBOM KOHTelHepe. B HEKOTOPBIX BapMaHTAX OCYIUECTBJICHMs MEPBbI KOHTEHHEP MOAXOIUT
IUI XPaHEHUs] KOMITO3UIUH TPOMOOLMTOB. B HEKOTOPBIX BapuaHTaX OCYIIECTBJIEHHUsS CIIOCOO
TOTIOJIHUTENBPHO BKIIFOYAET Mocie 3Tana (C) mepeHoc (Hampumep, CTEPHIIbHO) KOMITO3HLIUHU
TPOMOOILIMTOB 1O MeHbIIEH Mepe B onuH (Hanpumep, 1, 2 wiu 3) KOHTEHHEpP, MOIXOASIINA A
XPaHEHHsI KOMIIO3HULIUU TPOMOOIIUTOB.

[0057] B HEKOTOPBIX BapUaHTaX OCYIIECTBJIEHUS MPEICTABIEH CIIOCO0, BKIFOUAOLIHA:
(a) mpemocTaBieHHE B IMEPBOM KOHTEHHEpE pacTBOpa, COAEpIKaIIero AO0aBOYHBIN pPacTBOP
TpomboruToB (PAS) 1 nHakTHBHpYIOIIEE MaTOreHHble MUKpoopranusmMel coequnerue (PIC); (b)
CMEIIMBaHUE BO BTOPOM KOHTEHHEpe pacTBOpa dTama (a) ¢ mpernapatoM TPOoMOOIUTOB; u (C)
BO3JIEIICTBHE CBETOM Ha cMech 3Tama (b), mocTaToyHoe sl (POTOXMMHUYECKOW HHAKTHBALMH
NATOT€HHOTO MHKPOOPTaHH3Ma, NPH HAJMYUH, C MOJyYeHHEeM TakuM oOpa3oM KOMIIO3ULIUU
TPOMOOLIUTOB, TPH 3TOM CIIOCOO SBNISAETCS AOCTATOYHBIM MJISI MHAKTUBALUHU IATOI€HHOT'O
MUKPOOpPTaHU3Ma IO MeHbIIeH Mepe Ha | mopsnok (HampuMmep, WHAKTHBALWHU MMAaTOTEHHOTO
MHUKPOOPTaHU3Ma O MEHbIIeH Mepe Ha 4 TMOopsiAKa), ¥ MPU 3TOM KOMIIO3HMILHUS TPOMOOLIMTOB
nociyie stana (¢) moaxoaut mis uHpy3uu cyObekTy Oe3 HONMOJHUTENbHON 00pabOTKH, B TOM
yrcne Oe3 BosxeiicTBus ycrpoiicTtBa ancopbumm coenuHeHuss (CAD), mns  ynaneHus
ocraroynoro PIC mnm ero ¢goronpoaykToB. B HEKOTOPBIX BapuaHTaX OCYLIECTBIEHHS CIIOCOD
SIBJIIETCSI TOCTATOYHBIM JIJIs1 MHAKTHBALIMU TATOT€HHOrO MUKPOOPTaHU3Ma 110 MEHBIIEH Mepe Ha
1 mopsinok (HampuMep, MHAKTUBALMH MaTOT€HHOrO0 MHUKPOOPTaHM3Ma 10 MEHbInel mepe Ha 4
MOPSIAIKA), ¥ TIPU 3TOM KOMIIO3UIHS TPOMOOIIMTOB MOCJIe 3Tamna (C) COOep>KUT MeHee 4eM 5 MKM
PIC (manpumep, meHee uem 2 MkM PIC). B HeKoTOpBIX BapmaHTaxX OCYLIECTBICHHS PaCTBOD,
conepxauuii PAS u PIC, 00bpenuHsIOT ¢ mpenapaTtoM TpOMOOLIUTOB NMPH CMEIINBAHUHN HA STare
(b) m uHKYOUPYIOT B TeueHHe neproaa ot 30 MUHYT A0 24 4acoB mepes BO3AECHCTBHEM Ha CMECh
CBETOM Ha dtare (¢). B HeKOTOpBIX BapHaHTaX OCYLIECTBJICHUS BTOPON KOHTEWHEP U3rOTOBJICH
U3 MaTepuaia, MO CYLECTBY MOJYNMpPO3pavyHOro [UIs CBETa B JUAla30He /JIUH BOJH
(doToXuMHUECKOH MHAKTUBALMH (Hampumep, oT npudbmusutenpbHo 200 HM 10 MPHUONIHU3UTENBHO

400 uM, ynbTpaduoneToBslii cekTp A), U cMech 3Tamna (b) monBepraroT BO3AEHCTBUIO CBETA BO



22

BTOPOM KOHTeWHepe. B HEKOTOPBIX BapuaHTax OCYLIECTBJIEHUs BTOPOM KOHTEMHEpP MOAXOAUT
IUIl XpaHeHUsT KOMITO3UIMH TPOMOOLMTOB. B HEKOTOPBIX BapmaHTaxX OCYIIECTBJIEHHUS CIIOCO0
TOTIONIHUTENBHO BKIIKOYAET IOcie 3Tana (C) mepeHoc (Hampumep, CTEPHIIBHO) KOMITO3MLIUU
TpOMOOILIUTOB 1O MeHbIIe Mepe B onuH (Hanpumep, 1, 2 unu 3) KOHTeHHep, MOAXOASILINHN A
XPaHEeHUs] KOMITIO3ULIUU TPOMOOLIUTOB.

[0058] B HEKOTOpBIX BapuaHTaX OCYLIECTBJIECHHUS MPEACTABIEH CIOCO0, BKIFOYAFOIIMIA:
(a) mpenocraBieHHe B IEPBOM KOHTEHHEpe pacTBOpa, coieprkainero Ao0aBOYHBIA PaCcCTBOP
TpomboruToB (PAS) 1 nHakTHBUpYIOLIEe MaTOreHHble MUKpoopranusMel coenunenne (PIC); (b)
COEMHEHHE TMEepPBOro KOHTEHHepa C ycTpoHcTBOM adepesa; (C) CMeUIMBaHME B MEPBOM
KOHTelHepe pacTBopa dTana (a) ¢ npenapaTom TpomMOouToB; u (d) Bo3aeiicTBIe Ha CMECH dTamna
(c) cBeToM, mocTatouHOE ISl (POTOXUMHUECKOW MHAKTUBALMH MMATOT€HHOTO MHKPOOPTaHU3Ma,
NpU HAJIWYHH, C MOJIYYEHHEM TaKuM OOpa3oM KOMIO3HMLUU TPOMOOLIMTOB, TPU 3TOM CIIOCOO
SIBJIIETCSI TOCTATOYHBIM JIJIs1 MHAKTHBALIMU TATOT€HHOTO MUKPOOPTaHNU3Ma MO MEHBIIEH Mepe Ha
1 mopsimok (HampuMmep, MHAKTUBALMH MaTOT€HHOr0 MHUKPOOPTaHM3Ma 10 MEHbIlel mepe Ha 4
NOpsiiKa), ¥ TPU 3TOM KOMITO3ULHs TpoMOouuToB mocie 3tana (d) momxomurt st uHQY3UH
cyOBbekTy 0e3 nomonHuTeNbHONW 00paboTKH, B TOM 4Hcie Oe3 BO3NEWCTBUS YCTPOWCTBA
ancopbuun coenmaenus (CAD), nns ymanenusi octaroudoro PIC umm ero ¢goronpoaykros. B
HEKOTOPBIX BAPUAHTAX OCYIIECTBJICHUS CIIOCOO SBIACTCS JOCTATOYHBIM JJIsl MHAKTHUBALIH
NATOr€HHOI0 MHKpPOOpraHW3Ma I0 MeHbIIell Mepe Ha | mopsnok (Hampumep, WHAKTHBALUH
NATOreHHOI0 MHUKPOOPTaHHW3Ma MO MEHbIIeH Mepe Ha 4 mopsaka), U MPU 3TOM KOMIIO3ULIUS
TpomOonuToB nocie stana (d) conepxkut menee yem S MkM PIC (manmpumep, meHee yem 2 MKM
PIC). B HexoTOpBIX BapuaHTaxX OCyLIECTBJICHUs pacTBop, conepxkamuii PAS u PIC, obbenunstoT
C TpernapaToM TPOMOOLMTOB MPU CMELIMBAHUH Ha dTarne (C) U HHKYOUPYIOT B TeUSHHE MEepruoaa
ot 30 MuUHYT 10 24 4YacoB mepen BO3AEHCTBHEM Ha cMech cBeToM Ha stamne (d). B HekoTopbix
BapUAHTAaX OCYLIECTBJICHUS MEPBbI KOHTEIHEP CTEPUIIBHO COEIUHSIIOT C YCTPONUCTBOM adepesa.
B HekoTOpbIX BapuaHTaX OCYIIECTBJICHHs MEPBbIIl KOHTEHHEP COEOUHSIOT C MPOXOAOM WM
KaHAJIOM JJisl TPOTEKaHWsl TeKy4del cpeabl ycTpoicTBa adepesa. B HEKOTOpbIX BapuaHTax
OCYIECTBIICHHSI IEPBbI KOHTEHHEP U3TOTOBJIEH M3 MaTePHaa, Mo CyIECTBY MOJYMPO3PavyHOrO
Ui CBeTa B JHANa30HE JJIMH BOJH (POTOXUMHYECKOW WHAKTHBAUMUU (HAamNpUMep, OT
npubnusuTensHo 200 HM 10 nmpubamsuTenbHo 400 HM, yiabTpadHONeTOBBIH CHEKTP A), U CMECh
sTana (C) MOABEPTarOT BO3ACHCTBUIO CBETAa B NMEPBOM KOHTEHHepe. B HEKOTOPBIX BapHaHTax
OCYIECTBIIEHHs] TIEPBBbI KOHTEHHEP MOAXOOUT JJIsl XPAHEHUS KOMIIO3MLUU TpoMmMOouuTos. B
HEKOTOPBIX BApUAHTAX OCYIIECTBJIEHUS CIIOCOO OMONHUTENBPHO BKIIOHaeT mocie 3tama (d)
nepeHoc (Hampumep, CTePUIbHO) KOMITO3WUIMH TPOMOOLIMTOB IO MEHBbIIEH Mepe B OOWH
(marmpumep, 1, 2 unu 3) KOHTEIHEp, MOIXOASIINI I XPAaHEHUST KOMITO3ULIH TPOMOOIIMTOB.

[0059] B HEKOTOPBIX BapHaHTaX OCYINECTBJIEHUs MPEIACTABIEH CIIOCO0, BKIFOYAROLIHIA:
(a) mpemocTaBieHHE B IMMEPBOM KOHTEHHEpE pacTBOpa, COAEpIKallero AO0aBOYHBIN pPacTBOP
TpomborutoB (PAS) n nHakTHBHpYIOLIEE MaTOreHHble MukpooprannsMel coenunenne (PIC); (b)
COeANHEHHE NEepBOro KOHTEeHiHepa ¢ YyCTpOHCTBOM adepesa; (C) CMEIIMBaHHE BO BTOPOM

KOHTelHepe pacTBopa 3Tamna (a) ¢ npernaparoM TpoMobouunTos; U (d) BozaeiicTBue Ha cMeCh dTana
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(c) cBeToM, mOCTaTOUHOE IJIs1 (POTOXUMHUECKOW MHAKTUBALMM ITATOT€HHOTO MHKPOOPTaHU3Ma,
IpU HAJIWYMH, C TOJYYEHHEM TaKuM O0pa3oM KOMITO3UIMU TPOMOOLIMTOB, MPH 3TOM CHOCOO
SBJIIETCS TOCTATOYHBIM JIJIs1 MHAKTHBALIMK TATOT€HHOI'O0 MUKPOOPTaHU3Ma MO MEHBIIEH Mepe Ha
1 mopsinok (HampuMmep, MHAKTUBALMM MaTON€HHOr0 MUKPOOPraHW3Ma IO MeHbllel Mepe Ha 4
HopsiAKa), ¥ MPH 3TOM KOMIO3HIMs TpoMOounToB mnocne stana (d) moaxomur st MHQY3UH
cyObekTy 0e3 MOMOJHHUTENbHOW O00palOTKM, B TOM 4YHCIe Oe3 BO3NEHCTBHSI yCTPONCTBA
ancopbumu coenunenust (CAD), nns ynanenus: ocratouHoro PIC wmu ero ¢oronponykros. B
HEKOTOPBIX BApUAHTAX OCYIIECTBJICHHUS CIIOCOO SBJIAETCS JOCTATOYHBIM ISl MHAKTHBALUU
NATOreHHOr0 MHKpPOOpraHW3Ma Mo MeHbIIell Mepe Ha | mopsnok (Hampumep, WHAKTUBALIUH
MATOr€HHOIO0 MHUKPOOPTaHM3Ma MO MEHbINeH Mepe Ha 4 TMOopsiika), U MPU 3TOM KOMITO3ULIHS
TpomOoruToB noce stana (d) conep:kut menee yem S MkM PIC (Hampumep, MeHee yem 2 MKM
PIC). B HeKoTOpBIX BapuaHTaX OCYLIECTBIIEHUS pacTBOp, conepskamuii PAS u PIC, oObenunstoT
C TpernapaToM TPOMOOIIMTOB NMPH CMEUIMBAHUN Ha 3Tare (C) 1 MHKYOHPYIOT B TEUEHHE MepHoaa
ot 30 MuHYT 0 24 4HacoB mepern BO3ACHCTBHEM Ha cMech cBeTOM Ha stare (d). B HekoTopbix
BapHUAHTAX OCYILIECTBIIEHUs MEPBbI KOHTEHHEDP CTEPUIIBHO COENUHSIOT C YCTPOICTBOM adepesa.
B HekoTOpbhIX BapuaHTaxX OCYIIECTBJICHHS MEPBbI KOHTEHHEP COENMHSIOT C MPOXOAOM MU
KaHAJIOM JJIsl TIPOTEKaHWsl TeKy4ded cpeabl ycTpoiicTBa adepesa. B HekoTOpbIXx BapuaHTax
OCYIIECTBIIEHHs] BTOPOH KOHTEHHEp M3rOTOBJIEH M3 MaTepualia, 1o CYIIECTBY MOJYIIPO3PAYHOTO
IV CBeTa B JMAana30HE JJIUH BOJH (POTOXUMHYECKOW WHAKTHBALMHU (Hampumep, OT
npubnusuTensHo 200 HM 10 npubausuTensHo 400 HM, yiabTpaduONeTOBBIN CIEKTP A), U CMECh
sTana (C) MoxBEprarT BO3JEHCTBUIO CBETa BO BTOPOM KOHTeiiHepe. B HEKOTOpBIX BapHaHTax
OCYIIECTBJIEHHs] BTOPOH KOHTEHHEp MOAXOAMT ISl XPAHEHUS KOMIIO3MLMU TpoMOouuToB. B
HEKOTOPBIX BApUAHTAX OCYINECTBJIEHUS CIIOCOO IOMOJHUTENBHO BKJIIOYaeT rocie 3tana (d)
nepeHoc (HampuMep, CTePUIbHO) KOMIIO3ULIMK TPOMOOLMTOB O MEHbLIEH Mepe B OIHH
(manpumep, 1, 2 wnn 3) KOHTeHHEp, MOAXONAIIUI IS XPAHEHNST KOMIO3ULIH TPOMOOLIUTOB.
[0060] B HEKOTOpBIX BapUaHTAX OCYLIECTBJIEHUS MPEICTABIEH CIOCO0, BKIIFOUAIOLIHIA:
(a) mpenocTaBjieHHEe B MEPBOM KOHTEHHEpe pacTBOpa, COMAEPIKAIIEro A00ABOUYHBIN PacTBOP
TpomboruToB (PAS) 1 nHakTHBHpYIOLIEE MaTOreHHbIe MUKpoopranusMel coenunenue (PIC); (b)
COEIIHEHHE TIepPBOrO KOHTEHHepa W BTOPOro KOHTEHHepa C yCTpoWcTBOM adepesa; ()
CMEIMBaHNe BO BTOPOM KOHTEHHepe pacTBopa dTama (a) ¢ mpemapatoM TpomOouuTos;, u (d)
BO3/CHCTBHE HAa CMECh 3Tama (C) CBETOM, AOCTATOYHOE sl (POTOXUMHUYUECKOW HHAKTHUBALIUH
MATOr€HHOIO0 MHUKPOOPTaHU3Ma, MPH HAJIWYHH, C IOJYYEHHEM TaKUM 00pa30oM KOMITO3ULUH
TPOMOOIIUTOB, TPU 3TOM CIIOCOO SIBJISIETCSI NOCTATOYHBIM JJIi WHAKTHBALWU TAaTOT€HHOTO
MHUKPOOpPTaHH3Ma IO MEHbIIeH Mepe Ha 1 mopsnok (HampuMmep, WHAKTHBALMU TAaTOTEHHOTO
MHUKPOOPTaHU3Ma 0 MEHbIIeH Mepe Ha 4 MOopsiAKa), U IPU 3TOM KOMIIO3HMLHUS TPOMOOLIUTOB
nocnie strana (d) momgxomut st wHQy3uu cyobekty 0e3 HOMmONHUTENBHONH 00padoOTKH, B TOM
ycne Oe3 BosxeiicTBus ycrporictBa ancopbumm coenuHeHust (CAD), ana  ynaneHus
ocraroyHoro PIC mnm ero ¢oronpoaykroB. B HEKOTOpBIX BapuaHTaxX OCYILIECTBIEHUs CIIOCOD
SBJIIETCS TOCTATOYHBIM JIJIs1 MHAKTHBALIMK TATOT€HHOIO0 MUKPOOPTaHNU3Ma MO MEHBIIEH Mepe Ha

1 mopsinok (HampuMmep, MHAKTUBALMM MAaTON€HHOrO MUKPOOpPraHM3Ma MO MEHblIed mepe Ha 4
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TIOPSIAKA), ¥ TIPU STOM KOMITO3ULIUSI TPOMOOIHUTOB Mociie dtana (d) cogepkut MeHee yeM S MKM
PIC (nanpumep, menee uem 2 MKkM PIC). B HeKOTOpBIX BapMaHTax OCYIIECTBJIEHHUS PacTBOP,
conepxauuii PAS u PIC, o0penuHsI0T ¢ mpenapaToM TpOMOOLIUTOB NMPU CMELINBAHUU HA 3TaIe
(c) u UHKYOUPYIOT B TeYeHHe nepuoaa ot 30 MUHYT 10 24 4acoB mepes BO3AECHCTBHEM Ha CMeCh
ceetoM Ha sTane (d). B HekoTOphIX BapuaHTax OCYINECTBJIEHHUS IEPBbI W/WIKM BTOPOM
KOHTEHHEp CTEePUIBHO COCOUHSIOT C YCTpOHcTBOM adepesa. B HEKOTOpBIX BapuaHTax
OCYLIECTBJICHHsI NEPBbIA W/MJIM BTOPOH KOHTEHHEP COCAMHSIOT C MPOXOAOM MM KaHAJIOM JJIS
MPOTEKaHUsI TeKy4el cpenbl ycTpoiicTBa adepe3a. B HEKOTOPBIX BapuUaHTaX OCYILIECTBIIEHUS
BTOPOW KOHTEWHEP M3TOTOBJICH W3 MaTepuasa, MO CYLIECTBY MOJYNPO3PAYHOrO ISl CBETA B
IUarasoHe JUIMH BOJH (POTOXMMHYECKOH MHAKTHBALMHU (HampuMep, oT npudansnutesnbHo 200 HM
no npubnusurenbHo 400 HM, ynbTpadUONETOBbIA CHEKTP A), U CMeCh 3Tama (C) MOIBEPraroT
BO3JIEHCTBHUIO CBETA BO BTOPOM KOHTEHHepe. B HEKOTOpBIX BapHaHTAax OCYILIECTBIEHUs BTOPOU
KOHTEHHep MOIXOAUT Ul XPaHEHHUs KOMIIO3WUIMHU TPOMOOLMTOB. B HEKOTOPBIX BapHaHTax
OCYIIECTBIIEHHsI CIOCOO IOTMONHUTENIBHO BKJIOUaer mocie stanma (d) mepeHoc (Hampumep,
CTEPHJIPHO) KOMIIO3HMLIMU TPOMOOLIUTOB 1O MeHbINeH Mepe B oxmH (Hampumep, 1, 2 wmm 3)
KOHTEHHEep, MOAXOAAIINI TS XpaHEHHs] KOMIO3HIUH TPOMOOLIUTOB.

[0061] B HEKOTOPBIX BapuUaHTaX OCYIIECTBJIEHUS MPEICTABIEH CIIOCO0, BKIFOUAOLIHIA:
(a) koMOMHUpPOBaHUE (HAIPUMEP, CMEIINBAHKE) B MEPBOM KOHTEWHEpe NOOABOYHOIO PacTBOpa
TpoMboruToB (PAS) M MHAKTUBUPYIOWIErO MaTOr€HHbIE MHUKpoopraHusmel coenuHenus (PIC);
(b) cmemmuBaHue B mepBOM KOHTEHHepe cMecH 3Tama (a) ¢ npernapatoM TPOMOOIHTOB, H (C)
BO3JIEIICTBHE CBETOM Ha cMech 3Tama (b), mocraToyHoe ajisi (POTOXMMHUYECKOW HHAKTHBALMH
NAaTOr€HHOI0 MHUKPOOPTaHU3Ma, MPHU HAJIWYMH, C IOJNYYEHHEeM TakKuM 00pa3oM KOMITO3ULUH
TPOMOOLIUTOB, NPH 3TOM CIOCOO SBJISETCS AOCTATOYHBIM JJISI MHAKTUBALUHU IATOI€HHOTO
MHKpPOOpPraHH3Ma 1O MeHbIIeH Mepe Ha | mopsmok (HampuMep, MHAKTHBALMHM AaTOTEHHOTO
MHKpPOOpPraHN3Ma MO MEHbIIel Mepe Ha 4 Mopsiaka), U MPH 3TOM KOMIIO3ULHUS TPOMOOLUTOB
nociie stana (¢) moaxoaut aisg uHpy3uu cyObekTy Oe3 HOMOJHUTENBbHON 00pabOTKH, B TOM
yrcine Oe3 BosxeiicTBus ycrpoiicTBa ancopbumm coenunenuss (CAD), ans  ynaneHus
ocraroyHoro PIC wnm ero ¢goronpoaykToB. B HEKOTOPBIX BapuaHTaX OCYLIECTBICHHS CIIOCOD
SIBJIIETCSI TOCTATOYHBIM JIJIs1 MHAKTHBALIMY TATOT€HHOTO MUKPOOPTaHU3Ma 10 MEHBIIEH Mepe Ha
1 mopsinok (HampuMmep, MHAKTUBALMH TMaTOT€HHOr0 MUKPOOPTaHW3Ma 10 MEHbIlel Mmepe Ha 4
MOPSIAIKA), ¥ TIPU 3TOM KOMIIO3UIHS TPOMOOIIMTOB TOCJIe 3Tamna (C) COOepKUT MeHee 4eM 5 MKM
PIC (mampumep, menee dyeM 2 MkM PIC). B HEKOTOpBIX BapHaHTaX OCYIIECTBJIEHHS PacTBOP
PAS u pacreop PIC, obbenuneHHble Ha 3Tane (a), OOBEIUHSIOT C MPEnapaToM TPOMOOIUTOB
npu cmemuBaHuK Ha Tane (b) m MHKyOHpyOT B TedeHue nepuona ot 30 MUHYT 10 24 4Hacos
nepes BO3ACHCTBHEM Ha CMECh CBETOM Ha dTame (C). B HEKOTOpBIX BapuaHTaX OCYIIECTBIICHUS
NEepPBbIii KOHTEHHEP M3TOTOBJIEH M3 MaTepHaja, Mo CYLECTBY MNOJYIMPO3PavyHOro IJISi CBETA B
IUarasoHe JJIMH BOJH (POTOXMMHYECKOH WHAKTHBALUU (Hampumep, oT npudnusurtensHo 200 HM
no npubnusurenbHo 400 HM, yiapTpaduoneToBelii ciekTp A), U cMmech stana (b) MOABEPrarT
BO3JIEHCTBHUIO CBETA B MEPBOM KOHTEMHEpE. B HEKOTOPBIX BapuaHTax OCYLIECTBJICHUs NEPBBIN

KOHTeﬁHep noaAxXoaAuT IJisi XpaHCHUS KOMIIO3UINU TpOM6OL[I/ITOB. B HCKOTOPbLIX BapHUaHTax
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OCYIIECTBJICHUs] CIOCOO JOMOJHUTENBbHO BKJKOYAET MOCie dTtama (C) mepeHoc (Hampumep,
CTEPHJIPHO) KOMIIO3HMLIMU TPOMOOLIMTOB MO MeHbInel Mepe B oxuH (Hampumep, 1, 2 wmm 3)
KOHTEeHHep, MOAXOAAININ TS XpaHEHHsI KOMIIO3ULIUK TPOMOOLIUTOB.

[0062] B HEKOTOPBIX BapuUaHTaX OCYLIECTBJIEHUS MPEICTABIEH CIOCO0, BKIFOUAIOLIHH:
(a) xomOuHMpOBaHUe (HAapUMep, CMELINBAHUE) B MEPBOM KOHTEHHepe N00aBOYHOrO pacTBOpa
TpomOouuToB (PAS) M MHAKTHBHpYIOLIETO MaTOreHHble MUKpoopranusMel coenuneHus (PIC);
(b) cmemnBaHMe BO BTOPOM KOHTeiHEpe cMmecu dTama (a) ¢ mpenapaToM TpoMOOUHUTOB; U (C)
BO3JIEMCTBHE CBETOM Ha cMmech 3Tama (b), mocTaTodHoe aisi (POTOXUMHUYECKOW HHAKTHBALMH
NATOr€HHOrO0 MHUKPOOPTaHU3Ma, MPH HAJIWYHMH, C TOJYYEHHEM TaKUM 00pa3oM KOMITO3UIUH
TPOMOOIIUTOB, TPU 3TOM CIOCOO SIBJISIETCSI NOCTATOYHBIM JJIi WHAKTHBALMU TAaTOT€HHOTO
MHUKPOOpPTaHU3Ma IO MeHbIIeH Mepe Ha | mopsaok (HampuMep, WHAKTHBALUHU IMaTOT€HHOT'O
MHUKPOOPTaHU3Ma 0 MEHbIIEeH Mepe Ha 4 TMOpsiAKa), U IPU 3TOM KOMIIO3HMLHUS TPOMOOLIMTOB
nocjie 3tana (C) MOAXOOUT Al MHPY3UU CyOBekTy Oe3 NOMOJHUTENbHOH 00paboTKH, B TOM
yrcne Oe3 BosxeiicTBus ycrpoiicTBa ancopbumm coenuHeHuss (CAD), ansg  ynmaneHus
ocraroyHoro PIC mnm ero ¢goronpoaykToB. B HEKOTOPBIX BapHaHTaX OCYILIECTBIEHHS CIIOCOD
SIBJIIETCS TOCTATOYHBIM JIJIs1 MHAKTHBALIMN TATOT€HHOT'O MUKPOOPTaHNU3Ma MO MEHBIIEeH Mepe Ha
1 mopsinok (HampuMmep, MHAKTUBALMM MaTOT€HHOr0 MUKPOOPraHM3Ma 10 MEHbIel Mmepe Ha 4
MOPSIKA), ¥ TIPU 3TOM KOMIIO3HUILHS TPOMOOIIUTOB TOCIE 3Tarna (C) COOep>KUT MeHee YeM 5 MKkM
PIC (manmpumep, menee ueM 2 MkM PIC). B HEKOTOpBIX BapHaHTaxX OCYIIECTBIEHHS PaCTBOP
PAS u pacteop PIC, obbenuneHHble Ha 3Tane (a), OOBEOUHSIOT C MPEnapaToM TPOMOOLIUTOB
npu cmemuBaHuK Ha stane (b) u MHKyOHpyroT B TedeHue nepuona ot 30 MuUHYT 10 24 4dacos
nepesl BO3ACHCTBUEM Ha CMECh CBETOM Ha dTare (C). B HeKOTOphIX BapHaHTax OCYLIECTBIEHUS
BTOPOW KOHTEWHEp M3TrOTOBJIEH M3 MaTepuasa, Mo CYLIECTBY IOJYNPO3PAYHOro IUIsl CBETA B
AMarna3oHe JJIMH BOJH (POTOXUMUUYECKON MHAKTUBALMHU (Hampumep, oT npuonusnuteabHo 200 HM
no npubnusurensHo 400 HM, yibTpadHONeTOBbIN criekKTp A), U cMech 3tana (b) moaBepraroT
BO3JIEHCTBUIO CBETA BO BTOPOM KOHTelHepe. B HEKOTOpBIX BapHaHTAax OCYLIECTBJIEHUs BTOPOU
KOHTEHHep MOIXOAMT Ui XPAHEHHs] KOMIIO3ULMH TPOMOOLMTOB. B HEKOTOpBIX BapuaHTax
OCYIIECTBJICHUS] CIOCOO JOMOJHUTENbHO BKJKOYAEeT Mocie dTtana (C) mepeHoc (Hampumep,
CTEPHJIbHO) KOMIO3HMLIUU TPOMOOLIUTOB 1O MeHbIneH Mepe B oamH (Hampumep, 1, 2 wmm 3)
KOHTEHHep, MOAXOSAIINN TSl XPaHEHHsI KOMIIO3ULIUK TPOMOOLIUTOB.

[0063] B HEKOTOPBIX BapUaHTAX OCYIIECTBJIEHUS MPEICTABIEH CIIOCO0, BKIFOUAOLIHIA:
(a) xomMOuHMpOBaHME (HAIPUMED, CMEIINBAHKE) B NIEPBOM KOHTEHHEpe NOOaBOYHOTO PacTBOpPA
TpoMboruToB (PAS) M MHAKTHUBUPYIOLIETO MaTOreHHble MUKpoopraHm3mel coenuHerus (PIC);
(b) coenmHeHme mepBOro KOHTeWHeEpa ¢ ycTpoilcTBoM adepesa;, (C) CMEIIMBaHHE B MEPBOM
KOHTeHHepe cMecH 3Tamna (a) ¢ mpernaparoM TpoMOouToB; U (d) Bo3aeHCTBHE Ha cMech 3Tana (C)
CBETOM, AOCTATOYHOE JJIs1 (POTOXMMUYECKOH MHAKTUBALMU MATOI€HHOIO MUKPOOPTaHU3MA, MPH
HAJIMYWUY, C TONYYeHHEM TakuM 00pa3soM KOMITO3UIMHU TPOMOOLIMTOB, TPU 3TOM CIIOCOD
SIBJIIETCS TOCTATOYHBIM JIJIs1 MHAKTHBALIMK NTATOT€HHOIO MUKPOOPTaHNU3Ma MO MEHBIIEeH Mepe Ha
1 mopsinok (HampuMmep, MHAKTUBALMM MaTON€HHOr0 MUKPOOPraHM3Ma 1O MeHbIled Mepe Ha 4

Nopsiika), U MPHU 3TOM KOMIIO3UIMs TpoMOouuToB nocne 3tana (d) noaxomut ans uHQy3un
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cyOBpekTy 0e3 nomonHuTeNbHONW 00paboTKH, B TOM 4HCie Oe3 BO3NEWCTBUS YCTPOWMCTBA
ancopouuu coenmaenus (CAD), nns ymanenusi ocrarounoro PIC umm ero ¢goronponykros. B
HEKOTOPBIX BApUAHTAX OCYLIECTBJIECHUS CIOCOO SBIAETCS AOCTATOYHBIM Uil WHAKTHBALUU
NATOr€HHOI0 MHKpPOOpraHu3Ma Io MeHblIeil Mepe Ha | mopsnok (Hampumep, WHAKTHBALUH
NAaTOr€HHOI0 MHUKPOOPTaHHW3Ma MO MeHbIleH Mepe Ha 4 mopsiika), U IPU 3TOM KOMITO3ULIHS
TpomOouuToB nocne 3tana (d) cogepxxur meHee yeM S MkM PIC (Hanmpumep, menee uem 2 MkM
PIC). B HexoTOpbIxX BapuaHTax ocyiectsienus pactsop PAS u pactsop PIC, oObennHeHHbIE Ha
stane (a), OOBEAMHSAIOT C TMpenapaToM TPOMOOLMTOB TMPU CMEIIWBAHWMM Ha dTame (C) u
UHKYOUPYIOT B TedeHue neproaa ot 30 MUHYT 10 24 4acoB mepen BO3ACHCTBHEM Ha CMeECh
cBetoM Ha stane (d). B HeKOTOpBIX BapHaHTaxX OCYLIECTBJICHHS MEPBBI KOHTEHHEP CTEPUIIbHO
COEAMHSAIOT C YCTPOWCTBOM adepe3a. B HEKOTOPBIX BapHaHTaX OCYLIECTBICHHS MEPBbIM
KOHTEHHEp COeNUHSIOT C MPOXOJOM HJIM KaHAJIOM JUIsI IPOTEKAHUS TeKy4el Cpenbl yCTPOHCTBa
ajgepesa. B HEKOTOpPBIX BapHaHTax OCYINECTBJICHUS MEPBBIH KOHTEHHEP H3TOTOBJIECH H3
Marepuaia, IO CYLIeCTBY MOJNYNPO3pavyHOro JJjsi CBeTa B JHANa3oHe JJIUH BOJH
¢doroxumMuuecKkoi MHAKTUBALMH (HApuMep, oT npudmusuTenbHo 200 HM 10 MPHONIU3HTENBHO
400 HM, yibpTpadHONeTOBBIN CIEKTp A), B CMECh 3Tara (C) MOABEPTalOT BO3ICHCTBHIO CBETA B
NEepBOM KOHTelHepe. B HEKOTOpBIX BapHaHTAaX OCYLIECTBJIEHUs MEPBbI KOHTEHHEP MOAXOAUT
IUI XPAaHEHUs] KOMITO3UIUH TPOMOOIMTOB. B HEKOTOPBIX BapmaHTaxX OCYIIECTBJIEHHUS CIIOCO0
JOTIONIHUTENBHO BKIIFO4YaeT mocie 3tama (d) mepeHoc (Hampumep, CTEPHIIBHO) KOMITO3MIIUU
TPOMOOILITOB 1O MeHbINeH Mepe B onuH (Hanpumep, 1, 2 mnu 3) KOHTEHHEp, MOIXOASIINHN A
XPaHEHHsI KOMIIO3ULIUH TPOMOOIIUTOB.

[0064] B HEKOTOPBIX BapuUaHTaX OCYLIECTBJIEHUS IMPEICTABIEH CIOCO0, BKIFOUAIOLIHH:
(a) xomOuHMpOBaHue (HampUMep, CMELINBAHNE) B IEPBOM KOHTeHHepe 100aBOYHOrO pacTBOpa
TpomOouuToB (PAS) M MHAKTHBHPYIOLIETrO0 MaTOreHHble MUKpoopranusMel coenuneHus (PIC);
(b) coenuHeHne mepBOro KOHTeWHepa C yCTpOHCTBOM adepesa; (C) CMeIIMBaHHE BO BTOPOM
KOHTelHepe cMecH dTana (a) ¢ mpernaparoM TpoMOouuToB; U (d) Bo3aeicTBre Ha cMech 3Tara (C)
CBETOM, AOCTATOYHOE JJIsl (POTOXMMUYECKON MHAKTUBALMU MATOI€HHOrO MUKPOOPTaHU3MA, MPH
HAJIMYMK, C TOJNyYeHHEeM TakuM OO0pa3oM KOMITO3UIMU TPOMOOLMTOB, MPHU 3TOM CIOCOO
SIBJIIETCSI TOCTATOYHBIM JIJIs1 MHAKTHBALIMY TATOT€HHOTO MUKPOOPTaHU3Ma 110 MEHbIIEH Mepe Ha
1 mopsinok (HampuMmep, MHAKTUBALMH TMaTOT€HHOr0 MUKPOOPTaHW3Ma 10 MEHbIlel Mmepe Ha 4
NOpsiiKa), M TPU 3TOM KOMITO3UIHs TpoMOouuToB mocie 3tana (d) momxomurt st uHQY3UH
CyOBekTy 0e3 nomoNHHUTENbHOW O00padoTKH, B TOM 4Hclie Oe3 BO3NEHCTBHS YCTPOICTBA
ancopbuuu coenunenus (CAD), nns ymanenusi ocrarounoro PIC umm ero ¢goronponykros. B
HEKOTOPBIX BApPHUAHTAX OCYIIECTBJICHHS CIIOCOO SBIACTCS JOCTATOYHBIM JJIsl MHAKTUBALIUH
MATOr€HHOr0 MHKpPOOPTaHW3Ma 0 MeHbInell Mepe Ha | mopsnok (HampuMep, WHAKTUBALIUH
NATOr€HHOIO0 MHUKPOOPTaHHW3Ma MO MEHbIIeH Mepe Ha 4 Mopsiika), U MPU 3TOM KOMITO3ULIHS
TpomOonmToB noce stana (d) conepskut menee yem S MkM PIC (Hanmpumep, meHee yem 2 MKM
PIC). B HekoTopsIx BapuaHTax ocymectsieHust pactBop PAS u pactsop PIC, oOpenuHeHHbIE HA
stane (a), OOBENMHSIOT C IpernapaToM TPOMOOLMTOB mpu cmeumnBaHuu Ha starne (b) u

UHKYOUPYIOT B TeueHue nepuoaa ot 30 MUHYT 10 24 4acoB mepen BO3AEHCTBHEM Ha CMeECh
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cBeToM Ha stane (d). B HeKOTOpBIX BapHaHTax OCYLIECTBIICHHS MEPBbI KOHTEHHEP CTEPUIIbHO
COEAMHAIOT C YCTPOHMCTBOM adepe3a. B HEKOTOpBIX BapMaHTax OCYLIECTBIEHUS IEPBbIM
KOHTEMHEP COCIUHSIOT C MPOXOAOM WMJIM KaHAJOM Ul MPOTEKaHUsl TEKy4el Cpeabl yCTPONCTBA
apepeza. B HEKOTOpBIX BapuaHTax OCYIIECTBJIEHUS BTOPOH KOHTEHHEpP W3rOTOBIEH U3
Martepuaja, IO CYLIECTBY IIOJNYIIPO3pavyHOro Jjisi CBeTa B JUana3oHe JJIMH BOJIH
¢doToxuMuUecKol MHAKTUBALMU (Hampumep, oT npubausutensHo 200 HM 10 NPUOIU3UTENTBHO
400 HM, ynpTpaduONIETOBBIH CIIEKTP A), M CMeCh dTamna (C) MOABEpPrarT BO3AEHCTBUIO CBETA BO
BTOPOM KOHTeliHepe. B HEKOTOpBIX BapuaHTaX OCYILIECTBJICHHUS BTOPOM KOHTEHHEp MOAXOIUT
IUIE XPAaHEHUsT KOMITIO3UIUH TPOMOOIMTOB. B HEKOTOPBIX BapuaHTaX OCYIIECTBJIEHUsS] CIIOCOO
JOTIOJIHUTENIPHO BKIIFOYaeT mocie 3tamna (d) mepeHoc (Hampumep, CTEPUIIBHO) KOMITO3HIIMU
TPOMOOILIUTOB 1O MeHbIEeH Mepe B onuH (Hanpumep, 1, 2 win 3) KOHTeHHep, MOIXOASIIIHN IS
XPaHEHHsI KOMIIO3HLIUU TPOMOOIIUTOB.

[0065] B HEKOTOPBIX BapUaHTAX OCYIIECTBJIEHUS MPEICTABIEH CIIOCO0, BKIFOUAOLIHIA:
(a) xoMOuHMpOBaHKE (HAIPUMED, CMEIINBAHKE) B NIEPBOM KOHTEHEepe NOOABOYHOIO PacTBOpPA
TpoMboruToB (PAS) M MHAKTUBUPYIOLIErO MaTOreHHble MHUKpoopraHu3mMel coennneHus (PIC);
(b) coenuHeHHMe MepBOro KOHTEWHEpa M BTOPOrO KOHTEWHepa ¢ ycrpoiictBoM adepesa; (C)
CMEIIMBaHNE BO BTOPOM KOHTelHepe cMecu 3tama (a) ¢ mpemaparoM TpombouuTos; u (d)
BO3JCIICTBHE Ha CMeCh dTama (C) CBETOM, JOCTaTOYHOE sl (POTOXMMUYECKOW HHAKTUBAL[UU
MAaTOr€HHOIO0 MHUKPOOPTaHU3Ma, MPH HAJIWYHMH, C IOJYYEeHHEM TaKUM 00pa30oM KOMITO3ULUH
TPOMOOIIUTOB, TPU 3TOM CIIOCOO SIBJISETCS NOCTATOYHBIM JJIi WHAKTHBALUU MAaTOT€HHOT'O
MHUKPOOpPTaHH3Ma I0 MeHbIIeH Mepe Ha 1 mopsAnok (HampuMmep, WHAKTHBALUMHU ITaTOTE€HHOTO
MHUKPOOpPTaHH3Ma 0 MEHbIeld Mepe Ha 4 mopsiaka), U MPHU 3TOM KOMIO3HLHS TPOMOOLIUTOB
nocye stana (d) mogxomut anst MHQY3UH CyOBeKTy 0e3 AOMONHHUTEIbHON 00paboTKH, B TOM
yucie Oe3 BosxeiicTBus ycrpoiictBa ancopbumm coenunenusi (CAD), ans  ynaneHus
ocraroynoro PIC wnm ero ¢oronpoaykroB. B HEKOTOPBIX BapuaHTaX OCYLIECTBICHHs CIIOCOO
SIBJIIETCS TOCTATOYHBIM JIJIsl MHAKTHBALIMN TATOT€HHOTO MUKPOOPTaHMU3Ma MO MEHBIIEH Mepe Ha
1 mopsinok (HampuMep, MHAKTUBALMM MaTOr€HHOr0 MUKPOOPTaHM3Ma 10 MEHbInel mepe Ha 4
MOPSIZIKA), ¥ TIPU 3TOM KOMITO3ULIUS TPOMOOLMTOB mociie dtana (d) comep:xut MeHee 4yem 5 MkM
PIC (mampumep, menee yem 2 MkM PIC). B HEKOTOpBIX BapHaHTaX OCYIIECTBIEHHS PAaCTBOP
PAS u pacteop PIC, obbenuneHHble Ha 3Tare (a), OOBEIUHSIOT C MPEnapaToM TPOMOOLUTOB
NpU CMEIINBAaHUM Ha 3Tarne (C) U MHKYOUPYIOT B TedueHue nepuona ot 30 MUHYT A0 24 4acoB
nepes BO3ICHCTBIEM Ha CMech cBeTOM Ha 3tane (d). B HeKoTOphIX BapHaHTax OCYILIECTBICHHUS
NEepBbI W/WJIM BTOPOH KOHTEHHEpP CTEPUIIBHO COEOUHSIOT C ycTpoiicTBoM adepesa. B
HEKOTOPBIX BAapUAHTAX OCYIIECTBJICHHsS MEPBBbIH W/MIM BTOPOH KOHTEHHEP COCOHHSIOT C
IPOXOZIOM HJIM KaHAJIOM JUIsl TIPOTeKaHWs TeKydeH Cpenbl yeTpoicTBa adepesa. B HEKOTOPBIX
BAPHUAHTAX OCYINECTBJIICHUS BTOPOH KOHTEWHEp M3TOTOBJIEH M3 Marephaja, IO CYIIECTBY
NOJIyIPO3payHOro JUIsl CBETAa B JAMANA30HE JUIMH BOJH (POTOXMMHYECKONW HMHAKTHUBALUH
(marmpumep, ot mpubmusutenbHo 200 HM po mpubnmsurensHo 400 HM, ynbTpadHONETOBBIH
cekTp A), U cMechb 3Tana (C) MOABEPrarT BO3IEHCTBHIO CBETa BO BTOPOM KOHTelHepe. B

HEKOTOPBIX BapUaHTAaX OCYLICCTBJICHUA BTOpOI>'I KOHTeﬁHep noaxoauT Ajisi XpaHCHUs
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KOMITO3ULIUH TPOMOOLIMTOB. B HEKOTOPBIX BapuaHTax OCYIIECTBIEHHS CIOCOO AOMOJHHUTEIBHO
BKJIIOUaeT mocyie stana (d) mepeHoc (Hampumep, CTEPUIBHO) KOMIIO3ULHH TPOMOOLIUTOB 1O
MeHblIeH Mepe B onuH (Hampumep, 1, 2 unm 3) KOHTeWHHep, MOAXONAIIMH Uil XPaHEHHS
KOMITO3ULIH TPOMOOLIUTOB.

[0066] B oOoM wmnaM BCeX BBIMEYNOMSHYTBIX BapUaHTaX  OCYLIECTBICHUS
IIpeIoCTaBlieHHe B TIEPBOM KOHTelHHepe pacTBopa, copepxkamero PAS u PIC, Bkimtouaer nepsoe
xomOuHupoBanue pactsopa PAS u pacrsopa PIC ¢ mony4yenuem pacrBopa, conepxatnero PAS u
PIC. B mro0OoM miM BCeX BBILIEYNOMSHYTHIX BapHaHTaX OCYIIECTBJIEHHs CIOCOO BKJIKOYAET
nepen stanoM (a) komOuHupoBanue pacrBopa PAS u pacrBopa PIC ¢ monyueHuem pactBopa,
cogepxamiero PAS u PIC. B HekoTOpbIX BapuaHTax ocCyliecTBieHusi pactBop PAS OepyT u3
koHTeliHepa PAS (Hanmpumep, koHTeitHepa ans xpaHeHust PAS). B HekoTophIX BapHuaHTax
ocywmectenenust pactBop PIC 6epyT u3 konteitnepa PIC (Hanpumep, KoHTeHHepa il XpaHEHHSI
PIC). B HekoropbIx BapuaHTax ocymectsieHus pactBop PAS u pacrsop PIC oOvenusstor B
NepBOM KOHTelHepe 3Tana (a). B HEKOTOpBIX BapuaHTaX OCYLIECTBICHUS MEPBBIM KOHTEHHEPOM
stana (a) ssisercst koHTeHep PAS. B HekoTOphIX BapMaHTax ocymiecTBieHus: pactsop PAS u
pactBop PIC oOvemunsiroT MeHee dem 3a 24 yaca (Hampumep, B mpeneiax 24 4acoB) mepen
cmemmnBanueM stana (b). B HEKOTOPBIX BapHaHTax OCYLIECTBIIEHHS MTEPBBIM KOHTEHHEPOM 3Tara
(a) sBisercs xonreiiHep PIC. B HekoTOphIX BapwaHTax oOcCyllecTBIeHHUs KoHTeiiHep PAS
COEAMHSAIOT C yCTpOHCTBOM adepe3a. B HeKoTOpBIX BapuaHTax ocyuiecTieHus koHTelHep PIC
COEAMHSIOT C YCTPONUCTBOM adepesa.

[0067] B moOoM uaHM BCEX BBIMIEYIIOMSHYTBIX BapHaHTaxX OCYLIECTBIIEHHs KOHTEWHep,
comepxaluii cmecb no0aBoyHOro pacrsopa TpomOomuToB (PAS), WHAKTHBHPYIOLIETO
naroreHHele Mukpoopranusmel coeauHeHus (PIC) um mnpemapata TpoMOOIMTOB, MOKHO
OTCOENMHUTh (HANpHMep, CTePHJIbHO OTCOCAMHUTBb) OT YyCTpoiicTBa adepesa mepen
BO3JEMICTBHEM Ha CMeCb CBETOM, MIOCTATOYHBIM JJIsI (POTOXMMHYECKOH WHAKTHBALIMH
MaTOT€HHOI'0 MUKPOOPTaHU3Ma, NIPU HAJIUYUH.

[0068] B HacTosLIeM pacKPbITHM B HEKOTOPBIX aCMEKTaX MPEACTaBJIEHbI CIOCOOBI
MOJIY4EHHUS] KOMITO3UIIMH TPOMOOLIUTOB, MOAXOMSAIIMX It WHY3un OOJbHOMY, W3 TIpemnapara
TpOMOOIIMTOB. B HEKOTOPBIX BapHaHTaX OCYIIECTBICHUS JIOOOro M3 crnocoOoB, HAOOPOB U
KOMITO3UIMH, OMHUCAHHBIX B JAHHOM JOKYMEHTE, OJUH MM OoJjiee MpemnapaTtoB TPOMOOLIUTOB
00pabaTbIBatOT CIOCOOaMH, PACKPBITHIME B TAHHOM JOKYMEHTE, C MOJy4YeHHEM TaKHM 00pa3oM
OIHOM MM OoJiee KOMIO3ULUUN TPOMOOLMTOB. B HEKOTOPBIX BapHaHTax OCYLIECTBICHHS CIIOCO0
SIBJISIETCS TOCTATOUHBIM /U1 MHAKTUBALIMU NMaTON€HHOTO MUKPOOPraHu3Ma 1o MeHblIel Mepe Ha
1 mopsimoK, U MPH 3TOM KOMITO3HMLIUS TPOMOOLIMTOB Mociie dTana (C) MmoaXomuT st uH(y3uu
cyOBpekTy 0e3 nomoiHWTeNnbHOW oOpaboTkm st yaaneHuss ocrarounoro PIC wmm ero
¢doronponykroB. B HEKOTOPBIX BapHaHTAaX OCYIIECTBJICHHUS CIIOCOO SIBJISETCS TOCTATOUYHBIM IS
MHAKTUBALM{ NMaTOM€HHOIO0 MUKPOOPTraHW3Ma MO MeHblIed Mepe Ha 1 Mopsiiok, U ImpU 3TOM
KOMIO3uIHsi TpoMOouuToB nociie stana (¢) comepxkutr PIC 5 MxM unm meHee. B HeKOTOpPBIX
BapuaHTax ocyuiectsiaeHus koHuenTpauus PIC B cmecu stana (b) cocrasisier mo MeHbIIE Mepe
10 MmxM.
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IIpenapaTsl TPOMOOLIUTOB

[0069] B HekOTOpBIX BapHaHTaX OCYLIECTBJICHUS MpernapaT TPOMOOLMTOB MOTYyYA0T W3
OJHOM niu OoJiee, HaNpUMep, O MeHbIell Mepe 1, Mo MeHblel Mepe 2, MO MeHblIeH Mepe 3,
[0 MEHbLIEH Mepe 4, MO MeHbIIeW Mepe 5, MmO MeHbulel mepe 6, Mo MeHbLIeH mepe 7, Mo
MEHbLIEH Mepe 8, 1Mo MeHbLIeH Mepe 9 i 1o MeHbleld Mepe 10 Mony4eHHBbIX B pe3ysbTare
adepesa mopiuii JOHOPCKUX TPOMOOIIMTOB. B HEKOTOPBIX BapHaHTAaX OCYIUECTBJIEHUS Ipernapar
TPOMOOLIUTOB MOJNYYalOT M3 OMHOW mim Oonee, Hampumep, 1, 2, 3, 4, 5, 6, 7, 8, 9 wim 10
NIOJIYYEeHHBIX B pe3yJsibTaTe adepesa MopLuil TOHOPCKUX TPOMOOLIMTOB. B HEKOTOPBIX BapraHTax
OCYIECTBIIEHHs TMpernapar TPOMOOLUTOB MOJY4YalOT M3 OAHOW Win Oojee, Hampumep, IO
MeHbLIEH Mepe 1, Mo MeHbIel Mepe 2, IO MeHbLIeH Mepe 3, O MeHbLIEH Mepe 4, 10 MEeHbIIEH
Mepe 5, o MeHbLIeH Mepe 6, O MeHbIIEH Mepe 7, 0 MeHblueH Mepe 8, Mo MeHbluel Mepe 9
wii 1o MeHbined mepe 10 monyuyeHHBIX M3 LENBHOW KpoBH (Hampumep, meromoMm PRP,
JEWKOLUMTAPHON IUICHKH) TOPUMH JOHOPCKUX TPOMOOIMTOB. B HEKOTOpBIX BapuUaHTax
OCYIIECTBJICHUS MpenapaT TPOMOOIIUTOB MOJNY4aroT U3 OAHOW wiu Oonee, Hampumep, 1, 2, 3, 4,
5,6,7,8,9 umm 10 mony4eHHBIX U3 LeNbHONH KpoBH (Hanpumep, meronoM PRP, nefikountapHOit
TUIEHKH) TIOPLIUI TOHOPCKUX TPOMOOLIMTOB.

Cobpannble ¢ momoipo adepesa TPOMOOLUTHI

[0070] B HeKoTOpBbIX BapHaHTAX OCYIIECTBIEHUsS JIOOOro M3 CrocodoB, HAOOPOB H
KOMITO3UILMH, ONMUCAHHBIX B JaHHOM JOKYMEHTE, Npernapar TPOMOOLUTOB MOJYYaOT METOIOM
aepesa.

[0071] Metomer adepe3a OOBIMHO OTHOCATCS K  METOJaM  HMCIOJIb30BaHUS
aBTOMAaTH3MPOBAHHOIO YCTpoOiicTBa aisi cOopa KpoBU (Hampumep, ycTpoicTBa adepesa), B
KOTOPOM  HCIOJNB3YIOT — pas3fielieHne  LeHTpupyrupoBaHueM wiu  QuubTpanued s
aBTOMAaTUYECKOTO TOJY4Y€HHUs] LENbHONW KpPOBH Yy [OHOpA, pa3feieHusl LEeNbHOH KpPOBH Ha
KOMITOHEHTbI KPOBH, cOOpa HEKOTOPbIX KOMIIOHEHTOB (Hampumep, TPOMOOLIMTOB) U BO3BpaTa
JOHOPY HEKOTOpOH 4YacTH WM BCEH OCTaBINEWCS LENbHOH KPOBU W/HWJIM OCTaJbHBIX
HECOOpaHHBIX KOMIIOHEHTOB KpoBU. TpomOodepes mpencrasisier co0oii cOOp TPOMOOLMTOB C
HCIIOJIb30BAHUEM TAaKOTO aBTOMATH3UPOBAHHOIO YCTPOMCTBA pa3AeNieHUs] KIETOK KpOBH,
KOTOPOE MPUBOAUT K MOIYYEHUIO OOJIBIIOrO BBIXOAA TPOMOOLUTOB (HAIIpUMeEp, TPOMOOIIUTOB B
pesyabraTe adepesa) OT OTHOrO JOHOpPa. B HEKOTOPBIX BapHaHTax OCYLIECTBICHHS C
COOpaHHBIMU TPOMOOLIMTAMH COXPAHSIIOT HY)KHOE KOJMYECTBO IJIa3Mbl. HekoTOphIe yCTpOHCTBa
adepe3a IOMyCKAIOT METOAbI cOOpa HE TOJBKO OAMHAPHBIX €IUHULl TPOMOOLIMTOB, HO TaKXKe
IBOWHBIX U TPOWHBIX €IHHUL] TPOMOOIHTOB. YCTPOHCTBO adepe3a Takike MOKET COIEpKaTh
KOHTEHHEp AJs1 MPOTHBOCBEPTBHIBAIOIIETO CPEACTBA, U3 KOTOPOrO NPOTHUBOCBEPTHIBAIOLIEE
CPEACTBO JO3UPYIOT B NPOTOYHBIA KaHAJI U CMEUIMBAIOT C MOCTYMAOUIENH LEIbHONW KPOBBIO.
IIpoTuBOCBEpTHIBAOIEE CPEACTBO HEOOXOANMO 10 MPUYHMHE TEHIECHIMH KPOBH K CBEPTHIBAHUIO
U MPUJIMIIAHUIO K CTEHKaM IJIACTMACCOBBIX MOBEPXHOCTEHN, C KOTOPBIMU OHA BXOJAUT B KOHTAKT.
HnmocTpaTUBHBIE TPOTUBOCBEPTHIBAIOINNE CPECTBA XOPOLIO M3BECTHHI B JAAHHOW OONacTH U
MOTYT BKJIIOUaTh, HO 0€3 OrpaHHUYeHHUs], PACTBOP MPOTHBOCBEPTHIBAIOIIETO CPEACTBA LIUTPATA

docdara nexrposer (CPD), pactBop mpOTHBOCBEpPTHIBAIOIIEro cpeactBa murpara ¢ocdara
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nBoriHoW nekTpo3el (CP2D), pacTBOp MpOTHMBOCBEPTHIBAIOLIErO CpeAcTBa mutpara ¢ocdara
nextpos3el ageHnHa (CPDA) (mampumep, CPDA-1), kuciblii nuTpaTHBI pacTBOP Ha OCHOBE
nextpo3el (ACD) (manpumep, ACD-A) u pacTBOp NMPOTHBOCBEPTHIBAIOIIETO CPEACTBA HATPHUS
nutpata 4% w™/o. YcrpoiictBa st cbopa ¢ menbto adepesa XOPOLIO H3BECTHBI B JaHHOM
00acTH, HEKOTOpbIE U3 TaKUX YCTPOWCTB KOMMEPYECKM IOCTYIHBI, BKJIIOYAs Hampumep,
cucremy Amicus® (Fenwal, Inc.), cucremy Trima Accel® (Terumo BCT) u MOGHIBHYIO
cucremy MCS®+ 9000 (Haemonetics, Inc.).

[0072] TIlopuuMu HOHOPCKHMX TPOMOOLIMTOB B pe3yjbTare adepe3a OCHOBAHBI Ha
ONpEeNeNeHHbIX MapaMeTpax JOHOPOB, TAaKUX KakK Hampumep, MoJ, (U3HYECKHH pasMep
(HampuMep, BeC), YPOBEHb reMOTJIO0OMHA, YUC]IO TPOMOOIMTOB B JI€Hb CIA4YU KPOBH, aHAMHE3
nepen chaavell KpOBM M HYACTOTA CIAYHM KPOBH, YaCTUYHO 4YTOOBI obOecrednTh cOOp TOJBKO
Oe30macHOro Kojm4yecTsa TpoMmOouuToB. JF0OOW WM BCE 3TH MapaMeTpbl MOKHO BBECTH B
BBIUUCJIUTENIbHYIO CHUCTEMY W/WUJIM YCTPOHCTBO cOopa ¢ uenbto adepesa. Ha ocHoBe 3TuX
napaMeTpoB MOPLUU JOHOPCKHUX TPOMOOIMTOB B pe3ysbraTe adepesa OOBMHO COOMPAIOT Y
OTHENPHOIO JIOHOpa B BHAE oOBeMa sl TOJY4YeHHs OXHOH, JABYX WIJIM TpPeX eIWHHII
TPOMOOLIMTOB (HAmpUMep, TEPANEBTUYECKUX EAMHMIl 03bl), KaKAas W3 KOTOPBIX COAEPIKUT
yKa3aHHOE MUHUMAJIbHOE KOJIMYECTBO (HampuMmep, Mo MEHbIIeH Mepe YKa3aHHO€ MUHHUMAJIbHOE
KOJINYECTBO) TPOMOOLINTOB HA €AMHUILY, COOTBETCTBYIOLIEe TPEOOBAHUIO K TEPAIEBTUYECKOM
703e, MpUYeM TakKhe KPUTEPHUH Ha OIHOKPATHYK WM TEPareBTHUECKYI0 03y OOBIYHO
ONPENeNAOTCS  CTaHAapTamMu  (HampuMep,  NPOMBIIUICHHBIMH)  IPABUTEIbCTBEHHBIX,
PETyINPYIOMUX WIM aKKPEIUTYIOIIMX opraHu3anuii. HeorpanuumBaromue npuMepbl TaKHX
CTaHAAPTOB BKJIIOUAIOT, Hampumep, craHnapthl, uznoxkeHHole FDA, EDQM, AABB, PMDA,
TGA un SFDA. Vka3aHHblli MUHHUMYyM, HalpuMep, MOKET BapbUpOBaTb B 3aBUCUMOCTU OT
crpabl. OOBIMHO, KOJMYECTBO TPOMOOLIMTOB MOXKHO ONPEAeNATh Ul KaKAOH eIXMHHILIBI
npenapara TPOMOOLIMTOB, HAaNpHMep, Ha OCHOBE YHCJIa TPOMOOLMTOB mepern chaadeidl KpOBH U
uHpopMauuu 0 coOpaHHOM OOBEME, WU AJbTEPHATHBHO MyTEM TECTUPOBAHHUS €IMHHUL MOCIE
cOopa. B HEKOTOpBIX BapUaHTAX OCYINECTBJICHHUsS KaXKias €IWHHLA Iperapara TPOMOOIMTOB
Oynmer comepaTb MUHUMAJIbBHOE KOJIMYECTBO TPOMOOLIUTOB; OAHAKO ONpPEIeIeHHe KOJIUYeCTBa
TPOMOOIITOB I KQXKIOW €IUHHLIBI MOXKET ObITh HE a0COJFOTHBIM TPeOOBAaHHEM, U HEKOTOPBIE
€IMHUIBI TPOMOOLIMTOB BO MHOJKECTBE E€IWHHUI] TPOMOOIIMTOB MOTYT HMMETh MEHBIIE, 4YeM
YKa3aHHOE KOJNYECTBO.

Coop Lenbuoii Kpoeu u O6paborka TpoMOOLIUTOB

[0073] B HEKOTOpBbIX BapHaHTAX OCYIIECTBIEHUS JIOOOro M3 CrocodoB, HAOOPOB H
KOMITO3UINH, ONMMCAHHBIX B JTAHHOM JOKYMEHTE, Mpernapar TPOMOOIUTOB MONYYAIOT U3 OIHOM
i Oonee mopuuu (TIOPIH) HEeJbHOW KPOBU METOJIOM JICHKOLUTAPHOHN TUIEHKH HJIH METOIOM
oborameHHoH TpomOoLmTamMu miasmel (PRP).

[0074] B HEKOTOpBIX BapHaHTaX OCYLIECTBJICHUS MpenapaT TPOMOOLMTOB MOTYYA0T W3
onHOH un 6oJiee mopIuH (MOPLUUI) HEebHOW KPOBU METOAOM JICHKOLIUTAPHOHN TUICHKH.

[0075] B HeKkOTOpBIX BapHaHTaX OCYLIECTBJICHUS MpenapaT TPOMOOLUTOB MOTYYAOT U3

onHoOl mnu Oosee mopuuu (TIOPLMIA) LETBHOH KPOBH METOIOM OOOTAIeHHOW TPOMOOLUTaMHU
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iasmsl (PRP).

[0076] LlenbHyr0 KpOBb JJISI UCIIOJB30BAHUS B MpenapaTe TPOMOOIMTOB, KaK OMHCAHO B
JAHHOM JOKYMEHTE, MOXXHO cOOHMpaTh C TOMOIIBIO psifa METOAOB, H3BECTHBIX B JAaHHOH
obnactu. OnHol u3 Hambosee OOBIYHBIX METOAMK COOpa KPOBM SIBJISETCS «PYUHOI» cOOp
LIeJIbHOM KpOBU Y AOHOPOB. Kak OOBIMHO MOHMMAIOT M B paMKax HACTOSINEro M300peTeHws,
pydHOH cOOp OTHOCUTCA K Meroay cOopa, KOrja CTeKaHWe LeNbHOW KpPOBH Yy JIOHOpa B
KOHTelHep 1isi cOopa obecreunBaroT 0€3 MCMONIb30BAHUS BHEIIHUX HACOCOB HIIM TOXOXKHX
YCTPOUCTB. DTUM OH OTJIMYAETCS] OT TaK HAa3bIBAEMbIX ABTOMATH3HUPOBAHHBIX METONOB, KOTIa
KPOBb OepyT y MOHOpPA U JOMOJHHUTENBHO 00pabaThIBAIOT ¢ MOMOIIBIO MHCTPYMEHTA, KOTOPBIH
OOBIMHO CONEPIKUT YCTPOMCTBO 00PabOTKH MK pa3feNieHus] U HACOCHI JJIsl IEPEMEIeHHs] KPOBH
WJIA KOMIIOHEHTOB KPOBH B YCTPOMCTBO M U3 HETO.

[0077] B3situe kpoBU y JOHOpa OOBIYHO BKJIIOYAET BBEIEHUE YCTPOWMCTBA NOCTyNa K
BEHE, TAKOTO KaK MIJIA, B PYKY JOHOpa (a Oojiee KOHKPETHO, B BEHY JIOHOPA) M B3STHE KPOBH Y
noHOpa uepe3 urny. UMray nansi «BEHENMyHKUIUW» OOBIYHO NPHUKPEIUIIFOT K OJHOMY KOHLLY
IUIACTMACcCOBON TPyOKH, KOTOpast obecreunBaeT MPOTOYHbIA KaHal AJisi KpoBU. Jpyroii koHen
IUTACTMACCOBON TPYOKM 3aKaHUMBAETCS B ONHOM MM OOJiee MpeaBapUTENIbHO MPUKPETIICHHBIX
IUTACTMACCOBBIX KOHTEWHEpax WM MakeTax Myl KpoBuU anst cOopa kpoBu. Urma, TpyOku u
KOHTEHHEPhl COCTABIAIOT KOMIUIEKT JUIsi cOOpa KPOBH, KOTOPBIA 3apaHee CTEPUIIM3YIOT H
BBIOPACBHIBAIOT IIOCJE OHOTO HCHONb30BaHUs. CTepUNbHBIM KOHTEWHep Uit cOopa KpOBHU
OOBIMHO CIIy’)KUT B KadecTBE IEPBUYHOIO KOHTEWHEpa Ui IEePBOHAYAIBHOTO pa3esIeHHs
KOMITOHEHTOB KPOBH (HampuMep, pa3AeieHus Ia3Mbl U3 HPUTPOLIMTOB U TPOMOOLIUTOB).

[0078] Konretinep niisi cOopa KpOBU U IIACTMACCOBBIE TPYOKU TaK)Ke€ MOTYT COIEPKATh
00BEM KMIKOTO IPOTHBOCBEPTHIBAIOIIETO CPENCTBA, TOrAAa Kak I10 aBTOMATH3MPOBAHHOM
METOJMKE MOKET OBITb MPENOCTaBJIEH OTHENbHBII KOHTEHHep Ui MPOTHBOCBEPTHIBAIOLIETO
CPeACTBA, U3 KOTOPOTO IMPOTHBOCBEPTHIBAIOLIEE CPEACTBO AO3MPYIOT B NMPOTOYHBIN KaHAN U
CMEIIUBAIOT C TOCTYIMAKIIEN LETbHONU KPpOBbIO. [IpOTHBOCBEPTHIBAIOIIEE CPEACTBO HEOOXOTUMO
MO MPUYMHE TEHISHLMH KPOBH K CBEPTHIBAHUIO M TPWIMIMAHHIO K CTEHKAM IUIACTMACCOBBIX
NOBEPXHOCTEH BHYTpH. WILTIOCTpaTHBHBIE TIPOTUBOCBEPTHIBAIOIINE CPECTBA XOPOIIO H3BECTHBI
B JJaHHOW 00JIACTH M MOTYT BKJIOYATh, HO 0€3 OrpaHHYEHHs], PACTBOP MPOTHBOCBEPTHIBAIOLIETO
cpenctBa murpata ¢ocdara gextpossl (CPD), pacTBOp NpPOTHBOCBEPTHIBAKOIIETO CPEACTBA
utpara (ocdara aBoitHON nekTposbl (CP2D), pacTBOp MPOTHBOCBEPTHIBAIOIIETO CPEACTBA
murpara ¢ocdara nekrpo3sl aneHnHa (CPDA) (manpumep, CPDA-1), KUCHBIA LHUTPaTHBIA
pactBop nektposbl (ACD) (manpumep, ACD-A) u 4% M/0 pacTBOpP MPOTHBOCBEPTHIBAIOILETO
CpEeACTBa HATPHsSI LIUTPATA.

[0079] KpoBb MOKHO HAEHTU(DHUIMPOBATH WM OXaPaKTEPU30BATh OTHOCUTEIBHO OTHOTO
wii Oollee mapamMeTpoB, TAKMX KaK HAalpuUMep, TeMaTOKpUT. Takyr HICHTHPHKALMIO HIIN
NOJIy4E€HHE XapaKTePUCTUKN OOBIYHO MPOBOAAT MEPEN WM BCKOpE mocye cOopa KPOBH, HO Mepen
MIPOBEICHUEM IOTIOJHUTEbHOW 00paboTku COOpaHHON LENbHONW KPOBH, HAIPUMEpP, COTJIACHO
crioco0am, MpesCcTaBIeHHBIM B JAHHOM J0KyMeHTe. Kpome Toro, Bo BpeMs uimm OiImM3K0 K cOopy

U nepeq nepejMBaHUCM MAUCHTY MOXHO MPOBOAUTH TECThHI IJIA ONPEACIICHUA TUIIA KPOBU U
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HAJIMYMS TIATOT€HHBIX MHKPOOPTAHU3MOB, TaKHX KakK BHpPYC, OakTepusi W/WIM JApYyrHe
4y KepOJHbIe CYOCTAaHIIMM B JOHOPCKOHW KpoBH. [l Takoro tecrupoBaHusi 0OBIMHO Tpelyercs
nojiyueHue obpasia JOHOPCKOM KpoBu. OOBMHO B3siTHE 0Opasla KPOBH MOXKHO IPOBOJUTH
nepes, BO BpeMs WM IIOCNE CAAa4Yd KPOBM, HO 0€3 HapyLIeHHs CTEPUIBHOCTH CHCTEMBbl W/WJH
cobpanHoro npenaparta kposu. Hanpumep, oObrdHO 00pas3ubl MOXKHO MOJy4YaTh MyTeM IPOKOJIA
nanplia, MSATOYHOTO MPOKOJA WIIM BEHENyHKUuH. B ciyudae, korma KpoBb JUISI TECTUPOBAHUS
reMoryioOnHa COOMPAIOT KaNmMJUIIPHOW TMAallOYKOH, MOMKHO HCIIONBb30BaTh OXHOPA30BBIN
CTepUJIbHBIN JIaH1eT. Ele 0HON XOpOIIO U3BECTHON METONMKOHN SIBJIIETCS TPOCTOE B3ATHE WJIH
cOOp KPOBH, OCTABIIEHCS B IPOTOYHOM KaHAJIE YCTPOWUCTBA ISl B3SITHS TOCHIE CAYH KPOBH. JTO
NpeayCMaTPUBAET HW3BJICYEHUE WIJIBI M3 JOHOPA, BBENEHHE HIJIbI B T'€PMETUYHO 3aKPBITYIO
npoOupKy mim TPyOKy i B3siTHs oOpasia, u oOecreueHHHe CTEeKaHHsT KPOBU U3 MPOTOYHOTO
KaHana B npoOupky. Eme omgHa anpTepHaTHBa COCTOUT B TOM, UTOOBI MEPEXaThb MPOTOUYHBIH
KaHaJI OKOJIO KOHTEHHepa JUist cOOpa U OTBECTH KPOBb, KOTOPYIO OEpPyT Y AOHOPA, B MPOOUPKY
wi TpyOKy st cobopa (B3situsi o0pasna). B 3ToM mMeTone MOKHO MCHOJB30BaTh OJHOPA3OBBIM
KOMIUIEKT C TPyOKaMH KOHKPETHOTO THIA, HUMEIOIIUI MeCcTO Ui B3sATHS obOpasua c
NpeABAPUTENbHBIM TPUKPEITICHNEM B TJIABHOM INPOTOYHOM KaHaie. KpoBp B MecTe B3STHS
o0Opas3ma MM OKOJO HEro MOXHO IOJIyYUTh IyTeM NPOKAJbIBAHUS MeCTa B3ATHS oOpasia
OTAENIbHO TMPEICTABIEHHON UIJION WJIM APYTHM YCTPOMCTBOM NPOKANBIBAHHS U 3aKPEIUICHUS B
HeM MpoOHpKU 1Jisd B3sTUsA 00pasna. UToObl MUHIMHM3HPOBATh PHCK, YTO MOCTYMAIOINAs KPOBb
Oyzer moaBepraTbCsi BO3ACUCTBHIO OKpYKarolied cpenbl, oOpasern OOBIMHO OepyT mocie
3aBepIIEHUs Caul KPOBU. AJIBTEPHATHBHO, HEKOTOPBIE MAKETHI AJIsi OOpa UM KOMIUIEKTBI JJIs
cOopa BKIIFOYAIOT MEUIKH AJIs1 OTBEAECHUS C LIEJIbI0 OT/AEIEeHUs YacTu (Harpumep, nepsbix 20 mi)
coOpanHol kpoBu. Eme ongHol mpumep cucTembl B3sTHS 0Opas3loB KPOBU OIMCAH B IATEHTE
CIIA Ne 5167656, kOTOpBIH MOJHOCTBIO BKJIOYEH B JaHHBIA JOKYMEHT IOCPEICTBOM CCBIIKH,
KOTOPBIH ONMHUCHIBAET HAOOPHI It 3a00pa KPOBU C YBEIMYEHHON YacCThIO Ui B3STUS oOpasla,
3aKJIIOYEHHON B MPOTOYHOM KaHajie. KpoBb 1y B3siTHs oOpasua cOOMPAIOT B YBEJTUYEHHOMN
YacTU MyTeM 3aKMMa MPOTOYHOTO KaHaja OKOJIO KOHTeHHepa Iisi cOopa M oOecredeHHUs
3aIIOJIHEHHSI KPOBBIO YBEIMYEHHOMN 4acTH TPYOKH.

[0080] B nmaHHO# 00nacTH W3BECTHBI METOIbI JIEWKOLUTAPHON TUTEHKH. MeTombl
JEWKOLUMTAPHOH IUICHKH BKJIIOYAIOT pPa3leJeHHe KOMIIOHEHTOB KPOBH U3  00pasLoB
HECBEPHYBLICHCS] KPOBU MOCPEACTBOM LIEHTPUDYTHPOBAHHS AJIs1 TIOJTYUEHUS CJIOS, COAEPIKAIIero
IUIa3My, CJIOS, COAEPIKALIero SPUTPOLMTHI, M CJOsi (TO €CThb JEHKOLUTAPHOH IUJICHKH),
cozepKaliero TpoMOOIHTHI U JJeHKOUUTHI. [locne neHTprudyrupoBanus JEHKOLUUTAPHYIO TUIEHKY
MO>KHO M30JIUPOBATH OT APYTHX KOMIIOHEHTOB KPOBH IS OJYYEHUS IpenapaTa TPOMOOIUTOB.

[0081] B nmanHO# 00OJMacCTH WM3BECTHBI METOABI OOOTAINEHHOH TPOMOOLMUTAMH TLIA3MBI
(PRP). Meroger PRP BkmouarOT pasneieHne KOMIIOHEHTOB KpPOBH W3 0OpasLoB
HECBEPHYBLIEHCS KPOBU MOCPEACTBOM LIEHTPU(DYTHPOBAHMS AJIs1 TIOJTYUEHUS CII0s, COAEPIKAIIEero
SPUTPOLUTHI, U CJIOSI, COAEpPIKALIETo MmIasMy U TpomOouuTel. Ilocne neHTpudyrupoBanus cioi
IUIa3MbI ¥ TPOMOOLIUTBI MOKHO M30JMPOBATH OT APYTUX KOMIIOHEHTOB KPOBH (M HEOOSA3aTENbHO

JOTIONIHUTENBHO LEHTPU(YTUpOBaTh IJIsI KOHLEHTPUPOBAHMS TPOMOOLMTOB) ISl TOJYYEHUS
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npenapara TpOMOOIUTOB.

HNHakTuBupyolee naToreHHble MUKpooprannismel coequHenne (PIC)

[0082] B HeEKOTOpBIX BapHaHTAaX OCYLIECTBIEHUS JIOOOro M3 CrocodoB, HAOOPOB H
KOMITO3HMLIUI, TPENCTABJICHHBIX B JAHHOM JOKYMEHTE, JJisl WHAKTUBALIMM TATOr€HHBIX
MHKpPOOPraHU3MOB TpeOyercss nolaBiieHHe HEKOTOPOro KOJMYECTBA HWHAKTUBHPYIOLIErO
NaTOTeHHbIE MUKPOOPTaHU3MbI COeMHEHHsI (HarpuMmep, B npemnapar Tpombouutos). Hanpumep,
WHAKTUBALMS TAaTOTEHHBIX MHKPOOPTaHM3MOB MOXET IpeayCMaTpuBaTh J00aBlIeHHE
HU3KOMOJIEKYJIIPHOTO ~ COEIMHEHHs, KOTOpPOE€ WHAKTHBUPYET pPas3JIHuHble IaTOTEHHBIE
MHUKPOOPraHU3MbI,  TPUYEM  KOHKPETHBIH  Crmocod  mpeaycMaTpuBaeT — ao0OaBiieHHE
¢doroceHcnOMIM3aTOpa, KOTOPBI TPU AKTUBALIMHM OCBEINEHHEM C HCIOJb30BAHHEM CBETa C
BOJHAMH  TOAXOASIIEW  JUIUHBI ~ OyneT  HMHAKTHBUPOBAaTh  MHOXECTBO  MMATOTE€HHBIX
MHKPOOPIaHHU3MOB, KOTOpble MOIYT HMeThcs. JIBa KOMMeEpYeCKM JOOCTYIHBIX Crocoda
BKJIIOYAIOT 100aBlieHHe K TPOMOOIIMTaM amoTocalieHa Wik puOodiaBHHA € TOCIEIYOIIHM
ocsemeHneM Y® ceeroM. Jlpyrue crnocoObl BKIFOYAIOT OCBEIEHHE C IPYTUMHU (POTOAKTHBHBIMH
COEAVHEHUSIMH, BKJIIOYas IPOW3BOJAHBIE TIICOPAJiCHa, HE SBISIOMIMECS aMOTOCAJICHOM,
M30aJUIOKCa3UHBl, HE SBIBoIuecss pHOO(IAaBUHOM, aJUIOKCA3WHBI, KPACHUTENH, TaKue Kak
¢TanoupiaHuHbl, (EeHOTHA3HHOBBIE KpacuTeNu (HampuMep, METHJICHOBBIN CHHUIL, a3yp B, asyp
C

auremMatonopGupuHOBBIA  3dup, MIPOU3BOAHbBIE reMaTornopgupuHa, IIPOU3BOAHbIE

, ~ THOHUH,  TONYWAWHOBBIA  CHHHI),  TpOM3BOAHBIE  mopdupuHa  (HampuUmep,
OenzonopdupuHa, ajkuizaMelneHHeli candupud) u MepoumanuH 540 (Prodouz et al. Blood
Cells 1992, 18(1):101-14; Sofer, Gail, BioPharm, August 2002). B HekOoTOpBIX BapHaHTax
OCYIIECTBIICHUS MHAKTHBHPYIOLIEe NaTOr€HHbIE MHUKPOOPTaHU3MBI COEIMHEHHUE
npeaycMaTpuBaeT (OTOAKTUBHYIO MHAKTUBALIMIO MTATOT€HHBIX MUKPOOPTaHU3MOB. B HEKOTOpBIX
BApPUAHTAX OCYLIECTBJIEHHUs] WHAKTUBUPYIOIIUM IaTOr€HHbIE MHKPOOPTaHU3Mbl COEAHHEHUEM
(PIC) sBnsiercss mcopaneH. B HEKOTOpPBIX BapHaHTaX OCYIUECTBJIEHUS WHAKTUBUPYIOLINM
naToreHHble MukpoopraHu3mbl coenuneHnem (PIC) sBnsercss amotocaneH. B HekoTopbix
BAPHUAHTAX OCYLIECTBJICHHS WHAKTUBHPYIOIIEE IMaTOTeHHbIE MHKPOOPTAHM3MBI COEIMHEHHE
(PIC) BbIOMparOT W3 TPYMIbI, COCTOSIIIEH M3 M30AJUIOKCa3WHA, AJUIOKCAa3WHA, (prajoruaHuHa,
¢deHoTHazuHa, nopdupuHa, MepouuanuHa 540 u ux coneli wim cBOOOIHBIX OCHOBAHHIA.

Jlo6aBounblit pacTBOp TpoMOouuToB (PAS)

[0083] B manHO# 0OmacTu M3BECTHBI JOOABOYHBIE PACTBOPBI TPOMOOIIMTOB, HANPHMED,
kak ormmcaHo B Alhumaidan et al. 11 Ringwald et al. (Alhumaidan, H. 1 Sweeney, J. J Clin
Apheresis, 27: 93-98 (2012); Ringwald et al., Transfusion Medicine Reviews, 20: 158-64
(2006)), xOTOpBIE TOJHOCTBIO BKJIIOUEHBl B JAHHBIH JOKYMEHT IIOCPEICTBOM CCBUIKH. B
HEKOTOPBIX BapHaHTaX OCYIIECTBICHUs JHOOOro M3 CcrnocoboB, HAOOPOB W KOMITO3UIHIA,
NPEACTABICHHBIX B JAHHOM JOKYMEHTe, 100aBOUHBINH pacTBOp TpombonutoB (PAS) comepxut
OITHO WK OoJiee U3 XJIOPH/a, alleTara, LUTpaTa, Kajus, Maraus, Gocdara, riFOKOHATA, TITFOKO3bI
u OukapOoHara. B HEKOTOpBIX BapuaHTax OCYLIECTBIEHHs JFOOOT0 M3 Croco0OB, HAOOPOB H
KOMITO3UILUH, TPEACTABICHHBIX B JAHHOM JOKYMEHTE, NOOaBOYHBIM PAacTBOPOM TPOMOOIIUTOB

(PAS) sBnsercs PAS, opoOpeHHBI peryJupyrIiUM OpPraHOM WM  aKKPEAUTYIOLIEH
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opraHu3aiyei, OObIYHO MPUHSTOHN B JAHHOH 00JacTH.

[0084] B HeKOTOpPBHIX BapHaHTAX OCYIIECTBIEHUS JIOOOro M3 crocoboB, HAOOPOB H
KOMITO3ULIMH, TPEACTaBICHHBIX B JaHHOM JOKYMEHTe, N00aBOYHBIM PacTBOP TPOMOOIMTOB
(PAS) conepsxut ogHO Win OoJiee U3 HATPHs XJIOPUIA, HATPUS alleTaTa, HaTPUs [IUTPATa, KaJHs
XJIOpUAa, MarHus XJjopuna, Hatpus ¢ocdara, HaTpus TIIIIOKOHATA, IJIFOKO3bI U HATpPHUs
OuxapOoHara.

[0085] B HekoTOpbIX BapuaHTax OCyIlecTBIeHUs PAS comepxuT XJIopuj, LUTpAT,
docdar u xanuii. B HEKOTOPBIX BapHaHTaxX OCyINECTBIEeHUs PAS comep:kuT XJopuna, LUTPAT U
arieraT. B HekoTOphIX BapuaHTax ocymectsieHus PAS conmepxur xjopun, murpar, Gocdar u
anerar. B HekoTOpeIX BapuaHTax ocyiuecTBieHuss PAS comepxuT XJjopun, LUTpaT, aLerar,
MarHui, kanui 1 riokoHaT. B HekoTopeIx BapuaHTax ocyuiectBieHuss PAS copepxur xmopun,
nurpar, ¢ocdar, anerat, MarHuid U Kaauil. B HEKOTOphIX BapuaHTax ocymecTBieHus PAS
COAEPKUT XJIOPUA, alerar, Mar"Hui, Kajluil U T[JIIOKOHAT. B HEKOTOphIX BapuaHTax
ocymectsieHust PAS conepsxut xyopun, uutpart, Gocdar, arerar, MarHui, KaJiui U TIFOKO3Y.

[0086] B HexoTOpBIX BapuaHTax ocyliecTBieHus PAS conep:xut HaTpus XJIOpUA, HaTpUsI
anerar, Kajus XJOpPHJ, MarHus XJOpUA U HaTpus IJIIOKOHAaT. B HEKOTOpBIX BapuaHTax
ocyuiecTBieHUs: PAS conep:kut HaTpusi XJIOPUA, HATPUs alleTaT U HaTpusl LUTpaT. B HeKoTOphIX
BapuaHTax ocyuectsieHuss PAS comepxuT HaTpusl XJIOpUA, HATpUsS aLeTaT, HaTPUs LIUTPAT U
Hatpusi ¢ocdar. B HekoToppIx BapuaHTax ocymecTBieHusi PAS comepxut HaTpust XJIOpHL,
HATPUsI LUTPAT, HaTpus GocdaT U Kaust XJIopua. B HeKoTopeIx BapuaHTax ocymecTBieHust PAS
COIEPKUT HATPUSA XJIOPHJ, HATPHs alleTaT, HATPUS LUTPAT, KalIus XJIOPUA, MarHUs XJOPUZ H
Hatpus (ocdar. B HekoTopbIx BapuaHTax ocyinecTBieHust PAS comepxur HaTpust XJIOpHL,
HATpUs aleTaT, HaTpHsl LUTPAT, Kajus XJIOPWA, MarHus XJOPHJ U HaTpus ITIOKOHaT. B
HEKOTOPBIX BapUaHTax ocyluecTBieHuss PAS comep:KuT HaTpusl XJIOPHU, HATPUS alleTaT, HaTpHsI
LIUTPAT, KaJIusl XJIOPUJA, MAarHusi XJOpHun, Hatpus ¢ocdar, Moko3y U Harpus OukapOoHar. B
HEKOTOPBIX BapHaHTax ocyuiecTieHuss PAS conep:xut HaTpusi XJIOpUJ, HATPHs alleTaT, HaTPUs
LUTPAT, KAJIHs XJIOPHUJI, MATHHSI XJIOPUJ, TJIFOKO3Y U HAaTpHst OMKapOOHaT.

[0087] B HekoTopbIXx BapuaHTax ocyuectsieHuss PAS npencrasnser coboii PAS-1. B
HEKOTOpBIX BapuaHTax ocymectsieHus PAS mpencrasnsier coboii Plasmalyte. B HekoTopbIx
BapuaHTax ocyumectBienus PAS mnpencrasnsier coboit Pas-II. B HekoTOpbIX BapHuaHTax
ocymectenennst PAS mpencrasnsier coboii T-Sol. B HEKOTOpBIX BapuaHTaxX OCYIIECTBIICHUS
PAS npencraBusier coboii PAS-III. B HekoTopbIx BapuaHTax ocymecTtBieHHss PAS
npexncrasisier coboii Intersol. B HekoTopeix BapmaHTax ocyuiectBieHus PAS mpencrasnser
coboii PAS-IIIM SSP. B HekotopbIx BapuaHTax ocymecTtBieHusi PAS mpencrasiser coboit
ComposolPAS-G. B HekoTopeIx BapuanTax ocyiectsienust PAS npencrasnser codoit M-Sol. B
HEKOTOpBIX BapuaHTax ocyiecTBieHus: PAS mnpencrasmser coGoii Isoplate. B HexoTopbx
BapuaHtax ocymectBieanss PAS mpencrasiasier coboii PAS-A. B HekoTOphIX BapHaHTax
ocymecteineHnst PAS npencrasnser coboii PAS-B. B HekoTOphIX BapHaHTaxX OCYIIECTBJICHUS
PAS npencrasnser coboit PAS-C. B HekoTopsIx Bapnantax ocymectsieHus PAS nmpencrasmnsier

coboit PAS-D. B HekoTopeix BapuaHtax ocymectsieHust PAS npencrasnsier coboit PAS-E. B
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HEKOTOPBIX BapuaHTax ocymecTsieHus PAS mpencrasisier coboit PAS-F. B HekoTopbix
BapuaHTrax ocymectsienus PAS npencrasnsier coboti PAS-G.

PactBop PAS u PIC

[0088] OObmHO, pactBOp, comepxaumii PAS u PIC, moxer umerb mo0oii oObeMm,
AOCTATOYHBIN JUII MCIIOJIBb30BAHUS B JIFOOOM U3 CIOCOOOB, HAOOPOB U KOMITO3ULIUH, OMUCAHHBIX
B JJAHHOM JIOKYMeHTe. B HEKOTOpPBIX BapuaHTax OCYLIECTBIECHHs JIOOOro U3 crnocodoB, HAOOPOB
U KOMIIO3ULIMH, ONMHUCAHHBIX B JJAHHOM JIOKYMeHTe, pacTBop, coxepxkamuii PAS u PIC, umeer
obpem mexxay npudmausutrenbHo 100 mu u npubnusutensHo 1000 M. B HEKOTOpBIX BapraHTax
ocyliecTBiieHUs: pacTBop, conepskamuii PAS u PIC, umeer o0bem mexnay npubnuzurensHo 200
M1 ¥ ipubnusuTensHo 900 My, Mexxay npuoam3uTensHo 300 M u npubmusutensHo 800 mu,
mexxay npubnusutensHo 400 M1 1 mpubausuTensHo 700 Mt win Mexkay npubnusutensHo S00
M1 1 pubnm3uTensbHo 600 M. B HEKOTOPBIX BapHaHTaX OCYIIECTBIIEHHS PACTBOP, COAEPIKALIHHA
PAS u PIC, umeer ob6bem npubmusurtensao 100 mut, mpubimnsurensHo 200 M1, TpUOIU3UTETBHO
300 my, mpubmmsurensHo 400 myn, npubmmsurensHo 500 My, npubmmsurensHo 600 ML,
npubnusutensHo 700 wmn, npubnmsurensHo 800 wmi, npubmmsurensHo 900 Ma  wiH
npubnusutensHo 1000 M. B HEKOTOpBIX BapuaHTaX OCYLIECTBIEHUS PACTBOP, COAEpPIKAIIUN
PAS u PIC, umeer oOvem wMeHbme uem mnpudmmsurensHo 1000 mi, MeHbIne uem
npubnusuTensHo 800 Mit, MeHbIe YeM npudan3uTeapbHo 600 M, MEHbIEe YeM MPHOIU3UTEIbHO
500 mu, menbine yem mpuOmmsuTenbHo 400 Mi, MeHbine YeM mnpuOmm3urensHo 300 M wim
MeHbIe 4eMm npudbmusureabHo 200 mu. B HEKOTOpBIX BapWaHTaX OCYLIECTBJICHUS PacTBOP,
conepxauuiit PAS u PIC, numeer o6bem Oonbiie yem npubnuzutenpsHo 800 mu, Oombine dem
npubnusutensHo 700 M1, Gomnbine yem npubausureabHo 600 mii, GoJblIe YeM MPUOIU3UTENIBHO
500 mu, Gonbuie yem mpubnusutensHo 400 mu, 6osbine yem npudnusutensHo 300 mu, Gonblie
yeM npubmusurensHo 200 mu wim Oombme dem npubmmsurensHo 100 mu. B HexoTopsix
BapUaHTAaX OCYLIECTBICHUs pacTBop, conepxkamuii PAS u PIC, umeer o0bem Mexnay
npubnusutensHo 1000 M u mpubnusurensHo S000 Mt

[0089] O6bruno, konuentpanus PIC B pactBope, conepskainem PAS u PIC, moker ObITh
moboii, moaxonsmeid koHuentpaumeil PIC, kortopas o0ecne4ynBaeT «UTOTOBYIO» HYKHYIO
konuentpauuto PIC mpu cmemmBanuu pactBopa, comepikamero PAS u PIC, ¢ mpenmaparom
TPOMOOILITOB TSI HCIIOJIb30BAHMS B JIFOOOM U3 crocoO0B, HAOOPOB U KOMIIO3HLIUH, OMMMCAHHBIX
B JAHHOM JIOKyMEHTE, TaKOM Kak Hampumep, ¢ Y4eTOM OOBEMOB, IOAJIEKAIINX
KOMOWHHUPOBAHUIO TPH CMEUIMBAHUU pacTBopa, coxepxamero PAS u PIC, u mpemapara
TpoMOOIIMTOB. B HEKOTOpBIX BapuaHTax ocyuiecTBieHust koHueHtpamms PIC B pacTsope,
conepskameMm PAS u PIC, cocraBnser ot npubnusurensHo 25 MkM o npubnusurensHo 1200
MKM, ot nmpubmmsurensHo 50 MkM no nmpubmmsurensro 1000 MxM, ot npubnmsurensao S50
MKM no mpubmusurensHo 750 MM, ot mpubmusutensHo 50 MKM po mpubmusutensHO 500
MKM, ot nmpubmmsurensHo 75 MKM npo mpubmmsurensHo 500 MxkM, ot mpubnusutensHO 100
MKM 1o npubnusurensHo 400 MkM, ot mpubnusurensHo 150 MkM no npubmmsurensHo 350
MKM, ot npudmusurensHo 200 MkM o npubnusurensHo 300 MKM uiu OT puOIU3UTENbHO 225

MKM 1o npubnusutenpsHo 250 MKM. B HEKOTOPBIX BapHaHTaX OCYINECTBJIEHUS KOHLIEHTPALUS
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PIC B pacrBope, comepxkamem PAS wu PIC, cocraBmser npubmmsurensHo 25 MM
npubnusutensHo 50 MkM, npubmmsurensHo 75 MkM, mnpubnusurensHo 100 MM
npubnmsurensHo 175 MxkM

npubnusutensHo 125 MxM, mnpubnusurensHo 150 MM

2 2 2

npubnusutensHo 200 MxkM, mnpubmmsurenpHo 250 MxkM npubnmsurensHo 275 mMxM

2 2

npubmmsutensHo 300 MxM, npubnmsurensHo 325 MM, npubmmsurensHo 350 MKM,
npubmmsutensHo 375 MxkM, npubmmsurensHo 400 MM, npubmmsurensHo 450 MKM,
npubnusutensHo 500 MM, npubnusutensHo 550 MM, npubmmsurensHo 600 MkM,
npubnusutenbo 750 MM

npubnusutensHo 650 MM, mnpubnmsurensHo 700 MM

2 2 2

2 2 2

npubnusutensHo 800 MM, mnpubnmsurensHo 850 MkM, mnpuOmusurensHo 900 MM

npubnusutensHo 1000 mMxM, npubnusutensHo 1100 MxM, npubmusurtensho 1200 mMxM

2 2 2

npubnusutensHo 1300 MM, nmpubnusutensHo 1400 MM winn npubnmusurensao 1500 mxM. B
HEKOTOPBIX BapuaHTax ocyuiectBieHus koHueHrpauus PIC B pactsope, conepxaiuem PAS u
PIC, cocraBnsier ot npubmusutensHo 225 MkM no npubnmsurensHo 235 MkM. B HekoTopbIx
BapuaHTax ocyiectsieHus koHueHTpauus PIC B pactBope, comepxkamem PAS u PIC,
COCTaBJISIET MPUOTM3UTENBHO 225 MKM, mpuOau3uTenbHo 226 MKM, npubmusutenbHo 227 MKM,
npubnusutensHo 228 MM, mnpubnusurensHo 229 MkM, mnpubmmsurensHo 230 MM,
npubnusutensHo 231 MM, mnpubnusutensHo 232 MM, mnpubmmsurensHo 233 MM,
npubnusnuTensHo 234 MKM miu npuOaM3uTeNbHO 235 MKM.

[0090] B HekoTOpBIX BapuaHTax OCYILIECTBJIEHMsI pacTBop, conepxkauuii PAS u PIC,
TIOJIy4aroT B pe3yJibTare oObenunenus: pactsopa PAS u pacrsopa PIC ¢ monyuennem pactsopa,
comepskamero PAS u PIC. B HekoTOphIX BapriaHTaxX OCYIIECTBICHHS CIOCOO BKJIFOYAET IMepen
sraniom (a) komOmHMpoBaHue pactBopa PAS u pacrBopa PIC ¢ mnomydeHueMm pactBopa,
copepxamero PAS u PIC. B HekoTopbIx BapuaHTax ocyuiecTBieHus pactBop PAS Oepyr u3
koHTeliHepa PAS (Hanpumep, koHTeilHepa ans xpaHeHus: PAS). B HekoTopbIX BapuaHTax
ocymectsieHus pactsop PIC Gepyt u3 konreiinepa PIC (manpumep, KoHTelHepa 1 XpaHEHUS
PIC). B Hekoropwix BapuaHTax ocyuiectieHust pactBop PAS u pacrBop PIC obwvenuHstoT
MeHbIE uYeM 3a (Hampumep, B Mpeneiax) MNpUOTU3UTENbHO 6 MeCsIeB, MEHbIIe 4YeM 3a
npUOMU3NTENILHO 4 Mecsila, MEHbIIe 4YeM 3a NPHOJM3UTENbHO 3 Mecsla, MEeHbIIe 4YeM 3a
NpUONU3UTENIBHO 2 Mecsila, MEHbLIe 4YeM 3a NPUONIM3UTeNIbHO | Mecsl, MeHbIIe 4YeM 3a

HEeNIF0, MEHbIIe 4YeM 3a MNPUONM3UTEIbHO 5 IHEW, MEHbIIe 4YeM 3a

4
2

NpUONU3NUTENIHO 3 HENeNH, MEHbINe 4YeM 3a MPHOIM3UTENbHO 2 HENeNH, MEeHbIIe YeM 3a
npuOIU3NTENBHO 1
4

HpI/I6J'II/ISI/ITeJ'IbHO JHA, MCHbIIC 4YEM 3a HpI/I6J'II/ISI/ITeJ'IbHO 3 AHA, MEHbLOIC 4YEM 3a

>
npubnusuTensHO 48 YacoB, MeHbLIE YeM 3a NPUOIM3UTEIbHO 30 HYacoB, MEHBIIE 4YeM 32
npubnu3uTeNbHO 24 Yaca, MEHblLIe 4YeM 3a NpuONu3uTeNnbHO 18 9acoB, MeHbIIE 4YeM 3a
npubnu3nuTenbHO 12 9acoB, MEHbIIE YeM 3a MNPHUOIM3UTENBHO 8 YacoB, MEHbIIE YeM 32
npuONU3NTENPHO 6 YacoB, MEHbIIE YeM 3a NPUONMM3UTENbHO 4 dYaca, MEHbIIE YeM 32
NpUONU3UTENPHO 2 Yaca WJIM MEHbIIE YeM 3a MPUONM3HUTENbHO 1 4Yac mepes CMEUIMBaHUEM
pactBopa, conepxkamero PAS u PIC, ¢ mpenmaparom TpoMOOmuTOB. B HEKOTOPBIX BapHaHTax
ocymectsiieHus: pactBop PAS u pacrBop PIC 00benuHSIOT 32 OT NPUONM3UTENBHO 5 MUHYT 10

npuONU3NTENbHO 72 Yaca, OT NMPUOSU3UTENBHO 5 MHUHYT A0 NpUOIM3UTENbHO 48 4acoB, OT
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NPUONU3UTENBHO 5 MUHYT 10 MPUOIU3UTENBHO 30 4YacoB, OT NPUOIU3UTENBHO 5 MHUHYT 10

npuONU3NUTENBPHO 24 4acoB, OT MPHUOJIM3UTENBHO 5 MUHYT 10 mpubiausutenpHo 18 uacos, ot

>
NPUONU3UTENBHO 5 MUHYT 140 MPUONU3UTENbHO 12 4HacoB, OT NMPUONU3UTENBHO 5 MHUHYT OO
NpUONU3UTENBHO 8 YacoB, OT NPUONU3UTENBHO 5 MHUHYT AO NPUONM3UTENBHO 6 4YacoB, OT
npuOIM3UTENPHO S5 MHHYT A0 NPUOSU3UTENbHO 4 4Yaca, OT NPUOIM3UTENPHO S5 MHHYT A0
npuOIM3UTENPHO 2 Yaca WM OT MPHUONM3UTENBHO 5 MHUHYT 1O NPHONU3UTENbHO | Hac mepen
CMelIMBaHueM pacTBopa, copepskamero PAS u PIC, ¢ npenaparom TpoMOOLUTOB.

Cwmech PAS, PIC u IIpenaparta TpoMOOLIMTOB

[0091] B HeKOTOpBIX BapHaHTAX OCYIIECTBIEHUS JIIOOOr0 M3 CrocoOOB, HAOOPOB H
KOMITO3UIINH, OMHCAHHBIX B JAaHHOM JOKyMeHTe, o0beM cMecu PAS, PIC u mnpemnapata
TPOMOOIMTOB coOCTaByisieT OT mnpubmusurenbHo 100 M po mpubmusurensho 1000 mn. B
HEKOTOPBIX BapHaHTax ocymectsieHus: oobem cmecn PAS, PIC u mpenapara TpomMOouMTOB
cocTaBisieT oT npuoamsuTenbHo 200 M 1o npudnusurensHo 800 mut, ot mpubnusutensHo 200
MJI 10 IPHONMM3UTENBbHO 775 Mit, oT mpubausurenpHo 250 M 1o npubau3uTensHo 775 M, OT
npubnusuTensHo 225 Mn o mpuOnusuTenbHo 525 mu, ot mpuOnmsurensHO 500 M 1o
npubnusutensHo 775 i, or mpuommsurensHo 200 mu po mpubnusurtensHo 300 mu, OT
npubnusutensHo 300 mn go mpuOmusurensro 400 mi, or mpubmmsurensHo 400 Mu 1o
npubnusutensHo 500 My, or mpuOmmsurensHo 500 My mo mpubnusurensHo 600 M, OT
npubnusutensHo 600 min xo npubnusutensHo 700 M wiu ot npubmusurensHo 700 mu 1o
npubnusutensHo 800 M. B HexoTopbIx BapuaHTax ocyuiectsieHus oobem cmecu PAS, PIC u
nperapara TpOMOOLIMTOB COCTaBJIsIET MPUOMU3UTETbHO 255 Mit, 510 M1 wim nmpuOIM3UTENBHO
765 min. B HekoTopeix BapuaHtax ocyuectsieHus cmecb PAS, PIC u npenapara TpoMOOIUTOB,
IpUYeM mpemnapar TPOMOOLUTOB CONEPXKHT IJIa3My, MMeeT cooTHoimeHue PAS u miasmel
npubIM3UTENBHO 65:35.

[0092] B HekoTOpBIX BapHaHTax ocymecTBieHus oOmuii o0vem cmecu PAS, PIC u
npenapata TPOMOOLIUTOB, MPH 3TOM Mpernapar TPOMOOLUTOB CONEPIKUT IUIA3My, CONEPIKUT
mwiasmMy ot npubausutenbHo 32% no mpubnausutenbHo 47% mno o0beMy. B HEKOTOpBIX
BapHuaHTax ocyuiectsieHus odmmii oovem cmecu PAS, PIC u npenapata TpoMOOLMTOB, MpH
5TOM MpemnapaT TPOMOOIUTOB COAEPKUT IuiazMy, comnep:kut PAS ot mpubmmsurensro 53% no
npubu3uTeNbHO 63% 1Mo 00beMy. B HEKOTOPBIX BapUaHTaX OCYLIECTBIIEHHS IUIA3Ma CONEPIKUT
npudmsuTensHo 32-47% mno obdbemy cmecu PAS, PIC u mpenapara TpomMOOIUTOB, HpUYeM
n00aBOYHBII PacTBOP TPOMOOUMTOB (Hampumep, noOaBouHBIN pacTBop TpomboruToB ¢ PIC)
COIEPKUT OCTAIBHOI 00BeM (TO ecTh 53-68% PAS, npudem % mnasmer + % PAS=100). O6vem
IUIa3Mbl MOJKET TakKXKe BKJIOYAaTh, Hampumep, 000N oObeMm, KoTopelii He siBisiercss PAS
(marmpumep, PAS ¢ PIC), takoii kak Hampumep, 000N 00BEM, CBA3aHHBIA C TPOMOOIIMTAMH,
w/wmm mobol 00beM, CBA3aHHBIH C MPOTHBOCBEPTHIBAIOLINM CPEIACTBOM, HCIOJIB3YEMBIM BO
BpeMsi 00padoTkH. B HEKOTOPBIX BapHaHTaX OCYLIECTBIEHHS IpenapaT TPOMOOLIUTOB CONEPIKUT
wiasMy npudnusutenbHo 32%, npudnusurensHo 33%, npubauzutenbHo 34%, MPUONIU3UTENBHO
35%, nmpubmmsurensHo 36%, npudmusuTenbHo 37%, npubnusurenbHo 38%, MPUOIH3UTENBHO

39%, npubmsurenbHo 40%, npudmusurensHo 41%, npubnusurensHo 42%, npUOIM3UTEIBHO
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43%, npubmusurensHo 44%, npubmusurensHo  45%, npubnusurensHO  46% WM
npudmmsuTensHo 47% mo odvemy cmecu PAS, PIC u npenapara tpomOonuTos. B HeKOTOpBIX
BapHaHTax ocymecTsieHusi cootHomeHnne PAS u mrasmer mo obvemy B cmecu PAS, PIC u
mpernapara TPOMOOLIMTOB cocTaBiisieT mnpubmusurenpbHo 68:32, mnpubmusurensHo 67:33,
npubausutensHo 66:34, mpubnusurenbHo 65:35, npubnusutenbHo 64:36, NMPUOTMZHTENBHO
63:37, npubnusurenbHo  62:38, mpubmusurensHo  61:39,  mpubnusurensHo  60:40,
npubnusutensHo 59:41, nmpubnusurensHo 58:42, mpubnusutenbHo 57:43, npuOIH3UTETHHO
56:44, npubnusurensHo 55:45, npubnuzurenbHo 54:46 wnu npubausuTenbHo 53:47.

WHakTuBaIysi MaTOT€HHBIX MUKPOOPTAHU3MOB

[0093] B HEKOTOpBbIX BapHaHTAX OCYIIECTBIEHUS JIOOOro M3 CrocoOoB, HAOOPOB H
KOMITO3UIINH, OMUCAHHBIX B JaHHOM JNOoKymeHTte, cMech PAS, PIC u npenapata TpoMOOIIMTOB
cogepxut PIC B KOHIEHTpALIMH, TOCTATOYHOH, YTOOBI MPUBOJUTH K MHAKTHBALUU MTATOT€HHOTO
MHUKPOOpPTaHH3Ma [0 MEHbIIEH Mepe NpUOMM3UTENbHO Ha 1 mopsmok, mpu Hamuund. B
HEKOTOPBIX BapuaHTax ocymiectsieHusi cMech PAS, PIC u mpenapara TpoMOOILIUTOB COAEPKUT
PIC B KOHUIEHTpauyH, IOCTATOYHOHW, YTOOBI MPUBOAWTH K WHAKTUBALMHM TaTOT€HHOT'O
MHUKPOOPTaHH3Ma IO MeHbIIeH Mepe NPUOIM3UTENbHO Ha | TOPSIOK, NMPU HAJIMYUH, TOCKe
BO3CHCTBUSI HA CMECh CBETOM, JOCTATOYHOT'O ISl (POTOXMMHUYECKOH WHAKTHBALIUN TATOT€HHOTO
MHUKpoOpraHusMa. B HekoTOpbIX BapuaHTax ocyulecTBieHus koHueHTpauus PIC sBusercs
IOCTaTOYHOM, YTOOBI MPUBOANTH K MHAKTUBALIUH ITATOTEHHOT'O MUKPOOPTaHU3Ma, NIPU HAJIUYHH,
1O MEeHbIIeH Mepe MPUOIH3UTENIBHO Ha | MOPSIOK, O MEHbIIeH Mepe MPUONU3UTENBHO Ha 2
nopsiika, IO MeHbIIeH Mepe MpHONMM3UTENbHO HAa 3 TIOpAOKa, IO MEHbLIeH Mepe
npuONU3NUTENPHO HAa 4 TOpsAKAa, MO MEHbIIeW Mepe NPUOIM3UTENbHO Ha 5 MOPSIKOB, IO
MEHbLIEH Mepe MPUOIU3UTETBHO Ha O MOPSAKOB MIIHM MO MEHbIIEH Mepe MpUOIH3UTENbHO Ha 7
NOPSIKOB, MO MEHbLIEH Mepe MNPHONU3NUTEIBPHO Ha 8 TMOPSAKOB, IO MEHbIIEH Mepe
npuOIM3UTENPHO Ha 9 MOPSIIKOB WJIM N0 MeHblIeH Mmepe npuOam3uTessHo Ha 10 mopsakoB
(Hampumep, TOCTE€ BO3AEUCTBUST HA CMECh CBETOM, IOCTATOYHOTO Ui (DOTOXMMHUYECKOM
WHAKTHBALUHU MTATOT€HHOTO MUKPOOPTaHU3MA).

[0094] B HEKOTOpPBIX BapHAHTAX OCYIIECTBIEHUS JIOOOr0 M3 CrocoOOB, HAOOPOB H
KOMITO3UIINH, OMUCAHHBIX B JaHHOM JOKyMmeHTe, cMecb PAS, PIC u mpenapara TpoMOOIIMTOB
cogepxut PIC B koHUEHTparmu oT npubiusutensHo S MKM no npubmmurensao 500 mxM. B
HEKOTOPBIX BapHaHTaxX OCyllecTBieHUs cMmech coaepkuT PIC B KOHLIEHTpauMM MeHbLIE 4YeM
npubnusuTensHo 150 MKM. B HekoTOphIX BapuaHTax ocyuiecTieHHus cMech comepxkut PIC B
KOHLIEHTPALUH OT NMPHOIM3UTENbHO 15 MKM o npubnmurensHo 400 MKM, OT MpHOIU3UTENBHO
25 MxM po npubnusutensHo 300 MKM, ot mpubnusutensHo S0 MKM no npubnusurensHo 250
MKM, or npubmmsurensHo 75 MKM no nmpubmmsurensHo 225 MM, ot mpubnusutensHo 100
MKM 1o npubnusurensHo 200 MkM, ot mpubmusurenbHo 125 MM po npubmmsurensHo 175
MKM, ot npubnusutensHo 25 MKM no npubnusutensHo 250 MkM, oT npubnmsurensHo 25 MKM
no npubmmsurensHo 200 MkM, ot npubnusutensHo 25 MKM o npubnusutensHo 150 MkM, oT
npubnusutensHo 25 MKM o mpubnusutensHo 100 MM, ot mpubmusurensHo 25 MKM 1o

npubnusutensHo 50 MM, ot mpubnusurenbHo 25 MKM o mpuOmusurensHo 35 MM, oT
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npubnusutensHo 30 MkM o mpubmusutensHo 150 MM, ot mpuGmusurensHo 30 MKM 1o
npubnusutensHo 90 MM, ot mpubnusurensHo 50 MKM no mpubnusurensHo 150 MM, ot
npubnusutensHo 50 MkM o mpubnusurensHo 100 MkM, ot mpuGmusurensHo 50 MKM 1o
npubnusutensHo 75 MKM, ot mpubnusurensHo 75 MKM po mpubmmsurensHo 150 MxM, ot
npubmausutensHo 75 MkM no mpubnmsurensHo 100 MxM, ot mpubmmusurensHo 10 MkM 1o
npubmmsutensHo 400 MkM, ot npubmmsurensHo 10 MkM 1o npubnusurensro 250 MM, ot
npubnusutensHo 10 MkM no mpubmusutensHo 200 MxM, ot npubmmsurensrHo 10 MxM mo
npubnusutensHo 150 MxM, ot npubnmsurenbHo 10 MkM no npubnusutensHo 100 MxM, oT
npubnusutensHo 10 MkM po npubnusutensHo 50 MM, ot mpubmusurensHo 10 MKM 1o
npubmu3uTeNnsHO 25 MKM, oT mpubnusutenbHo 15 MKM no mpubnusurensHo 250 MM, OT
npubnusutensHo 15 MkM no mpubmusutensHo 200 MkM, ot mpubmusurtensHo 15 MKM 1o
npubnusutensHo 150 MM, ot mpubmmsurensHo 15 MkM no mpubmusutensHo 90 MKM, OT
npubnusutensHo 15 MkM po mpubmusutensHo 50 MM, ot mpubmusurensHo 15 MKM 1o
npubnusutensHo 30 MKM mim ot npubmusutensHo 15 MkM no npubnmsurensao 25 MxkM. B
HEKOTOPBIX BapUAHTAaX OCYLIeCTBIeHHs cMech comepxutr PIC B KOHUEHTpauwu OT
npubnusutensHo 145 MkM  po mnpubnusutensHo 155 MkM. B HEKOTOpBIX BapHaHTax
ocymectieHust cmechb comepxkutr PIC B koHumeHTpaumm mnpubmmsurensHo 145 MM,
npubnusutensHo 146 MM, mnpubnusurensHo 147 MxkM, npubmmsurensHo 148 MM,
npubnusutensHo 149 MM, mnpubnusurensHo 150 MxM, mnpubmmsurensHo 151 MM,
npubnusutensHo 152 MM, npubnumsurensHo 153 MkM, npubmmsurensHo 154 MM wim
npubnusutensHo 155 MkM. B HekoTophIX BapmaHTax ocyuiectieHus cMech comepxur PIC B
KOHIeHTparuu npudmmurenbHo 10 MxM, npubmusurensHo 15 MxM, npubnusurensHo 20 MKM,

npubmmsutensHo 25 MkM, mnpubmmsurensHo 30 MkM, npubmmsutensHo 35 MKkM

2 2

npubmmsutensHo 40 MkM, mnpubmmsurensHo 45 MkM, npubmmsurensHo 50 MKM,

npubmmsutensHo 55 MkM, mnpubmmsurensHo 60 MM, npubmusurensHo 65 MKM,

2 2

npubnusutensio 70 MM, npubmmsurenshHo 75 MM, npubmmsurensHo 80 MM

npubnusutensHo 85 MkM, mnpubmmsurensHo 90 MM, npubmmsurensHo 95 MKM

2 2

npubnusutenbio 100 MxM, mnpubmusutensHo 110 MM, npubmmsurensrao 120 MM

2 2

npubnusuTensHo 130 MkM wiu npubamsurensao 140 MkM.

[0095] B HEKOTOpBbIX BapHaHTAX OCYIIECTBIEHUS JIOOOr0 M3 CrocoOOB, HAOOPOB H
KOMIIO3UIINM, TMpencTaBIeHHbIX B JAaHHOM JokymeHte, cmecu PAS, PIC u mnpemapara
TPOMBOLIMTOB TIPenapaT TPOMBOLMTOB COXEPKHUT OT IpuGm3uTensHo 2,0x10"'! TpomBorTos 10
PUOTH3UTENILHO 14,O><lO11 TPOMOOIIMTOB. B HEKOTOpPBIX BapUaHTAX OCYIIECTBIIEHUS CMECh
COIEPKHUT MO MEHbIIEeH Mepe MPHUOINU3UTENBHO 2,0x10" TPOMOOILIMTOB, 1O MEHBILIEH Mepe
npubmmsurensio  3,0<10" TpomGouuTos, mo Membieii Mepe npuGimsHTensHO 4,0x10!
TPOMBOLMTOB, IO MeHbIIeH Mepe nmpuommsnTensHo 5,0%10'! TpomGoruToB, Mo MeHbel Mepe
npubmmsurensio  6,0<10" TpomGouuTos, no MeHbmei Mepe mnpuGimsHTeNsHO 7,0x10!!
TPOMBOLIMTOB, IO MeHbIIeH Mepe mpuousuTensHo 8,0x10'! TpomGoriToB, Mo MeHbIel Mepe
npubmmsurensao  9,0x10'" TpomBormTos, o Mewbureil Mepe mnpubmMsHTENHHO 10,0x10'

o 11 o
TpOMOOIIUTOB, MO MeHbIel Mepe nmpudbnusutensHo 11,0x10°° TpoMOOIMTOB MM MO MEHbLIEH
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Mepe NPHUOIH3UTETHHO 12,0x10" TpOMOOILIMTOB. B HEKOTOPBIX BapHaHTaX OCYLIECTBIICHHS
mpenapar TPOMGOLHTOB CONEPIKUT IO MeHbIeil Mepe npubmusutensHo 2,010 TpomBoruTos,
N0 MeHblIIeH Mepe NpUOIU3UTEIBHO 2,2x10" TPOMOOIIMTOB, MO MEHbLIEH Mepe
npubmmsurensro  2,4x10" TpomGouuToB, mo MeHbmei Mepe mnpuGmsHTENEHO 2,5%10"!
TPOMBOLIMTOB, 10 MeHbIIeH Mepe mpuommnTensHo 2,6x10'! TpoMGoruToB, Mo MeHbiel Mepe
npubmmsurensro  2,7x10"" TpomGouuToB, mo MeHbmeli Mepe mnpubimsuTenbHO 2,810
TPOMBOLMTOB, 10 MeHblIel Mepe npuémusuTensHo 2,9%10' TpoMGoLMTOB MM MO MeHbIueit
mepe npubmusuTensro 3,0x 10" TpomGonmToB.

[0096] B HEKOTOpBIX BapHAHTaX OCYLIECTBICHHS CIOCOO TONyYEHUs] KOMITO3ULUH
TPOMOOILIMTOB JOIMOJHUTENBHO BKIO4YaeT wuHKyOammo cmecu PAS, PIC wu mnpemapara
TPOMOOILIUTOB B T€YEHHE TIEPUOAA OT NPUOIU3UTENBHO 30 MUHYT 10 MPUOIU3UTENBHO 24 4acoB,
NPU 3TOM HHKYOAIMIO MPOBOIST TeEpel BO3AEHCTBUEM HA CMECh CBETOM, JIOCTATOYHBIM JIJISI
(bOTOXMMHUYECKOW HMHAKTUBALMH TMATON€HHOTO MHUKPOOPTaHM3Ma, MpH Hamuduu. MHKyOammro
nepen BO3NEHCTBHEM Ha CMECh CBETOM MOKHO Ha3bIBaTh NPEABAPUTENbHONH WHKyOarmed. B
HEKOTOPBIX BapHaHTaxX ocymecTBieHus: nukybauuto cmecu PAS, PIC u npenapara TpoMOoLnTOB
nepen BO3NEHCTBHEM HAa CMECh CBETOM, AOCTATOYHBIM Ui (POTOXMMHUYECKOH HHAKTHBALIUH
NaTOT€HHOI0 MMKPOOpPraHW3Ma, MpU HAJIMYUHU, NPOBOAAT B TEeUEHHE NEPUOAAa MEHbIIE YeM
npubnu3uTenbHO 24  yaca, MeHbIIE dYeM NpUONU3UTeNbHO 22 4Yaca, MeHbIIE YeM
npubnusutensHo 20 YacoB, MeEHbIIE YeM MpHONM3UTENbHO 18 9acoB, MeHblIE 4YeM
npubnusuTensHo 16 YacoB, MeHbIIE YeM MpHONMM3UTENbHO 14 YacoB, MEHbILIE YeM
npubnusuTenbHo 12 vacoB, MeHblne dYeM mnpuOnmusurenbHo 10 9acoB, MeEHbLIE YeM
npuONU3NTENbHO 8 4YacoB, MeEHbIIE 4YeM NpPUOJU3UTENbHO 6 YacoB, MeEHbIIE YeM
npuOIU3UTENEHO 5 4acOB, MEHbLIE YeM MPUOIH3UTENbHO 4 yaca, MEHbIIE YeM NPUOIH3UTETbHO
3 yaca, MeHbIIE YeM NPUOIM3UTENHPHO 2 4aca WM MeHblIe 4yeM mnpudiamsutensHo 1 gac. B
HEKOTOPBIX BapHaHTaX ocylnecTBieHus uukybauuto cmecu PAS, PIC u npenapara TpoMOOLIUTOB
nepen BO3IEHCTBHEM HAa CMECh CBETOM, AOCTATOYHBIM U (POTOXMMHUYECKON HHAKTHUBALIUH
NATOreHHOr0 MHUKPOOPTaHM3MA, NMPU HAJIMYUH, MPOBONAT B TEYEHHUE Nepuona OoJblie 4yem
npubnusuTensHo 22 daca, Oonbme uem mnpubmusutenbHo 20 waco, Oosblie  4em
npubnusutensHo 18 wacoB, Oonbme ueM mnpuOnM3uTenbHO 16 uacoB, Oosbime Yem
npubnusuTensHo 14 wacoB, Oonbime ueM mnpuOnM3uTeNnbHO 12 dacoB, Oonbine uem
npubnusutensHo 10 dacos, Oonbme dYem npuOam3uTenpHO 8 dYacos, Oonbime yem
npubnu3uTenbHO 6 uacoB, OoJbime YeM NpPUONU3UTENbHO S5 4acoB, Oofbime Yem
npUOIU3NUTENBHO 4 Yaca, OobIe YeM MpHOIU3UTENBHO 3 Yaca, Ooblie YeM NPUOIH3UTENBHO 2
yaca, Oosbire yem mpubmusutenpbHo | yac wnu Oonbie yem npudbmusutensHo 30 mMuHyT. B
HEKOTOPBIX BapHaHTaxX ocymecTBieHus: nukybauuto cmecu PAS, PIC u npenapara TpoMOoLnTOB
nepen BO3IEHCTBHEM HAa CMECh CBETOM, AOCTATOYHBIM Ui (POTOXMMHUYECKOH HHAKTHUBALIUH
MaTOr€HHOTO0 MUKPOOPTaHU3Ma, IPH HAJMYUH, TPOBOAAT B TEUEHUE MEPHOAA MPUOIUZUTENBHO 2
qyaca, npuOIM3UTENbHO 4 wYaca, NPUOMU3UTENPHO 6 YacoB, NPUONU3UTENBPHO 8 4HacoB,
npubnusutensHo 10 wacoB, mnpubnusutenvHo 12 wyacos, npubnmsurenbHO 14 4Yacos,

npubnusutensHo 16 wacoB, mnpubnusutensHo 18 wacoB, mnpubnusurensHo 20 Hacos,
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npubnusuTenbHo 22 uaca wiau npubnusutensHo 24 uaca. MukyOamus cmecu PAS, PIC u
npernapata TPOMOOLMTOB B TeueHHEe Tniepuoga oT npubmmsurenbHo 30 MUHYT 10
npuONU3NTENbHO 24 YacoB TIepen BO3ACHCTBHEM HAa CMECh CBETOM, AOCTATOYHBIM IS
($OTOXUMHUYECKON HHAKTUBALMM [ATOT€HHOTO MMKPOOPraHW3Ma, MOXKET TNPUBOJUTH K
yJIy4YIIEHUK) WMHAKTHBALMM IAaTOI€HHBIX MUKPOOPraHM3MOB. B HEKOTOpBIX BapHaHTax
OCYLIECTBJICHHs Takas IpeaBapUTeIbHAS MHKYOAaLUs MOXKET NPUBOAUTH K YBEIMYCHUIO
NOKa3aTeNsd CTENeHUW WHAKTHBALMM MAaTON€HHOTO MMKPOOPraHM3Ma, IMPUCYTCTBYIOIIETO B
npenapate TPOMOOLIMTOB, MO CPAaBHEHHIO C TIOKa3aTeleM CTENeHH WHAKTHBALUU HSTOTO
NATOreHHOrO0 MHKpOOpraHu3Ma (TO €CTh TaKOro K€ IaTOTeHHOrO MHKPOOPTaHU3MA),
SIBJIIFOLIEHCS PE3YJIbTATOM TaKOTrO K€ CIoco0a MOJyueHHsi KOMIIO3UIMK TPOMOOLIUTOB, HO 0e3
STama TPEeABAPUTENBHON MHKyOanuu. VYBEJMUEHHEM TIOKa3aTeis CTENeHH WHAKTHBALUU
NAaTOr€HHOIO0 MHUKPOOPraHM3Ma MOXET OBITh YBEJWYEHHWE WHAKTHUBALMU IATOTEHHOTO
MUKPOOpPraHM3Ma IO MEHbIIEH Mepe Ha | MOpsAOK, MO MEHbIIEH Mepe Ha 2 MOpsiaka, Mo
MEHbIIEH Mepe Ha 3 Mopsaka, O MeHbUIel Mepe Ha 4 MOpsiAka, MO MEHbIIeHd Mmepe Ha S
MOPSZIKOB, MO MEHbIIEH Mepe Ha 6 MOPSAKOB, IO MEHbIIEH Mepe Ha 7 MOPSAKOB, IO MEHbIIEH
Mepe Ha 8 MOPSAKOB, 10 MEHbIIEH Mepe Ha 9 MOpsANKOB WM O MeHbIel Mepe Ha 10 nopsakos.
B HekoTOpBIX BapHaHTax OCYLIECTBICHMs IMPEIBAPHUTENbHAS HMHKYOALMs MOMKET MPHBOAHUTH K
YBEJIMYEHUIO KOJUYECTBA MATOTEHHBIX MUKPOOPraHU3MOB, KOTOPBIE MOXKHO HHAKTUBHPOBATH
IpY HaJWMYUHU B TIpernapare TPOMOOLUTOB (Hampumep, 1Mo MeHblneidl mepe Ha 1, 2, 3, 4 wm S
MOPSIZIKOB) MO CPABHEHHIO C KOJHMYECTBOM MATOT€HHBIX MUKPOOPTAaHU3MOB, KOTOpPbIE MOXKHO
MHAKTHBUPOBATh NPU HAJIMYUH B Iperapare TPOMOOLIUTOB B Pe3yJbTaTe TAKOTO K& crocoba
NOJIy4eHUsI KOMIIO3ULIUK TPOMOOLMTOB, HO O€3 »Tama IpeaBapuTesNbHOM HHKyOauun. B
HEKOTOPbIX ~ BapMaHTaxX  OCYIUECTBJIEHUs  YJIy4YLIEHWE  HHAKTUBALUUU  IATOT€HHbIX
MUKPOOPTraHU3MOB, OINUCAaHHBIX B JAHHOM JOKYMEHTE, MPOAEMOHCTPUPOBAHO B OTHOILUEHUU
onHOW uiu Oosee OakTepuil WM BUPYCOB (Hampumep, BHpyca ¢ 0OOJOUYKOHM, BUpyca Oe3
00O0JIOYKH) UJTH TTAPA3HUTOB.

[0097] B HeKOTOpBbIX BapHaHTAX OCYIIECTBIEHUS JIIOOOr0 M3 CrnocoOOB, HAOOPOB H
KOMITO3ULIMH, ONMCAHHBIX B JAHHOM JOKYMEHTE, JJINHA BOJIHBI CBETA, BO3JAEHCTBUIO KOTOPOIO
nonsepratotr cmech PAS, PIC u npenaparta TpoMOOIIMTOB, COCTABJISIET MEKAY MPUOTH3UTENBHO
200 M u nmpubmmsutensHo 400 HM. B HEKOTOpBIX BapuaHTaX OCYIIECTBJICHUS JJIMHA BOJHBI
CBETa HAXOJUTCS B MpeJenax yabTpaduoNeTOBOro crekTpa A (Hanpumep, npuodam3uTeasHo 315-
400 BM). B HEKOTOpBIX BapHaHTaX OCYIIECTBJICHUS IMPOAOJDKHUTEIBHOCTh CBETA COCTABISET
MeXAy NpUOIM3UTENbHO | cekyHmol u nmpuOmmusutenbHo 30 MUHYT. B HEKOTOPBIX BapHaHTax
OCYINECTBIIEHHs] MHTEHCHUBHOCTb CBETAa COCTaBJsIeT Mexnay npuOmmsurensHo | u
npubnusuTensHo 30 mBr/cm”. B HEKOTOPBIX BaAPUAHTAX OCYILIECTBJIEHHs 1034 CBETA COCTABIISIET
MEXIy MPUOTU3UTETHHO 1 Jhx/em” u npudau3uTeNbHO 20 Thx/em?.

[0098] B HEKOTOpBIX BapHaHTaX OCYINECTBJIEHUs JIFOOOro U3 CriocoOOB, ONMHCAHHBIX B
JAaHHOM JIOKYMEHTE, CIIOCOO SBISIETCS JOCTATOYHBIM Ui WHAKTUBALMM I1aTOT€HHOTO
MHUKPOOpPTaHH3Ma I0 MeHblIed Mepe Ha | MOpsSAOK, M KOMIIO3HMLHUS TPOMOOLIUTOB IOCHE

BO3/IEHUCTBUs CBETOM Ha CMECh Ipernapara TpOMOOLIMTOB U pacTBopa, copepkainero PAS u PIC
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(Hampumep, Ha cmech dtama (b)), momxomuT ansi UHPY3UU CyOBeKTy Oe3 JOMOJHUTENbHOM
obpabotku s ynanenust ocrarounoro PIC wnu ero goronponykros. B HeKoTOphIX BapuaHTax
OCYIIECTBIIEHHsI ~ CHOCOO  SIBJIAETCS  JOCTATOYHBIM  JUIi  MHAKTHBALMH  INATOT€HHOTO
MUKPOOpPraHMU3Ma IO MEHbILIEW Mepe Ha 2 MOpsAJKa, IO MEHbIIEH Mepe Ha 3 MOopsaKa WIH IO
MeHblIeH Mepe Ha 4 mopsiika win Oonee, U KOMIO3ULUS TPOMOOIMTOB IOCJTE BO3AEHCTBUS
CBETOM Ha CMeCh mpernapara TpoMOOIMTOB U pacTBopa, comepxkaimero PAS u PIC (Hanpumep,
cMmech stama (b)), moxxoaut s UHQPY3UU CyObekTy Oe3 NONMOJHHUTENbHOW 00palboTKM st
ynanenus: ocratodHoro PIC wnu ero ¢poronponykToB. B HEKOTOPBIX BapHaHTaX OCYIIECTBIICHUS
KOMITO3UILUS] TPOMOOLIUTOB, IOAXOAAIIAS Il HHPY3UU CYOBEKTY, CONEPIKUT MPUOIU3UTENBHO 5
MKM wiu MeHee, mpuOIu3uTeIbHO 4 MKM MM MeHee, MpUOIM3UTENBHO 3 MKM WM MeHee,
npubIU3NTENBEHO 2 MKM Wiin MeHee, puOau3uTenbHo | MKM M MeHee WIH MPHOIU3UTENBHO
0,5 MmxM wn meree PIC. B HeKOTOpBIX BapuaHTaX OCYIIECTBICHHUS KOMIIO3HIHS TPOMOOILIMTOB,
NOAXOAALIAst U MHPY3UH CYOBEKTY, COAEPIKUT MEHbIIE YeM NPUOIU3UTEIBbHO 5 MKM, MEHbIIe
yeM npuOmm3uTeNbHo 4 MKM, MeHble uYeM npuONU3UTeIbHO 3 MKM, MeHbIIe YeM
npubMu3nuTeNnbHO 2 MKM, MeHblne ueMm npuOnusurenbHo 1 MKM  WiIM  MEHbIIE YeM
npudmsuTensHo 0,5 MkM umn menee PIC. B HekOTOpBIX BapHaHTaX OCYLIECTBIICHUS JTFOOOTO U3
CHOCO0OB, OMHMCAHHBIX B TAHHOM JIOKYMEHTE, CIIOCO0 SIBIISIETCSA JOCTATOYHBIM JUJIsI HHAKTHBALIUH
NATOr€HHOI0 MHUKPOOPTaHU3Ma 0 MEeHbIIel Mepe Ha 1 MOpsIIOK, U KOMITO3UIHS TPOMOOLIUTOB
nocyie stana (¢) (Hampumep, Mmocie BO3NEHCTBUS CBETOM Ha CMECh Nperapara TPOMOOIIUTOB U
pactBopa, conepkamero PAS u PIC) comepxxut npubmusurensHo 5 MkM unn menee PIC. B
HEKOTOPBIX BApUAHTAX OCYIIECTBJICHUS CIIOCOO SBJIAETCS MOCTATOYHBIM JJIsI MHAKTHUBALUH
MaTON€HHOI0 MHUKPOOPTraHHM3Ma IO MEHbIIEHM Mepe Ha 2 MOopsiAKa, 10 MEHbIIeH Mepe Ha 3
HOpsZIKa WM TI0 MeHbIIeH Mepe Ha 4 mopsaka win 0ojsiee, 1 KOMIIO3ULIUSI TPOMOOLIUTOB MOCIIEe
srama (c) (HampuMep, MOCIE BO3NEHCTBUS CBETOM Ha CMeCh Ipernapara TPOMOOLMTOB U
pactBopa, coxmepxkamero PAS u PIC) comepxxut npubmmsurenbHo 4 MM wim  MeHee,
npuOIU3NTENBEHO 3 MKM Wiu MeHee, MPUOIU3UTENbHO 2 MKM Hin MeHee, PUOIU3UTENBHO |
MKM wmnu meHee wiu npuOmusutensHo 0,5 MkM uimn menee PIC. B HekoTOpbIX BapuaHTax
OCYIIECTBIIEHHsS] KOMITO3ULHS TPOMOOIMTOB Tocie dTana (C) (Hampumep, mocyie BO3IEHCTBHS
CBETOM Ha CMeECh MperapaTa TpOMOOLMTOB U pactBopa, comepskamero PAS u PIC) conepkut
MeHbIlle ueM S5 MKM, MeHbine yeM 4 MKkM, mMeHbie yeM 3 MKM, MeHbIle 4eM 2 MKM, MeHbIIe
geM 1 MxkM wnu wmenpme yem 0,5 mMxkM PIC. Hanpumep, B HEKOTOpPBIX BapHaHTax
OCYIIECTBIIEHHUsI ~ CIOCOO  SIBJIIETCSl  JOCTATOYHBIM  JUIi  MHAKTHBALMH  MATOTEHHOTO
MHUKPOOPTaHHU3Ma MO MeHbINeH Mepe Ha 4 Mopsiika, a KOMIIO3UIUS TPOMOOLIUTOB IOCIE 3Tana
(c) (mampumep, mocie BO3OEHCTBHS CBETOM Ha CMECh Ipernapara TPOMOOLMTOB M PacTBOpA,
conepskamero PAS u PIC) comepxut npubnusurenbHo 4 MKM uiin MeHee, MPpUOTHU3UTENBHO 3
MKM mim MeHee, TpUOIM3UTENBbHO 2 MKM min MeHee, npuOan3uTeapbHo | MKM Wi MeHee I
npubnusutensHo 0,5 MKM miu MeHee (Harmpumep, MeHbIIe 4eM 5 MKM, MeHble deM 4 MKM,
MeHbIe ueM 3 MKM, MeHblie yeMm 2 MKM, menblne yem | MkM, menbe gem 0,5 mxM) PIC. B
HEKOTOpBIX BapHaHTax ocyiiecTsieHus koHueHTtpauus PIC B cmecu stama (b) cocrasiser mo

MeHnbluen mepe 10 MkM, no menbuiein mepe 15 MxM, no menbwen mepe 20 MkM, 1o MeHbLIEH
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Mmepe 25 MkM, no menbwen Mepe 30 MxM, no menswiei mepe 40 MM, o menbuenn mepe 50
MKM, o menbiueil mepe 60 MxkM, no menpiuel mepe 70 MkM, no menpiiel Mepe 80 MkM, no
MeHnbluen Mepe 90 MmxM, no menbiieint mepe 100 MxM, no menbiuel Mepe 110 MxM, o MenbLIel
mepe 120 MxM, no menbiien mepe 130 MxM, nmo menbiuen mepe 140 MkM uinu o MeHbIIEH
mepe 150 MmxM.

[0099] B HeKkoTOpBIX BapHaHTAX OCYIUECTBJIEHHS CHOCOO TOJNYYEHUS KOMITO3HLIUH
TPOMOOLIMTOB BKJIFOYAET MHKYOALHIO CMECH Ipenapara TpPOMOOIIMTOB U PacTBOPA, COAEPIKALIETO
PAS u PIC, B Teuenue nepuona ot npuOmu3uTenbHo 30 MUHYT A0 MPUONU3UTENBHO 24 4acoB
nepes BO3NEHWCTBUEM HAa CMECh CBETOM, MpH 3TOM: (@) crocoOd SBISETCS MOCTATOYHBIM sl
MHAKTUBALIUM MAaTOT€HHOIO MUKPOOPraHU3Ma, MPU HAJIUYUH, [0 MEHbIIel Mepe Ha 1 mopsaok,
10 MEHbIIEH Mepe Ha 2 MOopsaKa, IO MEHbIIEeW Mepe Ha 3 MOpsiAKa, MO MEHblIeld Mepe Ha 4
NOpsiIKa WJIM 1O MeHbInel Mepe Ha S5 mopsakoB uiu Oonee; (b) xonuentpauus PIC B cmecn
PAS, PIC wu mnpemapata TpOMOOLMTOB cOCTaBisieT OT mpuOmusurenbHo 15 MM mo
npubnusutensHo 150 MKM 1 () KOMIO3UIUST TPOMOOLIUTOB TOCJE BO3ACHCTBUSI CBETOM Ha
CMeCh TpernapaTra TPOMOOLIMTOB | pacTBopa, coaepxkaimero PAS u PIC, cogep:kut MeHbIe yeM
5 MM, menbIne yeMm 4 MkM, meHnbine yeMm 3 MKM, mMeHbine yem 2 MKM, MeHbine yem 1 MM
unu MenbIne gem 0,5 MxM PIC.

KauectBo TpoMOOLIMTOB

[0100] B HacTosimieM pacKpbITUH TaKKe IMPENCTaBIE€Hbl KOMIO3HLIUU TPOMOOLIUTOB C
YIIYUYIIEHHBIM Ka4eCTBOM TPOMOOLMTOB, moaxonsmue anst uH}y3un (Hanpumep, HUHPY3UU
CyOBEKTYy-4eJIOBeKY TII0CJIeé HMHAKTHUBAL[MM MATOI€HHBIX MHKPOOPTaHU3MOB), IIPH 3TOM
KOMITO3UIIUH TPOMOOILIUTOB MOJYYaOT JIOOBIM M3 CIIOCOOOB, PACKPBITHIX B JAHHOM JIOKYMEHTE.
Hanpumep, KOMIO3MLMH TPOMOOLMTOB, MOJy4Y€HHbIE JIOOBIM N3 CIOCOOOB, PACKPBHITHIX B
JAHHOM JIOKYMEHTE, COXPAaHSIOT MPEANOYTUTENbHbIE XapaKTepUCTHKH (B  YacCTHOCTH,
noaxomsuii pH, HO Takke Bkirouast u O0e3 orpaHMyYeHHs MoO0e U3 PaCTBOPEHHOI'O KHUCIOPO/a,
yIJIEKUCIOro ras3a, riroko3bl, Jjaktata, ATP, LDH, skcnpeccun p-cenexktuHa (Hampumep,
CD62P), knerounoit Mopdosoruu (Hampumep, OLEHKH MOP(OIOrum), CTENeHH H3MEHEHUs
¢opmel umn ESC um oreera B Buae rumoroHumdeckoro moka win HSR) B Teuenme Oonee
IUTUTENIHHOU MPOIOJLKUTEIbHOCTH W/WITH Ha YPOBHE OJHKe K He0OpaOOTaHHBIM (HAMPUMED, C He
WHAKTHBUPOBAHHBIMU TATOT€HHBIMH MHKPOOPTaHM3MAaMU) KOMITO3UIMSAM TPOMOOIIMUTOB BO
BpeMsl XpaHEHUEe II0Cie BO3JAENCTBUS C HHAKTHUBaLMEH TMaTOreHHbIX MMKPOOPraHU3MOB
(HarmpuMep, Kak OMHUCAHO B JAHHOM JAOKYMEHTE), 4YeM O0ECIEeYHBAIOT CYIIECTBYIOLIUE CIIOCOOBI
U KOMIUIEKTBI Juisi 00paboTku. TakuMM XapakTepUCTUKAMU KOMIO3HLUNA TPOMOOILIUTOB MOTYT
OBITh XapaKTEPUCTUKU, U3BECTHBIC B JAHHOW OONACTH, M MX OOBIMHO M3MEPSIOT, HAIpUMEp, C
UCTIOJIb30BAHUEM aHAJIN30B, U3BECTHBIX B JAHHOMW 00JIacTH.

[0101] B HEKOTOpPBIX BapUaHTaX OCYIIECTBJIEHUS KOMIIO3MLUH TPOMOOLIUTOB,
MOJIYYE€HHBIX JIFOOBIM U3 CHOCOOOB, PACKPBITBIX B JAHHOM JOKYMEHTe, COoXpaHsioT pH, maxke
1I0CJI€ BO3JEHCTBUS C MHAKTUBALMEH MaTOreHHBIX MUKPOOPTAHU3MOB U XpaHeHUs (HalpuMep, B
TeyeHue no 7 nHei), Omwke k pH HeoOpaboraHHOW (Hampumep, ¢ HE WHAKTHBHUPOBAHHBIMU

NaTOr¢HHbIMU MI/IKpOOpFaHI/I3MaMI/I) KOMITIO3HITHNH TpOM6OI_II/ITOB 1501051 KOMITO3UITUH



44

TPpOMOOLIUTOB, HE TIOABEPraBLICHCS  XPAHEHWIO IOCIE€  HWHAKTHBALMU  IMaTOTEHHBIX
MHUKPOOPTaHU3MOB. B HeKOTOpBIX BapuaHTax ocymecTBieHus pH kommno3uuuu TpoMOOIHMTOB,
NOJIy4eHHOW JIOOBIM W3 CHOCOOOB, PACKPBITBIX B JAaHHOM JOKyMeHTe, >0,2, TpU 3TOM
KOMITO3UIIMI0 TPOMOOIIUTOB XPAHWJIM [IOCJI€ WHAKTUBALMU TPOMOOIIMTOB IPU KOMHATHOMN
TeMIepaType B T€UEHUE 10 MEHblIeH Mepe NMpUOMM3UTENbHO | AHA, HampuMmep, B TEUEHHE I10
MEeHbLIEH Mepe NPHOIU3NTENBHO JIF000ro u3 2 nHel, 3 nHeil, 4 nueil, S nueil, 6 nueit u 7 nueil. B
HEKOTOPBIX BapUaHTax ocyuiecTBieHns pH koMno3uiuu TpoMOOLIUTOB, MOTYUYEHHOH JIFOOBIM U3
CHOCOOOB, PACKPBITBIX B JAHHOM JOKYMeHTe, >0,4, MpH 3TOM KOMIIO3ULHIO TPOMOOLIMTOB
XPaHWIA TIOCTIE€ WHAKTHBALMU TPOMOOLMTOB NMpPU KOMHATHOW TEMIIEpaType B TEYEHHUE IO
MeHbIIeH Mepe npuONM3UTeNbHO |  JHSI, HampuMmep, B TEYEHHE [0 MeHbIIeH Mepe
npUOIM3UTENLHO JIFOOOTo U3 2 AHe, 3 nHel, 4 nHel, 5 aHei, 6 qHel u 7 nHel.

Enunuier TpoMOOIIMTOB

[0102] B HacrosiiieM pacKpbITHH TaKKe IMPEACTaBICHA KOMITO3UIHS TPOMOOLIMTOB,
noaxopsuast Anst uHPy3un (Harpumep, HHPY3UH CYObEKTY-YeIOBEKY ), HAPUMeEp, KOMITO3HLIUS
TPOMOOLIUTOB, TMONy4YeHHast JOOBIM M3 CIOCOOOB, PACKPBITBIX B JAHHOM JIOKYMEHTE,
cofieprKalasi MUHUMaJIbHOE KOJIMYECTBO TPOMOOIIMTOB.

[0103] B HeKOTOpBbIX BapHaHTAX OCYIIECTBIEHUsS JIOOOro M3 CrocodOoB, HAOOPOB H
KOMITO3ULIUH, MPEICTABIEHHBIX B JAHHOM JOKYMEHTE, KOMITO3ULHSI TPOMOOLIUTOB COAEPIKUT 10
MeHbIIel Mepe npubmmsuTensHo 2,0x10'! TpoMGOLMTOB, 10 MeHbIIeH Mepe TPHOIH3HTENHHO
3,0x10" TpomGouuToB, Mo MeHbImeil Mepe mnpuGmmsurensHo 4,0x10'' TpomGormToB, MO
MeHbIIeH Mepe mpubmmsuTensHo 5,0x10'! TpoMGOLMTOB, 0 MeHbIIeH Mepe TPHOIH3HTENBHO
6,0x10"" TpomGouuToB, mo MeHsimeii Mepe mnpuGmmsuTensHo 7,0x10'' TpomGormToB, MmO
MEHbLIEH Mepe MPUOIU3UTETBHO 8,0x10" TPOMOOLIUTOB, TIO MEHbLIEH Mepe MPHOIU3UTETBHO
9,0x10"" TpomBouuToB, MO MeHbImel Mepe mnpuGmM3HTENHEHO 10,0%10'" TpoMGouMTOB, MO
MEHbLIEH Mepe NPUOIU3UTETBHO 11,0x10" TpOMOOLIMTOB WJIM 10 MEHbIIEH Mepe
NPUOTU3UTENIBHO 12,0x10" TPpOMOOIIMTOB. B  HEKOTOpBIX BapuUaHTAX OCYLIECTBIICHHS
KOMITO3UIUSI TPOMOOLIUTOB CONEPXKHUT MO MeEHbIIeH Mepe NpUOIH3UTETHHO 2,0x10"
TPOMBOLMTOB, 110 MeHbIIeH Mepe npuGmusnTensHo 2,2x10'! TpomGoruToB, Mo MeHbeH Mepe
npubmmsurensio 2,410 TpomGouuToB, no MeHblei Mepe npuGimsHTensHO 2,5%10
TPOMBOLIMTOB, 110 MeHbIIel Mepe npuGmmsnTensHo 2,6%10'! TpomGoruToB, Mo MeHbiueil Mepe
npubmmsurensio 2,710 TpomGouuTos, no MeHbei Mepe mnpuGimsHTENbHO 2,810
TPOMOOIIMTOB, TIO MEHbBIIEH Mepe MPUOIU3UTETHHO 2,9x10" TPOMOOIINTOB WJIM O MEHbINEH
mepe npuGmmsHTensHo 3,0%10'! TpomGoruToB.

[0104] B HEKOTOpPBIX BapUaHTAaX OCYIIECTBIIEHUS KOMIIO3HUIUS TPOMOOILIMTOB COAEPKUT
TEPANeBTHUECKYI0 103y (Hampumep, €OUHHULY TEPaeBTUYECKOH 1103bI) TPOMOOLIUTOB,
MOIXOASIYI0 it UHQY3UM CyOBEKTy-ueJoBeKy (Hampumep, CyOBeKTy, HYKIAIIEMyCs B
uHpy3un TPOMOOLMTOB). B HEKOTOPBHIX BapuaHTaxX OCYIIECTBIEHHs TepaneBTHYECKas H03a
COIEPKUT MHUHHMAJbHOE KOJUYECTBO (HAmpuMep, IO MEHbIIeH Mepe MHUHHMAJIbHOE
KOJINYECTBO) TPOMOOLIUTOB, KOTOPOE OIpenessieTcss KPUTEPHsIMH (HampuMep, KpUTEpUsSMHU

NPUEMKH) MPABUTEIbCTBEHHOTO AreHTCTBA, PEryJHUPYIOLIEro OpraHa, Y4YpeXXACHUs W/ WK



45

aKKpPEeIUTYIOLIeH OopraHu3anuy (HampuMep, MPaBUTEIbCTBEHHOTO areHTCTBA, PETYJIHUPYIOLIEro
OpraHa, YUpeKIeHUs W/WIM aKKPEAUTYIOLIeH OpraHu3aly Ui MPernapaToB JOHOPCKOH KpPOBU
(HampuMep, JOHOPCKHUX TpoMOOLMTOB)). B  HEKOTOPBIX BapuUaHTaX  OCYLIECTBJICHHS
PEryJUpYIOLUM OPTaHOM SIBJISIETCs YIIPaBJIEHUE MO KOHTPOJIO 32 NPOAYKTAMHU U JIEKAPCTBAMU
CIIIA (FDA), EBporneiickoe areHTCTBO 10 JiekapcTBeHHbIM cpenctBaMm (EMA), Vnpasnenue no
KOHTPOJIO 3a u3fenusmMu MenuiuHckoro HasHaueHuss Ascrpamuun (TGA), Vnpasnenue 1o
KOHTPOJIO 3a mnpoaykramu u JjekapcrBamu Kwurtas (CFDA) wunum  MuHHCTEPCTBO
3IpaBoOOXpaHeHus, Tpyaa u OmarococrosiHus (MHLW). B HekoTOpbIX BapuaHTax
OCYLIECTBJIEHUSI aKKpeAuTyromen opranmsauuein spisercss AABB  wumum  Epomneiickoe
yIOpaBlieHUEe IO KA4eCTBY JIEKAPCTBEHHBIX CpeAcTB u MmeaunmHckor nomomnm (EDQM). B
HEKOTOPBIX BApUAHTAX OCYLIECTBJIEHHS KOMITO3UIIMIO TPOMOOLIMTOB TMOJYYalOT B CTpaHE
NPABUTENILCTBEHHOTO ar€HTCTBA, PETYJUPYIOIIEro OpraHa, YUpesKACHHs W/ aKKPEAUTYOIIEH
OpTaHM3AINH, OMPENesSIONIell KPUTEPUH TEPAeBTUYECKON 1036l TPOMOOIMTOB. B HEKOTOPBIX
BAPUAHTAX OCYINECTBJIICHUS €OMHHLA TEPANEeBTHUECKOW J03bI TPOMOOLUTOB COAEPIKUT IIO
MeHbIIeH Mepe npubmmsuTensHo 2,0x10' TpoMGOIHTOB, IO MeHbLIeH Mepe MPHBIH3HTENBHO

11 . .
2,2x10°" TpoMOOLMTOB, MO MEHbIIEH Mepe NPHOIM3HTEIBHO 2,4x10", no menbueii Mepe

,
npubmmsurensio 2,510 TpomGouuTos, mo MeHbmei Mepe mnpuGimsHTENHHO 2,6%10
TPOMBOLMTOB, IO MeHbIIeH Mepe mpuommsnTensHo 2,7x10'! TpomGoruToB, Mo MeHbiel Mepe
npubmmsurensio  2,8x10" TpomGouuTos, mo MeHbmeii Mepe mnpuGimsHTENHHO 2,9x10'!
TPOMBOLMTOB MM 110 MeHbIIeH Mepe mpubmmsurensro 3,0%10'! tpomGomuTos. B HekoTophIx
BAPUAHTAX OCYINECTBJICHUS EIMHMIA TEPaNeBTHUECKOW 103bl TPOMOOLMTOB COAEPIKHUT IO
MeHbLIEH Mepe NpPUOIM3UTENHHO 2,4x10" TpoMOOILIMTOB. B  HEKOTOpPBIX BapHaHTax
OCYIIECTBJICHHsI €IMHUIIA TePareBTUYECKON J03bI TPOMOOIIUTOB COMAEPKHUT IO MEHbIIEH Mepe
NpUOIH3UTENBHO 2,6x10" TpoMOOLIMTOB. B HEKOTOPBIX BapHaHTaX OCYINECTBICHUS €IUHHLA
TepaneBTUYECKON J03bl TPOMOOIIMTOB COAEPIKUT IO MEHbIIEH Mepe MPHOIN3UTETBHO 3,0x10"
TPOMOOILIMTOB.

[0105] B HEKOTOPBIX BapHaHTaX OCYIIECTBJICHUS KOMIIO3ULUSI TPOMOOLIUTOB COIEPIKHT
TPOMOOLIUTHI U3 MHOKECTBA KOMITO3MIMHA TPOMOOLMTOB WJIM MpernapatoB TpomOouuTtos. B
HEKOTOPBIX BapUAHTAX OCYLIECTBJICHHS KOMIIO3HULIUS TPOMOOLIMTOB CONEPKUT OOBEAHMHEHHBIE
MOJTyYeHHbIe B pe3ysbrare adepesa TPOMOOLUTHI OT ABYX Wi OoJiee JOHOPOB, U MPU ITOM
oOBeIMHEeHHbIE TIOJyuYeHHbIe B pe3ysibTate adepe3a TpoMOOIUTHl 00padaThIBAIOT JIFOOBIM W3
CHOCOOOB, PACKPBITBIX B JAHHOM JOKYMEHTE. B HEKOTOpBIX BapHaHTaX OCYIIECTBIICHHUS
KOMITO3UIMST TPOMOOLIUTOB COAEPIKUT OOBENWHEHHbIE TONYYEHHBIX M3 LEJNbHOW KpPOBH
TPOMOOIHTHI (HATTpUMEpP, TPOMOOLIUTHI IO METOY JIEMKONUTAPHOU TUieHKH, PRP TpoMOOIuThI)
OT NBYX Wi Ooyiee JOHOPOB, M MPU 3TOM OOBEAMHEHHBIE MOJYYEHHBIX M3 LEJBbHOH KPOBU
TpoMOOIUTHl 00padaThiBatOT JIFOOBIM W3 CIIOCOOOB, PACKPBHITBIX B JAHHOM JOKyMeHTe. B
HEKOTOPBIX BAPHAHTAX OCYIIECTBJICHUS MHOXKECTBO KOMITO3ULIUH TPOMOOLIMTOB MIJIM IIPENapaToB
TPOMOOIUTOB 00pabaTHIBAIOT COTJIACHO CHOco0aM, PacKphITHIM B JAHHOM JOKYMEHTE, Tepen
NyJUpOBaHHEM. B  HEKOTOPhIX BapHaHTaX OCYIIECTBJICHHUS MHOXECTBO KOMITO3ULIUI

TPOMOOLIMTOB WJIH MPenapaToB TPOMOOLMTOB 00PadaThIBAIOT COTJIACHO CIIOCO0aM, PACKPBITHIM B
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JAHHOM JOKYMEHTe, IIOCje IyJUpoBaHUsA. B HEKOTOpPhIX BapHaHTaX OCYLIECTBICHMUS
KOMITO3UILUST TPOMOOIIMTOB COAEPKUT TPOMOOLMTHI OT JOHOPOB C OAMHAKOBBIM THUIIOM KPOBHU
ABO. B HeKOTOpbIX BapHaHTaxX OCYINECTBJICHHS KOMIIO3UIUSI TPOMOOLIUTOB CONEPIKUT
TpomOonuThl oguHakosoro Tuna ABO u Rh.

XpaHeHnue

[0106] B HekoTOpBIX BapuaHTaxX OCYLIECTBJIEHHUsS JIOOOro M3 Crnoco0oB, HAOOPOB M
KOMITO3HLIM, OMMCAHHBIX B JAHHOM JJOKYMEHTE, KOMIIO3ULMIO TPOMOOLIUTOB MOKHO XPaHUTh B
TE€UEHUEe N0 MeHbIIeH Mepe 1, Mo MeHblIel Mepe 2, 0 MeHblIeH Mepe 3, O MeHbIIeH Mepe 4,
[0 MEHbIIEH Mepe 5, Mo MeHbUIeld Mepe 6 WM MO MeHblueld mepe 7 OHEH, Hampumep, Ha
IUTAHIIETHON Mermanke (Hanpumep, 60 uukioB B MuHyTYy, Moaenb LPR-3, Melco, Glendale, CA,
USA) B NOMEIIEHUH ¢ peryJupyeMoil Temmeparypoi, Hanpumep, npu 22+2°C. B HEKOTOpbIX
BAPHUAHTAX OCYLIECTBJICHHUS KOMIIO3ULIMIO TPOMOOLIMTOB MOXKHO XPaHUTh B TeUEHHE 10 S5, 10 6
WK 10 7 IHEH, HarpuMep, Ha TUIAHIIEeTHON Memmaike (HarpuMep, 60 LUKIOB B MUHYTY, MOZETb
LPR-3, Melco, Glendale, CA, USA) B noMeImeHn# ¢ peryJIupyeMoi TeMnepaTypoi, Hampumep,
npu 22+2°C.

O6paboTka TPOMOOLIUTOB

[0107] Ob6paboTka TPOMOOIMTOB, Kak OIMHUCAHO B HACTOSIIEM pPACKPBITHH, MOXET
IpeayCcMaTpuBaTh UCIOIb30BAHUS KOHTEIHepa AJis IpenapaToB KPOBU UM CUCTEM NAKETOB AJis
IpenapaToB KPOBH, KOTOPbIE XOPOIIO M3BECTHBI B AaHHOW obmactu. BooOre, Takue cucteMsl
MOTYT COzepKaTh OoJiee YeM OMH IIaCTMACCOBBIM KOHTEHHEp, OOBIYHO IUIACTHKOBBIE TAKETHI,
IpUYeM MaKeThl MOTYT OBITh COEIMHEHBI B BUE €IUHOTO LIEJIOT0 € MIaCTMACCOBBIMU TPYyOKaMu.
HekoTopble U3 KOHTEHHEpPOB, ONMHCAHHBIX B IAHHOM JOKYMEHTE, BKJIIOYAIOT B ceOs Takue
IUIACTUKOBBIE MAKEThl, KOTOPbIe W3BECTHBI IJIs1 XPAHEHHsI U OOpallleHus ¢ MpernaparaMu KpoBH,
BKJIIOUAs mpenapaTsl TPOMOOLUTOB. ITakeTsl 1 KpOBH OOBIMHO MOTYT OBITh BBINOJHEHBI C
BO3MOJKHOCTBIO COAEPKaHMS pAa3IMYHBIX OOBEMOB TEKy4Yei Ccpenbl, BKJIKO4Yas, HO 0e3
orpaHuueHusi, 00beMbl, BapbupyroIue ot 50 M A0 2 TUTPOB, HATIPUMEDP, UMEIOLIHE eMKOCTb JI0
350 mn, emkocth 450 mn, emkocth 500 mi, emkocTh | nutp, eMkocTh a0 1,5 nuTpoB miu
€MKOCTb 10 2 nUTpoB. IIOHATHO, YTO KOrAa crnocod OTHOCUTCS K MAKETy, OH BKJIIOYAET JHOObIe
TaKHMe IJIACTUKOBBIC IMAKEThI, MCIIOJB3yeMble sl oOpameHusi ¢ npernaparamu kposu. Kornma
TaKhe MakKeTbl HA3bIBAIOT IaKeT JJIsl MyJUPOBAHUS», IAKeT I CMELIWBAHUSA», IMAKeT AJis
yAaJEHUs», «MaKeT IJsl NPOAYKTa», «HakeT AN XPAHEHUs» WU «IakeT Uil OCBEIEeHUs»,
NOHSATHO, YTO 3THU TMAKEThl MPEACTABISIOT COOOW OObIUHBIE MAKeThl il OOpaleHHs C
npenaparamMyu KpOBU WJIM MO CBOEH MPHUPOAE MOX0XKHU HA Takue makeThl. [1nacTukoBbie MakeTsl,
NOJAXOAALINE JJIs1 UCHOJb30BAHUS COIJIACHO HACTOSILEMY PACKPBITHUIO, BKJIOYAIOT HarlpuMep,
naketsl, copepskawmue PL2410, a Takke apyrue noaxoasiuiye miacTMacChl, U3BECTHbIE B JAHHOU
oOmactu. Marepuansl TSI IJIACTMACCOBBIX  IMAKETOB  BKJIFOYAIOT — MOJUBUHIIIXJIOPHI,
nojanoieuHbl, STHICHBHHWIALETAT, ATHJICHBHHWIALETAT, CMEIIAHHBIH C  JPYyTrUMH
IJIACTMACCaMHU, U TOMY TTOJJOOHOE.

[0108] B pamkax Hacrosimero wu300peTeHHs, Korga TpPpyOKy OIUCBHIBAIOT, Kak

COCAUHAIOIIYIO, HAIPUMED, ABA IMAKCTA, HAIPUMED, AJI MyJIHNPOBAHUS, W/ MU KOMILJIEKTA JJIA



47

00paboTKH, clenyeT NOHUMATh, YTO TPYOKY MOKHO COSAMHUTD B HEKOTOPOH TOYKE MEXIY HUMH
C TIOMOLIBIO €IIe OAHOrO KOMIIOHEHTa COeNWHEHHMs MeXIy IByMs makeramu. Hampumep,
UMeeTCsl MaKeT A yNAJIeHUs, COCAMHEHHBbIH C MakeTOM JUIs NMPOAYKTa TPYOKOH, mpu 3TOM
TpyOKa Comep>kuT GUIBTP MEXKIY ABYMS MaKeTaMH, TO €CTh TpyOKa pasneneHa QribTpoM TaKuM
o0pa3oMm, 4To TeKyd4ast cpefia MPOTeKaeT U3 OJHOTrO Makera B APYroi uepes TpyoOky u ¢uibtp. B
OIHOM IpuMepe TpyOKa, COCAMHSIOINAS MAKeT Ui YAAJCHUS M MaKeT Ul MPOAYKTA, MOXKET
comepskaTh (UIBTP AJS yAAIEHUs JEOOBIX CHITyYMX YAaCTHLl U3 TeKydeH Cpelbl, MPOTeKaroLen
U3 YCTPOWCTBA ISl YOAJIICHUS] B MAKeT Ui MPOAYKTA, TO €CTh TpyOKa pas3ziesieHa WU MpepBaHa
¢bunbTpoM Mexay nakeramu. Takue (QUIBTPBI BHITOJHEHBI ¢ BO3MOXKHOCTBIO yIAJIEHUS JIFOOBIX
HeOOJIBIINX YaCTHLI, KOTOPbIE MOTYT BBIXOIUTh U3 YCTPOHCTBA AJIS yAaJeHUs, 00eCTIeYrBast B TO
Ke BpeMsl MPOXOxaAeHue TpoMmOouuToB uepe3 ¢uibTp. TpyOka Mexny makeramu IO3BOJISET
TeKyuell cpene NpOTeKaTh M3 OJHOTO MakeTa B APYroi, YTO MOXKHO 3a0JIOKHPOBATh IS
NPEAOTBPALICHNS] TMPOTEKAHMs, IMOKa 3TO He TNOHANOOWUTCS, HAmpUMEp, B KAueCTBE YacTH
00paboTKH MOKHO NPEAOTBPATHTH NMPOTEKAHUE TEKYUYEH CPEbl U3 OJHOTO MAKETa B CIEAYIO LM
MaKeT, TOKa 3TO He IMOHAAOOHWTCS AJsl CIENYIOIEro 3Tama B mpouecce. B cBs3W ¢ 3TuM B
COEAMHSAIOLEH MaKkeThl TPyOKE WIIM HAa HEW COIEPXKHUTCS OTKPbIBAEMBIH 3aTBOP, TAKOH Kak
3aKuM, MpoOKa, KJamaH U TOMy MOJO0HOE, MPUYEM 3aKUM, MPOOKy, KJIarnaH U TOMY NOAoOHOe
pU HEOOXOIUMOCTH MOXKHO BBIOOPOYHO OTKPBIBAThH, HANPHUMEP, I MEPEMEIICHUs TeKyden
cpembl M3 ONHOrO TMaKeTa B CIeNyroImui. B HEKOTOPhIX BapuaHTaX OCYIIECTBIEHHs TpyOka
MEXAY MaKEeTaMU COAEPKUT pa3pyllaeMbli 3aTBOP, TAKOM KaK pa3pyllaeMblid KJamnaH, TPy 3TOM
pa3pylIeHHe pa3pyLIaeMoro 3aTBOpa IMO3BOJIIET PAaCTBOPY NpernapaTa KPOBH MPOTEKATh MEXKIY
nakeramMu yepe3 TpyOKy. IIOHATHO, 4YTO paspylIaeMblii 3aTBOpP HAXOOUTCS B Ipenenax
COEAMHEHUs] MEeXIy KOHTEWHEepaMH, TaK YTO COXPAHIETCS CTEPUIIbHOCTb CHUCTEMBL Takike
HOHSTHO, YTO MMeeTcst TpyOka, comepskamast (UIbTP WM pa3pyllaeMblii 3aTBOp, MpUYEM
TpyOKy MOJKHO IpepbIBaTh (PHIBTPOM HIIM 3aTBOPOM, Hampumep, TpyOka MPOXOIAHUT U3 OJHOTO
nmaKkera M CoequHeHa ¢ (UIBTPOM WM 3aTBOPOM (BXOAHAs 4YacTh TPyOku), u TpyOka
NPONOJIKAETCST M3 JAPYrod 4acTh (puibTpa WJIM 3aTBOpa B JAPYrod MakeT (BbIXOAHAsI 4acTb
TpyOkH). B Takoi koHpUrypammu Tekydasi cCpeaa npoTeKaeT U3 MepBOro MakeTa, Yepe3 BXOAHYIO
4acTh TPYOKH, uepe3 GUIIBTP UITH 3aTBOP, U Yepe3 BBIXOAHYIO YaCTh TPYOKU U B PYTOM MaKeT.
[0109] PasHble KOHTeHHEpHl (HAmpUMep, TMAKETbl) BHYTPU CUCTEMbI 00paboTKH
npenapaToB KPOBU MOXKHO HCIOJB30BATh ISl Pa3HBIX 3TAIoB mporecca. Hampumep, cucrema
MAKETOB, TOMJIEKAIINX HCIOJb30BAHUIO JUIsI MHAKTHUBALMH TATOTCHHBIX MHKPOOPTAaHHU3MOB
npemnapara TpOMOOIIUTOB, MOXKET COAEP:KaTh OJUH MIIH OoJiee KOHTEHHEP ¢ MHAKTHBHPYIOLINM
natoreHHele Mukpoopranm3mbl coenuHeHueM (PIC), comeprkamumcst BHYTPH, KOHTEHHEp C
nobaBoyHbIM pacTBOpoM TpombOouuToB (PAS), comepikammmcss BHyTpHu, KoHTelHep ¢ PIC u
PAS, coneprxamumcst BHyTpH, KOHTEHHED IS IOIYYEHUs IpenapaTa TpPOMOOLUTOB (HanpuMmep,
noHopckoi kposu ¢ TpombOoruramu) u PIC u PAS (Hanpumep, makeT IJs OCBEINEHUs ), MaKeT
I yAalleHHe COEAMHEHUH Uil WHAKTHBALMK IATOTEHHbIX MHUKPOOPraHM3MOB W/HIM HX
NOOOYHBIX MPOAYKTOB M3 0O0paOOTaHHON €IUHHLBI TPOMOOLMTOB (HANpHMeEp, Ha3bIBAEMBIX

NaKeT I yAaJeHHs], yCTPoHCcTBO aacopOuun coenuHenus, CAD) u onuH miu Oonee makeTos
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IUI COAEP KaHUSI UTOTOBOW KOMITO3UIIMU TPOMOOLIUTOB, HANPUMEpP, €AMHHUIBI TPOMOOLIUTOB C
MHAKTUBUPOBAHHBIMU MaTOT€HHBIMU MHUKPOOpraHU3MaMu (Harmpumep, €AVHULIbI
TEPANeBTHUECKON 103bI), KOTOpasi IMEET KOHLIEHTPALMIO HHAKTUBUPYIOIIErO COSAUHEHUS W/ITn
UX MOOOYHBIX MPOAYKTOB, YMEHbIIEHHYIO HUXKE HY)KHOM KOHLIEHTpPALMH, KOTOpasi roTOBA IS
UCIIONb30BAHUS, WM €€ MOKHO XPaHUTh I Ooyiee MO3JHEero HCIOJb30BaHMs (Hampumep,
Ha3bIBAEMBIX MAKeT JUIA MPOAYKTA, MakeT A XpaHeHus). Kaxnplli maker B cuctemMe OOBIMHO
U3rOTABIMBAIOT U3 IIJIaCTMAcCOBOro Matepuaina. Hampumep, KOHTeHHEp IJisl COAEp KAHMS
pacTBOpa COeNMHEHUs JJIsl MHAKTUBALMK MATOTeHHOr0 MUKPOOPTraHU3Ma MOXKHO M3rOTOBUTH U3
noaxopsuen miactmaccol, Takoi kak PL2411 (Baxter Healthcare), wnm npyroit miaactmaccsl,
TAKOH Kak TOJUBUHWIXJIOPHI, TOJUONE(PUHB], STUICHBUHWIALETAT, STUJICHBUHWIALETAT,
CMELIAHHBIN ¢ APYTUMH IJIACTMACCAMH, U TOMY MOIOOHOE. DTOT KOHTEHHEp TaKke 00epThIBAIOT
MaTepHalioM, KOTOPBIH SIBISIETCS MPOHHUIAEMBIM IJISi CBETAa C JJIMHON BOJHBI, KOTOpas Oynmer
aKTUBUPOBATh (DOTOAKTUBHOE WHAKTHBHPYIOLIEE MMATOTEHHBIE MHKPOOPTAHM3MBbI COCHHHEHHUE
(Harmpumep, moaxonsIIas racTMacca, Takas kak PL2420, Baxter Healthcare). [{na makera s
OCBELICHUSI ISl (POTOAKTHUBHPOBAHHOTO HWHAKTHBHPYIOLIETO NATOT€HHBIE MHUKPOOPTAHH3MBI
coenHEHUs1 TpeOyeTcsi MpOo3pauHbli, MPOYHBIH TEPMOIUIACTUYHBIA MaTepual, KOTOPbIHA
SIBJIIETCS TTOJTYTIPO3PAYHBIM I CBETA C BBIOPAHHON nirHON BodHbI. [loaxoasimue miacTMaccsl,
KOTOpBIE SBJSAIOTCS MOJYNpPO3PAavHbIMU AJI CBETa B JUAla3zoHe AJUH BOJH Y®A, BKIHOYAIOT
NOJMBUHUJIXJIOPU, TOJHONEe(UHBI, STHICHBUHUIALETAT, 3TUJICHBUHUIIALETAT, CMEINAHHBIA C
APYTMMM IUIaCTMAaccaMM, WM Jpyrue CMeCH TepPMOIUIACTUYHBIX monumMepoB. Takue
noaxozpsAure rniaactmaccs BmoyaroT PL2410 (Baxter Healthcare) u PL732 (Baxter Healthcare).
IToxosxue MaTepuanbl MOKHO MCIOJIb30BATh JJIs1 OJIYUYEHHs MTaKeTa AJIs yaJeHHs U MaKeTa s
npoaykTta. IlakeTsl 1ys1 IPOAYKTOB BKJKYAIOT, HAIpUMeEp, MakeThl, nosydeHHele u3 PL2410.
IMonxonsmue Marepuanbl sl MAKeTOB oOCyxnarorcs, Hanpumep, B nyonukammu PCT HOMEp
WO 2003078023, u marenre CIIA 7025877, packpbITusi KOTOPBIX BKJIIOYEHBI B JaHHBIN
JOKYMEHT IMOCPEICTBOM CCBLJIKH, TaK KaK OHU OTHOCSITCSI K TAKUM MaTepuajiam Uil MaKeTOB U
POACTBEHHBIM MarepuanaM. Bo Bcex ciyyasx MaTepuasbl, UCIIOJNb3yeMble NPU TMOJTYYEHHH
KOMIUTEKTa JIs1 0OpaboTKH, CleNyeT CTePUIN30BaTh C MOMOIIBIO U3BECTHBIX CIIOCOOOB, TAKUX
KaK Map W raMMa WIH 3JIEKTPOHHO-JIY4E€BOE H3JIyUYEHHUE, HUCIOJb3yeMoe Uit OOecreueHHHUs
CTEPIJIbHOCTH KOMIUIEKTa i 00paboTku. XOTS 3TO WJUIFOCTPATHBHBIE MaTepHANbl IS
NOJIYYEHHUSI TIAKETOB, CIIOCOOBL, HAOOPBI M KOMIIO3HMLIUH, OMNHMCAHHBIE B JaHHOM IOKYMEHTE,
NPUMEHHUMBI JIJIs1 TIPOLIECCOB C UCTIOIB30BAHUEM JIFOOOTO MOAXOISIIErO AJIsl TAKETOB MaTepHhaa,
KOTOpPBII OyneT Jerko AOCTYNEeH CIEeUUAINCTY B JAHHOW OOJNACTH, M TaKXKe MOXET ObITb
UCIIOJIb30BAaH C KOHTEHHepamu, He SBJSIIoUMMMCA naketamu. IlakeTel, ucHoib3yeMble IS
OCBEIICHUS, YNAJICHUS M XPAaHEHUsS, TaKKe BBIMIOJHEHBI C BO3MOKHOCTBIO OOeCreueHHHs
MIPOXOXKAEHUsl TAKUX ra30B, KaK KUCJIOPOA U YIVIEKUCIHbIN ra3, B MaKeT AJid KPOBU U U3 HETO, TaK
9TOOBI TPOMOOLIUTHI B HEM UMEIN aJ€KBATHbIE YPOBHU CHAOKEHHS KUCIOPOJIOM H YIIIEKHCIIBIM
ra3oM BO BpeMsi 00pabOTKH U XpaHEHHSI.

[0110] Hexoropble acneKkTbl HACTOSLIErO PACKPBITUS OTHOCSTCS K KOMILIEKTAM JJIsl

obpaborku. Kommuiektsl ans 0OpaOOTKH COIJIACHO HACTOSALIEMY PACKPBITUIO CPENM IPOYEro
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MOTYT HAaHTH MPUMEHEHHE MPH TOTyUYEeHHH MHOXKECTBA KOMITO3ULIMH TPOMOOIIMTOB (Hampumep,
€IMHUL] TPOMOOIUTOB), MOIXOMSAIIMX JUIsI WH(Y3UH, HampuMmep, Kak ONHUCAHO B IAHHOM
nokymeHnrte. J[r0OOW W3 WUIOCTPATUBHBIX KOMIIOHEHTOB, TaKHMX KaK NakeTbl U TPYyOKwH,
OIMUCAaHHBIC BbBIIIEC, MOXET HaUTH NPUMEHCHUEC B KOMIUICKTAaxX IJId O6pa6OTKI/I COIJIaCHO
HACTOSIIIIEMY PACKDPBITHIO.

WHakTHBaIMst MATOreHHBIX MUKPOOPTaHU3MOB

[0111] IIpemapaTsl KpOBH, BKJIIOHYAasl COAEpXKallHe TPOMOOLMTHI MHpenaparbl KpOBH,
MOTYT COACPKATb NATOIMCHHBIC MHUKPOOPTaHHU3MbI HJIM MOT'YT OBITD 3apaxXeHbl NMaTOMCHHBIMHA
MHUKPOOpPTraHU3MaMU BO BpeMsi 00paboTku. B CBs3U ¢ 3TUM HEOOXOAMMO TOJIBEPTHYThH TAaKHE
npenaparbl KPOBHU MNPOUECCY MHAKTHBAIUUN MATOICHHBIX MUKPOOPraHU3MOB, YTOOBI YMCHBUIUTDH
pHUCK TiepenaBaeMbIX ¢ MepenuBaHueM 3a0oseBaHui. OLEHHMBAIM pPa3IMYHbIE MPOLECCHl U
crocoOBl YMEHBILICHUsI PUCKA, CBSI3aHHOTO C Mepefadeil mpu IepenuBaHud 3a0O0JIeBaHUS B
COIepKaLINX TPOMOOLMTHI Mpemaparax KpoBu. IloMuMO CkpuHMHra u OOHapy>KEeHHUs
NaTOTCHHbBIX MUKPOOPraHUu3MOB U HOCJ'IGI[YI'OH_[eﬁ JIMKBUAALUHA 3apPaKCHHBIX IMPEriapaTOB KPOBU
AOCTYIIHBI TMPOLECCHI, KOTOPbIC BKIHOYAIOT O6pa6OTKI/I JJI1  HMHAKTHUBAIlUKW NAaTOI'CHHBIX
MHUKPOOPTAHU3MOB (TO €CTh MHAKTHBALMIO NMATOTEHHBIX MUKPOOPTAHU3MOB), KOTOPBIE MOTYT
nMeThcsa. B unaeaie TaKOM npouecc MNPUBOAUT K HWHAKTHUBALIWUK MIHUPOKOTO AUAIla30Ha
MATOr€HHBIX MHUKPOOPTaHMU3MOB, TAKUX KaK BHPYChI, OAKTEPUH U TApa3UThl, KOTOPbIE MOTYT
HUMETBCA B MPENapaTe KPOBU. B HEKOTOPBIX BApHUAHTAX OCYHICCTBIJICHUA CI10cOOBI HWHAKTHUBALlUU1
NaTOTEHHBIX MUKPOOPTaHU3MOB TPEeOYIOT 100aBIEHH HEKOTOPOrO KOJIMYECTBA COSIMHEHHS IS
MHAKTHBALMK TIATON€HHOTO MMKPOOpPraHM3Ma B IIpernapaTr TPOMOOUMTOB (Hampumep, IpH
oOpaboTke mpemnaparta TpomOouuToB). Hanpumep, nHaKTHBAIMSA MATOTE€HHBIX MUKPOOPTaHU3MOB
MOXET TpenycMaTpuBaTh  A00aBJIEHHE  HHU3KOMOJEKYJSIPHOTO  COCOUHEHUs, KOTOpOe
VUHAKTUBHPYET pPA3JIMUHbIE MATOreHHblE MHUKPOOPTaHU3MBI, NPHYEM KOHKPETHbIH CIOCO0
npenycMarpuBaeT nodaBieHne (GOTOCEHCHOMIN3aTOpa, KOTOPBIH NP AKTHBALMH OCBELICHUEM C
HUCIIOJB30BAHHUEM CBE€Ta C BOJIHAMU HOI[XOI[;IH_IGI\/'I JJIMHBI 6YH6T WHAKTHUBUPOBATH MHOXECTBO
MaTOr€HHbIX MHKPOOPTraHHU3MOB, KOTOPBIC MOI'YT HUMCTHCA. I[Ba KOMMEPYECKU OOCTYITHBIX
cnocoba BKIIOYAIOT Ja00aBieHHE K TPOMOOIMTAM amoTocalieHa WK pubodIaBuHA C
nocienyrum ocserienneMm Y@ ceerom. Jlpyrue cnocoObl BKIHOYAOT ocBelienne Y@ ceTom
6e3 nobaeyeHust (HOTOCEHCUOMIM3ATOPA, & TAKXKE OCBELIEHHE C APYTUMH (hOTOAKTHBHBIMH
COENMHEHUSIMH, BKJIOYasi MPOM3BOJAHBIE TMICOpAjieHa, HE SBJISIOLIMECS] aMOTOCAJIEHOM,
M30aJUIOKCA3UHbL, HE SBJSIOLIMECS] PHOO(IABUHOM, aJJIOKCA3HHBL, KPAaCHTENH, TaKHe Kak
¢dranonmaHuHbl, (EHOTHA3HHOBBIE KPACUTENH (HAIPUMEp, METHJICHOBBII CHHUH, a3yp B, asyp
C

auremMaronopGupuHOBBIA  3dup, MIPOU3BOAHbBIE remMaTornopgupuHa, NIPOU3BOHbIE

, ~ THOHWH,  TOJNYWAWHOBBIA  CHHHI),  TPOM3BOAHBIE  mopdupuHa  (HampuUmep,
OenzonopdupuHa, ankuizaMerneHHeld candupun) u mMepormanuH 540 (Prodouz et al. Blood
cells 1992, 18(1):101-14; Sofer, Gail, BioPharm, August 2002). JIpyrue cucreMbl HHAKTHBALIUN
MATOT€HHBIX MHUKPOOPTaHMU3MOB BKJIIOYAIOT, HANPHUMEpP, CUCTEMBI, OIMCAHHBbIE B MyOJHMKAL[UH
PCT nomep WO 2012071135; WO 2012018484, WO 2003090794, WO 2003049784, WO
1998018908; WO 1998030327; WO 1996008965; WO 1996039815; WO 1996039820; WO
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1996040857, WO 1993000005; 3asBke Ha nonyuenue narerra CIIIA nomep US 20050202395;
u nareHT CIIA Homep 8296071 u 6548242, packpbiTus KOTOPBIX BKJHOYEHbl B JaHHBIN
JOKYMEHT IOCPEACTBOM CCBUIKM, TaK KaK OHM OTHOCATCA K WHAKTUBALMU MATOTEHHBIX
MUKpPOOPTraHM3MOB B Ipemnaparax KpoBU. B HEKOTOpBIX BapuaHTax OCYLIECTBJICHMUS
MHAKTUBUPYIOLIMM TIATOT€HHbIE MUKPOOPTaHU3MBI COEIUHEHHEM SIBISIETCS (POTOAKTUBHOE
VMHAKTUBHPYIOIEe IATOreHHbIE MUKPOOPTaHM3Mbl COEIMHEHHe, BBIOMpaeMOe W3 TPYIIbI
COCTOSIEN M3 ICOpajieHa, H30AJUIOKCAa3MHA, aJUIOKCa3uHa, (rajouuaHuHa, (eHOTHA3UHA,
nopdupuHa U MepouuanuHa 540. B HEKOTOpPBIX BapHaHTaX OCYLIECTBICHHS] WHAKTHBHPYIOLIIM
NaTOreHHbIE MUKPOOPTaHU3Mbl COEIUHEHHEM SIBJIAETCS IcopajeH. B HeKOTOphIX BapuaHTax
OCYIIECTBJIEHUS] WHAKTHBHUPYIOIIMM IATOT€HHbIE MUKPOOPTaHU3Mbl COEAUHEHHEM SIBIISIETCS
amoTocaineH. Korza it ”HAKTHBALIMY MTATOT€HHBIX MUKPOOPTaHU3MOB HCIIONB3YIOT J00aBJIEHUE
K TPpOMOOLIMTaM COEOUHEHHUs, TpeOyeTcss Ju B crnoco0e OCBEINeHHE WJIM HEeT, B HEKOTOPBIX
cydasix ~ HeoOXOmUMO  yaaisiTh Jr000€  OCTATOYHOE  HMHAKTHBUPYIOINEE IaTOTCHHBIE
MHUKPOOPTAHU3MBbI COEAMHEHUE UITH €r0 ITOOOYHBIH MPOAYKT (Hanmpumep, GOTOMPOAYKT).

[0112] CriocoOpl MHAKTUBALIMH MATOTEHHBIX MUKPOOPTaHU3MOB U YAAJIEHUs] COETMHEHHSI
11 MHAKTHBALMM TATOr€HHOTO MHKPOOPTaHM3Ma, B paMKaxX HACTOSIIEro H300peTeHHs,
NPUMEHNMBI K JIFOOBIM MpernapaTtaM TPOMOOLIMTOB, COAEPKAT JIM TpemnapaTrbl TPOMOOLMTOB
OTAENbHBIE MOPLUH AOHOPCKUX TPOMOOLMTOB (Hampumep, cOOpaHHBIX C MOMOLIBIO adepesa
TPOMOOIITOB) UJIH MYJIMPOBAHHBIE MPENapaThl TPOMOOLIUTOB.

[0113] B HekoTOpbIX crnocobax WMHAKTUBALMM MATOr€HHBIX MHUKPOOPTaHU3MOB,
PACKpBITBIX B JAHHOM JOKYMEHTE, MOXET He TpeOOBaThCsl MCIIONb30BAHME YCTPOMCTBA IS
ynajeHus (To eCThb YCTPOICTBA Al CHMKEHMs KOHLIEHTPALUU MHAKTUBUPYIOIIErO NMaTOreHHbIe
MHUKPOOPTaHU3Mbl COEUHEHUs, TaKOro Kak HeOOJbIIOE OPraHM4YecKOe COENUHEHMEe, M HX
NOOOYHBIX POAYKTOB B IpenapaTe TPOMOOLIUTOB) C COXPAHEHHEM B TO JK€ BPEMs IO CYIIECTBY
HeoOXOoaUMOH OHMOJIOrH4eCcKOl aKTUBHOCTH TPOMOOLIUTOB.

[0114] B HekoTOpBIX Croco0ax WHAKTHBALMU MATOTEHHBIX MHKPOOPTAHHU3MOB MOJKET
TpeOOBaTLCSl MCIOJIb30BAHUE YCTPOWUCTBA ISl yAajdeHus (TO €CTh YCTPOWCTBA U CHUIKEHUS
KOHLIEHTPALU WHAKTUBUPYIOLIErOo MAaTOreHHbIE MUKPOOPTaHU3Mbl COEAMHEHUs, TAaKOro Kak
HeOOJIbIIIOE OPTaHMYECKOE COSTUHEHNE, U X TTOOOYHBIX MPOAYKTOB B Mpernapare TpPOMOOIIUTOB)
C COXpaHEHHEM B TO K€ BpeMs MO CYIIECTBY HEOOXOAMMON OHOJNIOTMYECKOW aKTUBHOCTH
TPOMOOIIUTOB. B HEKOTOPBIX BapHaHTAX OCYLIECTBICHHS YCTPOUCTBO JUI yAAJCHHS HA3bIBACTCS
ycrporictBo aacopOuun coenuHeHns (CAD) m MoxeT comepaTbh KOHTeHHep (Hampumep,
kouteitnep CAD, maker CAD), conmepxkammii onwH win Oojiee MaTEpPHANIOB, TaKUX Kak
Harpumep, aacopOUPYIOIINE YaCTHIBI, U KOTOPBIA MOIXOANT TaKXKe AJIsl COAEePIKaHUs npenapara
TPOMOOILIUTOB, Yy KOTOPOIO CIIEAYyeT CHU3UTh KOHLIEHTPALMIO MHAKTHBUPYIOIIErO MaTOreHHBIE
MHUKPOOPTAHU3MBI COEIMHEHHSI U UX MOOOYHBIX MPOAYKTOB. Takoe yCTpONCTBO IJIsl yIaJIeHUs
OOBIYHO TMpPEIHA3HAYEHO JISI UCIOJBb30BAIM B NMEPHOANYECKOM DPEXHME, TO €CTh YCTPOHMCTBO
HAXOJIUTCS B KOHTAKTE€ C TPOMOOIMTAMH U TNPONOJDKAETCS KOHTAKT C YCTPOWCTBOM IS
yIaJeHus, HamlpuMep, CO BCTPSAXMBAaHUEM, OO€CHeunBasi MO CYIIECTBY IOJHBIA KOHTAKT

pacTBopa TPOMOOIIUTOB C YCTPONCTBOM ISl YAAQJIEHUS BO BpPeMsl KOHTAaKTa, YTO MPUBOAUT K
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CHID)KEHUIO YPOBHEH WHAKTHUBHUPYIOLIErO MAaTOTE€HHblE MUKPOOPTaHWU3Mbl coefAuHeHus. Takue
NEepUOJUUECKHE YCTPONCTBA BBI3BIBAIOT MHCIOJIB30BAHME aaCOPOMPYIOIINX YaCTHUI], KOTOpbIE
CBS3BIBAIOT MHAKTUBUPYIOLEE MATOI€HHbIE MUKPOOPTaHU3Mbl COEIMHEHUE U KOTOPbIE MOKHO
UCTIONB30BaTh JUOO TmyTeM pao0aBieHus afncopOUpPYIOIIMX YaCTUI] HEMOCPEICTBEHHO B
KOHTeWHep (HampuMep, Mmaker) AJsi TPOMOOIMTOB IOCHE OCBEIIeHMs, JIMOO IMyTeM IMepeHoca
TPOMOOLIUTOB B TAKET, COAEpP KAIIUN ancOpOMPYIOIHME YACTHULBI, MOCJIE OCBEIIEHMs, a 3aTeM
TPOMOOLIUTBI BCTPSIXMBAIOT B TEUEHHE YKA3aHHOTO IEPUOJAa BPEMEHH, NMpPUYEM IperapaThl
TPOMOOLIMTOB KOHTAKTUPYIOT C YCTPOWUCTBOM i yhaieHus. HecMoTpsi Ha TO, YTO B KayecTBe
YCTPOWCTBA ISl YAAJIEHUS] MOKHO HCIOJIB30BaTh CBOOOMHBIE aACOPONPYIOIINE YaCTHIIBI, TAKUE
YaCTULIBI MOTYT COJEP)KaTbCs BHYTPU CETYATOTO MeIKa, TaKOro KaK IOJUACTPOBBIA WM
HEHJIOHOBBIN CETYATBI MENIOK, KOTOpPbIH oOecrednBaeT KOHTAaKT PacTBOpa TPOMOOIUTOB C
ancOpOMPYIOLIMMH YaCTHLIAMH, TOKA YaCTHIbl HAXOASTCS BHYTPH MeEIIKA. AJIbTEPHATHBHO,
arcopOHUPYIOLTNE YaCTHLIBI MOXKHO HMMOOWJIN3UPOBATh BHYTPU MATPHLIBL, IPHYEM MAaTPHULIA IS
UMMOOMIT3AIIA MOKET HAXOAUTHCS HETTOCPEICTBEHHO B TIAKETE JJISI KPOBH, HCIIOJB3YEMOM ISt
NEPUOIUYUECKOTO YIAICHUS, FITH aHAJIOTUYHBIM 00pa30M MOKET COEPKaThCs BHYTPH CETIATOTO
Memka. B HEKOTOpeIx ciaydasx yCTPOMCTBO [ yJal€HUs COHEPKUT IOPUCTHIE
ancopOMPYIOLINE YaCTHIBl B KOJIMYECTBE, JOCTATOYHOM Il YMEHBIIEHHsS] WHAKTHBHPYIOLIETO
NaTOreHHbIE MUKPOOPTaHHU3Mbl COEIMHEHUS HUXKE HYKHOM KOHLIEHTpaluu, I[pU OSTOM
ancopbupyromie  4acTuibl  HUMEIOT aQ@UHHOCTD €  HWHAKTUBUPYIOLIMM  IATOT€HHBIE
MHUKPOOPTAHU3MBl COEIUHEHHEM, MpPUYEeM IOHSITHO, 4YTO TaKue aacopOUPYIOILINE YacCTHLIbI
MOKHO BBIOpaTh ANl Hawiydlled afncopOLuM MOJUIeXKALIEro YOAJICHUIO COEJUHEHUS WIIH
COEJMHEHUII C MUHUMAJIbHBIM BJIMSIHUEM Ha KOMIIOHEHTBI, KOTOpble HE HY)XHO yAaJsATb WIH
NOBPEXJaTh 3a CYET KOHTAKTa C afCOpOMPYIOLIMMHU YacTULAMU. V3BECTHO MHOXKECTBO
ancopOMPYIOLIMX YaCTHUL, BKJIKOYAS B IIEJIOM HYaCTHUIIBI, MOJYYEHHbIE U3 JIEOOOr0 HATypaJbHOrO
WJIN CHUHTETHYECKOrO MaTepHaja, CHOCOOHOTO B3aUMOAEHCTBOBATh C MOMJIKAIUMH YIAJIECHHUIO
COEMHEHMSIMH, BKJIIOYasl TBEPble YACTHULIbI, TIOJTYUYEHHbIE U3 TAKUX HATypPaJbHBIX MaTEPUAJIOB,
KaK AaKTUBHUPOBAHHBIM yrojib, KpPeMHE3eM, AHaTOMOBasl 3€MJsl W LEJUII0JI03a, U TaKuX
CHHTETUYECKUX MATEePHANIOB, Kak TuApo(oOHbIe CMOJbI, THAPOPUIbHBIE CMOJBI  HJIH
MOHOOOMEHHBIE CMOJIbI. Takue CHHTETHYECKUE CMOJIBI BKIIFOUAIOT, HAIPUMED, YTIIeCOonepsKaIiue
MaTepHualibl, MOJUCTUPOJN, TMOJIHAKPHIII, MOJUAKPUJIOBBIH 3(Hp, KAaTHOHOOOMEHHYIO CMONY H
NOJUCTUPON-IUBHHIIIOeH30. [lonmpoOHOE onmcaHuWe TakuxX YCTPOHCTB Ui YOAJICHUS,
NOIXONALINX JJISi MCIIOJIb30BAHUSI B CIIOCO0AX B PaMKax HACTOSILEro H300PETEHHs] MOXKHO
Haiitu B myOnukanuu PCT mHomep WO 1996040857, WO 1998030327, WO 1999034914 u WO
2003078023, packpeITusi KOTOPBIX BKJKYEHbl B JAHHBIA AOKYMEHT IOCPEACTBOM CCBUIKH
NPUMEHHUTEIBHO K OOCY)KIEHHIO TAaKUX YCTPOHCTB JUIA YIAIECHUS M aAcOpPOUPYIOIUX YaCTHUL U
APYTUX MAaTepUasioB, WCIOJNb3YEMbIX Ul MOJy4YeHMs] TaKuX YCTpoiicTB. MnmrocTpaTuBHbIE
azicopOMpPYIOLIHE YaCTHULIbI BKIIFOYAKOT, HO O0e3 orpannuenus, ambepaut (Rohm and Haas) XAD-
2, XAD-4, XAD-7, XAD-16, XAD-18, XAD-1180, XAD-1600, XAD-2000, XAD-2010;
Amberchrom (Toso Haas) CG-71m, CG-71c, CG-161m, CG161c; Diaion Sepabeads (Mitsubishi
Chemicals) HP20, SP206, SP207, SP850, HP2MG, HP20SS, SP20MS; Dowex (Dow Chemical)
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XUS-40285, XUS-40323, XUS-43493 (taxxke HazbiBaemblin Optipore V493 (cyxast popma) uiu
Optipore L493 (ruppatuposanHnas ¢popma)), Optipore V503, Optipore SD-2; Hypersol Macronet
(Purolite) MN-100, MN-102, MN-150, MN-152, MN-170, MN-200, MN-202, MN-250, MN-
252, MN-270, MN-300, MN-400, MN-500, MN-502, Purosorb (Purolite) PAD 350, PAD 400,
PAD 428, PAD 500, PAD 550, PAD 600, PAD 700, PAD 900 u PAD 950. Marepuan,
UCTIONB3YeMbIHl  JUIs  OOpa3oBaHUS MATPULBl sl HMMMOOWMJIM3AaLMH, BKIIOUaeT B cels
JIETKOIUTABKUH TOJMMEp, TAKOH KaK HEHMJIOH, OJINUACTeP, MOJIUATUIICH, TIOJIUAMU, TTONNoIeuH,
NOJIMBUHUJIOBBIM  CIHMPT, OSTHJICHBMHWJIALETAT WM mnonucyibpoH. B  omHOM mnpumepe
ancopOMPYIOLIE YaCTULIbI, UMMOOMIN3UPOBAHHBIE B MATPUIIEC, HAXOAATCS B BHUIE CIIEYCHHOTO
marepuaia. XOTsl MOHSATHO, YTO CIOCOObI, HA0OpPbl M KOMITO3UIIMH, ONHCAHHBIE B JAHHOM
JOKYMEHTEe, MOTYT OXBaTbhIBaTh YCTPOMCTBa IJsl yJajleHus, KOTOpble H3BECTHbI B JIaHHOM
o0yacTu, Takue CrocoObl W yCTPOHCTBA MOXKHO MPOHJUTFOCTPHPOBATH C HCIOJIB30BAHUEM
KOMMEpPUYECKH JOCTYIHOIO YCTPONCTBA JJid VyAalleHHs aMoTocajieHa, WHAKTHUBHPYIOLIETO
npernapar TpombouuToB. Takoe yCTpOWCTBO M yaaneHus comep:kut ancopbent Hypersol
Macronet MN-200, conep>kaluiuiicss BHyTpU CIIEYEHHON MaTpPHLbI, IPUYEM CIIEYEHHAs MaTpULa
B KQUECTBE CBA3YIOLLIEro BelecTBa coaep:kut miacrmaccy PL2410. B onHoM ciyyae yCcTpoicTBO
IUTsL yOANleHWsl COAEPKUT B CredeHHoW Matpuiue aacopoeHt Hypersol Macronet MN-200,
comepxkammii PL2410, nmpu stom Hypersol Macronet MN-200 HaxoauTcs B KOJHYECTBE,
SKBHUBAJICHTHOM CyXOMy Becy npuOmmsutenbHo 5-50 rpamM, npubnusutensHo S5-10 rpamm,
npubnusutensHo 10-15 rpamm, npubnusurensHo 15-20 rpamm, npubamusurensHo, 20-25 rpamm,
npubnusutensHo 25-30 rpamm, npubnusutenpHo 30-35 rpamm, npubausuTenbHo 35-40 rpamm,
npubnusuTensHo 40-45 rpaMm uiH NPUOIM3UTENBHO 45-50 rpaMM.

[0115] Tak kak naus pasHBIX CMOJ MOXKET TpeOoBaTbcs paszHas oOpaboTka mpH
VICTIOJIb30BAHUH /ISl TIOJyUeHHsI YCTPOWUCTBA IS yANeHHs, MOJIE3HOTO B criocobax, Habopax u
KOMITO3MLIMSIX B PAaMKaxX HACTOSIIEro M300pPETeHHUs, CPAaBHEHHE KOJIWYECTB aACOPOUPYIOIINX
CMOJI, ONHCAHHBIX B JAHHOM JOKYMEHTe, €CJI HE YKa3aHO HWHOe, MpPencTaBisieT coOoil
CpaBHEHHE CyXOoro Beca cMmoibl. Hampumep, nepen oOpaboTKOMH CMOJIBI CyLIAT A0 COAEPIKAHUS
Boabl < 5%, W gAnd CpaBHEHUS KOJMYECTB CMOJIbI TIPU HCIIOJIB30BAHUHM HCIOJB3YIOT
SKBHUBAJICHTHBIN CyXol Bec aacopbenta. Hampumep, Hypersol Macronet MN-200 obpabaTeiBarot
Ui cTabuiu3anuu ancopOeHTa, MIIM YTO OOBIYHO HA3bIBAOT CMA4YMBAaHUE aJCOPOEHTa, YTOOBI
€ro MOXKHO OBLIO HETOCPEACTBEHHO HCIOJIb30BAaTh MPU KOHTAKTE C €AMHULEH TPOMOOLIUTOB.
Takoit cMoueHHBIN 0Opa3el] MOXKET COomep:karh, Hampumep, npudnmsurensHo 50% rimuepuHa
WM JPYTOro MOAXOIALIEr0 CMaunBarOIIEro CpefcTBa. B HEKOTOPBIX BapHaHTaX OCYILECTBICHMUS
ancopOupyroLe CMOJION SIBISIETCS TMOJIHCTUPOJ-AUBUHIIIOEH30JI0Bass cMolla. B HEKOTOpBIX
BapHaHTaX OCYILIECTBICHUS MOJUCTUPOI-TUBUHUIOCH30I0BON cMool siBisiercss  Hypersol
Macronet MN-200. B HEKOTOpBIX BapHUaHTax OCYLIECTBIEHHs aaCOPOEHT HAXOOUTCS BHYTPHU
CIEYEHHOW MAaTPULBbI, IIPU 5TOM CIEYEHHAs] MaTPULIA COAEPKUT CBsizyrowee Bewmectso PL2410.
B HEKOTOPBIX BapuaHTaxX OCYLIECTBIEHHS IS MONyUEHHs YCTPOMCTBA A YAAIEHUS acCOPOSHT
Hypersol Macronet MN-200 HaxoauTcs BHyTpU CIIEUEHHON MaTPULIbL.

[0116] B HexoTOpbIX BapHaHTaX OCYLIECTBIEHUsS JIOOOro M3 CcrocodboB, HAOOPOB H
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KOMITO3UIMH, OMHMCAHHBIX B IAHHOM JOKYMEHTE, OAMH WM Ooyiee KOMIIOHEHT (Hampumep,
koHreliHep, CAD, PIC) MOXXHO MOSy4YUTh U3 KOMMEPUYECKH JOCTYITHON CUCTEMbl MHAKTHUBALIUH
NATOr€HHBIX MUKPOOPraHu3MoB, Takol kak Harnpumep, Cucrema Kposu INTERCEPT® (Cerus),
WIN OH MOXeT ObITh Mo cymectBy noxox Ha Hee. Cucrema Kposu INTERCEPT® xopomo
U3BECTHA B JAaHHOW OONacTM B KAuecTBe CUCTEMBbl JUIi MHAKTHBALMM ITaTOr€HHBIX
MHUKPOOPTraHU3MOB, NOJYYMBIIEH IHUPOKOE PACIPOCTPAHEHUE B €BPONEHCKUX LIEHTPAX KPOBU U
nonyuusineii onodpenne FDA B CIIA. [Ina Gonee monpobnoro omucanusi Cucrembl Kposu
INTERCEPT® wu cBsi3aHHBIX ¢ Heil CrOCOOOB M KOMIO3ULIMK I WHAKTHBALMU MMAaTOTEHHBIX
MUKpPOOPTraHU3MOB, cM., Hanpumep, nateHThl CIITA NoNe 5399719, 5556993, 5578736, 5585503,
5593823, 5625079, 5654443, 5712085, 5871900, 5972593, 6004741, 6004742, 6017691,
6194139, 6218100, 6503699, 6544727, 6951713, 7037642 u 7611831, u nybmukauuwo PCT
Homep WO 1995000141, WO 1996014739, WO 1997021346, WO 1998030327, WO
1999034914 u WO1999034915, packpblTHUsl KaKAOTO U3 KOTOPBIX BKJIOYEHbl B JIaHHBIM
JOKYMEHT IOCPEACTBOM CCBUIKH, TaK KaK OHM OTHOCATCS K HWHAKTUBALMU MAaTOTeHHBIX
MHKPOOPTraHU3MOB B Ipenaparax KpOBH.

HaOopb! A1 H0JVYeHHS KOMIIO3HIMH TPOMOOLMTOB

[0117] B HacrosimeM pacKpbITUH B HEKOTOPBIX AacCIeKTaxX IPENCTaBJIe€Hbl HAOOPBHI,
HanpuMep, KOMIUIEKTHI JIs1 00paOOTKH, Ui MOJYYEHUS KOMITO3HULUN TPOMOOIIUTOB COTJIACHO
moboMy #3 CcrmocoOOB, pPAaCKpPBITBIX B JAaHHOM JOKYMEHTe. B HEKOTOpBIX BapHaHTax
OCYIIECTBJICHUs] HA0Op MpeacTaBisieT COO0I OOHOPA30BbI KOMILIEKT JJIsl 0OpabOTKH.

[0118] B HekOTOpBIX BapHaHTax OCYLIECTBJIEHHs HaOOp coxepkuT (a) mepBbIi
KOHTEIHep, CoAep Kalluii pacTBOpP, coAepskamuii 1od6aBouyHbIli pacTBop TpoMOouuToB (PAS) u
MHAKTUBUPYIOLee NMaToreHHble Mukpoopranmsmsl coeaunenue (PIC), u (b) unCTpykImm s
VCTIOJIB30BAHUSI IIPH TTOJYYEHUH KOMITO3ULIMU TPOMOOLIUTOB.

[0119] HaGops! anst monydeHHs KOMIIO3ULMM TPOMOOLMTOB (HANpHMep, KOMITO3HLIUH
TPOMOOLIMTOB C HMHAKTUBUPOBAHHBIMH TATOI'€HHBIMH MHKPOOPTaHU3MaMH), PaCKpbIThIE B
JAHHOM JOKYMEHTE, COIEepKaT pPacTBOp, CoAeprKaiuii Jo0aBOYHBIN PacTBOP TPOMOOIMTOB
(PAS) u wunHakTHBHpYIOIIEE MNaTOreHHble MuKpoopranm3mbel coenuHenue (PIC), mpu sTom
pactBop, comepxkamuii PAS u PIC, umeer mocratouHbiii o0ObeM [JIsi TMOJNy4YeHUs JHOOOrO
KOJINYECTBA KOMITO3ULMH TPOMOOLIUTOB (HAPUMEpP, OMHOKPATHOW WIJIM TePaNeBTHYECKON JO3bI
TpOMOOIIMTOB). B HEKOTOpPBIX BapHaHTAax OCYLIECTBICHHs HAOOp CONEPKUT 1Ba Win Ooee
NEePBbIX KOHTEHHEPOB, MPU 3TOM KKABIA U3 JBYX WIH OOJee NMepBbIX KOHTEHHEPOB CONEPIKUT
uHOH 00BeM pacTBOpa, coxepskamiero no0aBouHbI pacTtBop TpoMmborutoB (PAS) wu
MHAKTHBHPYIOLIEE NMaTOreHHble MUKpoopranm3Mbl coeauaenue (PIC), u npu 3ToM oquH U3 ABYX
win OoJiee TePBbIX KOHTEHHEPOB MOJKHO OTOOpPATh IUIS MCIIOJIb30BAHHUS HA OCHOBE BEJIINYHHBI
KOJINYECTBA WIM 00bEMa KOMMO3HLUN TPOMOOIIMTOB, KOTOPbIE HAZO MOJYyYUTh. B HEKOTOPBIX
BapHUAHTaX OCYIIECTBJIEHUS HAOOP COAEPIKUT TPH NEPBBIX KOHTEHHEpa, IPH 3TOM OJUH IMEPBbI
KOHTEHHep COAEPIKUT IOCTATOYHBIM OOBEM pacTBOpa, ConeprKamero I00aBOYHBIA PacTBOP
TpomborutoB (PAS) u mHakTHBHpYIOIIEe MaTOreHHble MuKpoopraHusmsl coenuHeHue (PIC),

11 TIOJy4€HUs] OAHON KOMIO3MLIMU TPOMOOLIMTOB (HanpuMep, OMHOKPATHOM TeparneBTUYeCKON
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036l TPOMOOIIUTOB), JPYrol TEpBBIH KOHTEHHEP CONEPIKUT AOCTATOYHBIA OOBEM pacTBOpA,
comepxkaiiero n100aBouHbli pactBop TpombomutoB (PAS) m mHakTHBHpYIOIEE NAaTOreHHbIE
Mukpoopranusmel coenuaenue (PIC), misa momyueHust [ByX KOMITO3ULMH TPOMOOIIUTOB, a ele
OJIMH TEPBBI KOHTEHHEP COAEPKUT AOCTATOUHBIH OOBEM PacTBOpPA, COAEPIKAILEro J0OABOYHBIH
pactBop TpombOoruToB (PAS) 1 MHAKTUBHpPYIOIIEE MATOTCHHbIE MUKPOOPTaHU3MbI COETUHEHHUE
(PIC), nnsa monydeHust Tpex kKommo3uuuii TpombounTos. Ilpu ucnonp3oBaHuM 3TOro Habopa B
moOOM M3 Croco0OB, NPEACTABICHHBIX B AAHHOM MAOKYMEHTE, OIOMH M3 TPeX IepBbIX
KOHTEHHEPOB MOXKHO OTOOpaTh MAJisi WCIOJB30BAHUS HAa OCHOBE KOJMYECTBA KOMITO3ULIUI
TPOMOOIIUTOB, KOTOPBIE HAZIO TOJIYYHTb.

[0120] B HEKOTOpBIX BapUaHTaX OCYIIECTBJICHUS HAOOp AJIsl TOJYYEHHUS KOMITO3ULUH
TPOMOOILIMTOB CONEPKHUT. (a) TMepBbIii KOHTEWHEp, CONEp KAlM pPACcTBOP, COAEp KAIIUI
nobaBouHbIi pacTBOp TpoMOoLuTOB (PAS) M MHAKTHBHpYIOIIEE MATOr€HHBIE MUKPOOPTAHU3MBI
coenunenne (PIC), u (b) BTOpOWl KOHTEiHEep, MOAXONSAIIUIN JUIsl CONEp’KAHUS TIperapara
TPOMOOILIUTOB B CMecH ¢ pacTBOpoM, conepxkamuM PAS u PIC, npu 3TOM nepBbIii KOHTEHHED HE
COCMHEH CO BTOPBIM KOHTEHHEpPOM. B HEKOTOpBIX BapHaHTax OCYLIECTBJICHHs MEPBBIN
KOHTEHHep MOAXOIUT AJISi CMEIIMBAHUS Tpernapara TPOMOOLIMTOB € PacTBOPOM, COAEPIKALIIM
PAS u PIC. B HekoTOpbIX BapuaHTax OCYILECTBJEHMs MEPBbI KOHTEHHEp MNOAXOAMUT IJs
BO3/ICHCTBUSI CBETOM Ha IpernapaTr TPOMOOLIMTOB B CMECH C pacTBOpoM, coxepxkamuM PAS u
PIC, nocrarouHoro misi (OTOXMMHUYECKOH MHAKTHUBALMHM MATOT€HHOI'O MHUKPOOPTaHM3MA, MpPU
HaIU4uu. B HEKOTOpBIX BapuaHTax OCYIIECTBJIEHUS MEPBbIi KOHTEHHEP M3IOTOBJIEH U3
MaTepuana, MO CyLIeCTBY IOJYNpPO3padyHOro s CBe€Ta B JAMAlNa3OHe [JIMH BOJH
(doToOXUMUUECKON MHAKTUBALMH (HAIpuMep, oT npudnusutenbHo 200 HM 10 NPUOIU3UTENBHO
400 HM, ynbrpaduoneroBsiii criekTp A). B HeKOTOpBIX BapuaHTaxX OCYINECTBJIEHUS BTOPOM
KOHTEHHep COMepKHUT yCTpoucTBO aacopOumnu coenuHenus (CAD). B HekoTOphIX BapuaHTax
OCYLIECTBJICHHsI BTOPOW KOHTEWHep MOAXOMUT IS XPaHEHUs KOMIIO3UIMU TpomOouutos. B
HEKOTOPBIX BapHaHTaX OCYLIECTBJICHUs TIEPBblii KOHTEHHEP BBINOJIHEH C BO3MOXKHOCTBHIO
COEAMHEHUs B BHJE €IMHOTO IIeJIOr0 CO BTOPBIM KOHTEHHEPOM (HarpuMep, ¢ TOMOLIbO THOKOI
IUIACTMACCOBON TpyOkH). B HEKOTOpBIX BapuUaHTAaX OCYINECTBJICHUS MEPBBIH KOHTEHHEp
BBITIOJIHEH C BO3MOXKHOCTBIO CTEPUIIBHOTO COEUHEHHS CO BTOPBIM KOHTeHHepoM. B HekoTOpbIxX
BapHUAHTAX OCYLIECTBICHHs HAOOp AOIMOJHHUTEIBHO CONEPKUT OAMH WK Oojiee KOMIIOHEHTOB
(Harmpumep, TpyOKy, THOKYIO IJIACTMACCOBYIO TPYOKY) IS COEIMHEHHSI IEPBOTO KOHTEHHepa Co
BTOPBIM KOHTEHHEPOM. B HEKOTOpBIX BapHaHTax OCYLIECTBICHUS HAO0Op M TONyYEHHs
KOMITO3ULIH TPOMOOIIUTOB AOMOJHHUTENBHO COAEPKUT MO MEHbINEeH Mepe oauH (Hanpumep, 1, 2
WM 3) KOHTEHHEp sl XpaHEeHHUs], TIPH 3TOM IO MEHbLIeH Mepe OIUH KOHTEHHEep AJIST XpaHEHHsI
NOIXOAUT Ul XPAHEHUs] KOMIO3ULUH TPOMOOLIMTOB, W NPH 3TOM IO MEHbLIEH Mepe OIUH
KOHTEHHEp AJIsi XPAaHEHUs COEOUHEH CO BTOPBIM KOHTEHHEPOM. B HEKOTOpBIX BapuaHTax
OCYIIECTBJIEHUS 10 MEHbIIEN Mepe OUH KOHTEHHep A XpaHEHUs COEJUHEH B BUAE €JUHOTO
L[EJIOrO CO BTOPBIM KOHTEHHEPOM (HarpuMep, ¢ MOMOIIbI0 THOKOM TuiacTMaccoBoi TpyOku). B
HEKOTOPBIX BapUaHTaX OCYLIECTBJIEHUS II0 MEHbIIEH Mepe OAVH KOHTEHHEep IJs XpaHEeHMs

SIBJISIETCS] TEPMETUYHBIM, HO UMEET OTKPBIBAEMBIM BO BTOPON KOHTEWHEp NMPOTOYHBIN KaHajl. B
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HEKOTOPBIX BapHUaHTaxX OCYLIECTBJIEHUS II0 MEHbIelH Mepe OAMH KOHTEHHep sl XpaHEeHUs
CTEpUJIBHO COEAMHEH CO BTOPBIM KOHTEHHepOM. B HEKOTOpBIX BapHaHTax OCYLIECTBJIECHUS
NEepBBId KOHTEHHEP MOIXOIOUT IJiIsi COSAUHEHHsI C yCTPOMCTBOM adepesa WM C KOHTEHHEpOM,
COZIEpIKALINM IpenapaT TPOMOOLIUTOB.

[0121] B HeKOTOpBIX BapHaHTaxX OCYILECTBJIEHUS HAOOp MAJs MOJYYEHUS KOMIIO3HMLIUH
TPOMOOLIUTOB COAEPKUT: (a) MepBbli KOHTEWHEep, COAEpIKAIIMHA pPacTBOP, COAEpIKaIIUit
no6aBo4HbIi pacTBOp TpoMOOLUTOB (PAS) 1 MHAKTHBHPYIOLIEEe MATOr€HHbIE MUKPOOPTAHU3MbI
coenunenne (PIC), u (b) BTOpOH KOHTEiHEp, MOAXONSIIUIN JUIsl CONEp’KaHUs TIperapara
TPOMOOILIUTOB B CMecHU ¢ pacTBopoM, coaepxkamum PAS u PIC, npu 3TOM nepBbIii KOHTEHHED HE
COEIMHEH CO BTOPBIM KOHTEHHEpPOM. B HEKOTOpBIX BapuaHTax OCYIIECTBJICHUsI IEPBBIN
KOHTEHHep MOAXOOUT JJISi CMELIMBAHUS Iperapara TPOMOOLIUTOB C PacTBOPOM, COAEPIKALIIM
PAS u PIC. B HekoTOpbhIX BapuaHTax OCYIIECTBJIEHHS BTOPOM KOHTEWHEpP MOAXOAUT IJs
CMEIIUBaHUs Tpernapara TpOMOOIUTOB ¢ pacTBopoM, coneps:kammm PAS u PIC. B HekoTOpbIX
BapHaHTaX OCYIECTBIEHHs] BTOPON KOHTEHHEp MOAXONUT JJIsl BO3JEHCTBHS CBETOM Ha Mpemnapar
TPOMOOIIMTOB B CMecu ¢ pactBopom, conepxkammum PAS wu PIC, pocratounHoro ms
(OoTOXUMHUYECKOW WHAKTHBALWU MAaTOT€HHOTO MHKPOOPTaHM3Ma, NMPU HAIW4YMUA. B HEKOTOpBIX
BapHaHTaX OCYLIECTBJIEHUs BTOPOM KOHTEHHep M3rOTOBJIEH U3 Marepuana, IO CYLIECTBY
NOJyIIPO3PayHOro JUIsI CBETAa B JMANAa30HE JUIMH BOJH (POTOXMMHYECKOW WHAKTHBALUU
(marmpumep, ot mpuOmusutenbHo 200 HM po npubmmsutensHo 400 HM, yibTpadHONETOBBIHN
cekTp A). B HEKOTOpBIX BapuaHTaxX OCYLIECTBIEHHs BTOPOH KOHTEHHEP COAEPKHUT yCTPOHCTBO
ancopbunu coenuHenus: (CAD). B HEKOTOpBIX BapHaHTax OCYINECTBJIEHUS BTOPOH KOHTEHHEp
MOJXOMUT Il XPaHEHHUs] KOMIIO3ULUHM TPOMOOLMTOB. B HEKOTOPBIX BapHaHTaX OCYLIECTBIEHUS
NEepBbIl KOHTEHHEP BBIMOJHEH C BO3MOXHOCTBIO COEAUHEHMs B BUAE €AMHOIO LEJOro Co
BTOPBIM KOHTEWHEPOM (Hampumep, ¢ MOMOIIbIO TMOKOMN MIacTMaccoBO TpyOku). B HeKOTOpbIX
BAPUAHTAX OCYILIECTBICHHUsS] TMEPBbIII KOHTEHHEP BBINOJHEH C BO3MOXHOCTBK) CTEPHUIIBHOTO
COEAMHEHUs] CO BTOPBIM KOHTEHHepOM. B HEKOTOpBIX BapuaHTAaX OCYINECTBJICHUS HaOOp
JOTIOJTHUTEIBHO COAEPKUT OAMH WM Oojiee KOMIIOHEHTOB (Hampumep, TPyOKy, THOKYHO
TJIACTMACCOBYIO TPYOKY) IUIsl COEAMHEHUs MEPBOTrO KOHTEWHEpa CO BTOPBIM KOHTeiiHepom. B
HEKOTOPBIX BApUAHTAX OCYINECTBJIICHUS HAOOp MJsl TOJYyYEHHUs] KOMITO3UIMU TPOMOOLMTOB
JOTIOJTHUTENIPHO COEPIKUT 1O MEHbLIeH Mmepe onauH (Hampumep, 1, 2 unm 3) KOHTEHHep A
XpaHeHUs, MPU 5TOM IO MeEHbIIeH Mepe OJUH KOHTelHep AJsd XpaHEeHUs IOAXOAUT AJis
XPaHEHHsI KOMITO3MIMUA TPOMOOLIMTOB, M MPH 3TOM IO MEHBIIEH Mepe ONWH KOHTEHHep s
XpaHEeHUsl COEMHEH CO BTOPbIM KOHTeilHepoM. B HEKOTOpbIX BapuaHTax OCYLIECTBJIEHHUS IO
MeHbIIIed Mepe OJUH KOHTeIHep A XpaHEHUs COEUHEH B BUJE €IMHOIO LEJOr0 CO BTOPBIM
KOHTEHHepOM (HampuMmep, C TMOMOINBI0 THOKOH IutacTMaccoBoi TpyOkm). B  HekoTOpbIX
BapHAaHTaX OCYILECTBJIEHUS IO MEHblIeHl Mepe OAMH KOHTEHHep JIsl XpaHEeHHs SIBJsIeTCs
FeépPMETUYHBIM, HO UMEET OTKPBIBAEMBIN BO BTOPOU KOHTEHHEP MPOTOYHbIN KaHAI. B HEKOTOpBIX
BApHAHTaX OCYILECTBJIEHUS II0 MEHbLIEH Mepe OAMH KOHTEWHEep ANl XPAaHEHUs CTEPHUJIbHO
COEIMHEH CO BTOPBIM KOHTEHHEPOM. B HEKOTOpBIX BapHaHTax OCYLIECTBJICHHs MEPBbIN

KOHTeHHep TOOXOAWT Ui COENMHEHUS C YCTPOWCTBOM adepesa WM C KOHTEHHEpPOM,
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COZEPIKALINM IpenapaT TPOMOOLIUTOB.

[0122] B HEKOTOpBIX BapHaHTaX OCYIIECTBJICHUS HAOOp AN MOJYYEHUS KOMITO3ULIUH
TPOMOOLINTOB COAEPKUT. (a) TMepBbIii KOHTEWHEp, COMEpKAIlMii pPacTBOp, COAepIKaIIuil
nobaBouHbIil pacTBOp TpoMOoLuTOB (PAS) 1 MHAKTHBHpYIOLIEe NaTOreHHbIE MUKPOOPTaHU3MbI
coequnenne (PIC), u (b) BTOpOIl KOHTElHEep, MOAXOASAIIMN HJIsT COAEPIKAHHS IperapaTa
TPOMOOLIUTOB B CMeCH € pacTBopoM, coaepskamum PAS u PIC, npu 5TOM nepBbiii KOHTEHHep He
COCJMHEH CO BTOPBIM KOHTEHHEPOM. B HEKOTOpPBIX BapuUaHTax OCYLIECTBICHUs IIEPBBIH
KOHTEHHep MOAXOIUT IJIi CMELIMBAHUS Mperapara TPOMOOLIUTOB C PAaCTBOPOM, COIEpPIKAIIUM
PAS u PIC. B HekoTOphIX BapuaHTaxX OCYIIECTBJEHHUS BTOPON KOHTEWHEp MOAXOAUT JUIs
CMEIIUBaHMS Tpernapara TpOMOOIUTOB ¢ pacTBopoM, coneps:kamum PAS u PIC. B HekoTOpbIX
BapUAHTaX OCYILIECTBJIEHUS] BTOPON KOHTEMHEp MOAXOAUT Il BO3AEHCTBUSA CBETOM Ha Ipenapar
TPOMOOIIMTOB B CMecH ¢ pacTBopoMm, conepkamum PAS u PIC, nocraroynoro st
(OTOXMMHUYECKOW WHAKTHBALWU MATOT€HHOTO MHKPOOPTaHM3Ma, NMpPU HAIWYMUA. B HEKOTOpBIX
BApUAHTaX OCYILECTBJICHUs] BTOPON KOHTEHHEP H3rOTOBJEH W3 MaTepuana, IO CYyLIEeCTBY
NOJyNpPO3payHOro JUIsl CBETAa B JAHMANA30HE [UIMH BOJH (POTOXUMHUYECKOW WHAKTHBALIUH
(marmmpumep, ot mpuOmmsutenbHo 200 HM po mpubmmsutensHo 400 HM, yibTpadHONETOBBIN
cnekTp A). B HEKOTOpbIX BapHaHTax OCYIIECTBIEHHs TIEPBBbI KOHTEHHEpP BBIOJHEH C
BO3MOKHOCTBIO COEIUHEHHUS] B BUAE €IUHOrO IIEJIOT0 CO BTOPBIM KOHTEHHEpOM (Hampumep, C
MOMOIIBIO THOKOH IIacTMAacCOBOH TPYOKH). B HEKOTOPBIX BapHaHTaX OCYLIECTBIIEHUS IMEPBbIM
KOHTEHHEP BBIINOJIHEH C BO3MOXXHOCTBIK) CTEPUIJIBHOTO COEUHEHHUsI CO BTOPBIM KOHTEHHEepOM. B
HEKOTOPBIX BapHUaHTAaX OCYLIECTBJIEHHs HAOOp IOMOJHHUTENIBHO COAEPXKUT OAMH MiIu Oonee
KOMITOHEHTOB (Harpumep, TpyOKy, TMOKYIO TJIACTMACCOBYIO TPYOKY) IJIsl COENMHEHUSI TIEPBOTO
KOHTEHHepa CO BTOPbIM KOHTEHHEPOM. B HEKOTOpBIX BapHaHTaX OCYIIECTBICHUS HAOOp IS
HOJTyYeHHs] KOMITO3HLIMH TPOMOOLIUTOB JOMIOJHUTEIBHO CONEPIKUT TPETUI KOHTEHHED, P 3TOM
TPETHI KOHTEHHEep COREpKUT yCTpoicTBO ancopbunu coennuenus (CAD), u npu sToM Tperuit
KOHTEHHEP COEQUHEH CO BTOPbIM KOHTEHMHEpPOM. B HEKOTOpPBIX BapHaHTaX OCYLIECTBJICHUS
TPETHIl KOHTEWHEP COENUHEH B BUIE €IMHOIO LEJIOr0 CO BTOPHIM KOHTEHHEPOM (Hampumep, C
MOMOIIBI0 THOKOH TIacCTMAcCOBOi TpyOKkH). B HEKOTOpPBIX BapHaHTaX OCYIIECTBJICHUS TPETHH
KOHTEHHEP SIBJIAETCA T€PMETUYHBIM, HO UMEET OTKPBIBAEMBIN BO BTOPOI KOHTEMHEP MPOTOYHBIN
KaHaJl. B HEKOTOpPBIX BapMaHTaxX OCYLIECTBJICHUS] TPETUI KOHTEHHEpP CTEPUIIBHO COEOUHEH CO
BTOPBIM KOHTEHHEPOM. B HEKOTOpBIX BapuaHTaxX OCYLIECTBJICHUs TPETUH KOHTEMHEDP MOAXOAUT
IUTSL XPaHEHHsI KOMITO3UIUK TPOMOOIIMTOB. B HEKOTOPBIX BapHaHTaX OCYIIECTBIIEHHsI HAOOP A
MOJIY4EeHUS] KOMITO3UIIMH TPOMOOLIMTOB OTMOJIHUTENIBHO COIEPIKUT IO MEHbILIeH Mepe OIuH
(marmpumep, 1, 2 unm 3) KOHTEHWHEP A XPAHEHUS, IPU STOM IO MEHBIIEH Mepe OUH KOHTEHHED
IUTI XpPaHEHHsI TIOAXOIUT UL XPaHEHHUs] KOMITO3UIMH TPOMOOLIMTOB, U MPH 3TOM MO MeHbIIEH
Mepe OJIMUH KOHTEWHep IJsl XPAHEHUs COEAUHEH C TPEeTbUM KOHTEHHepOoM. B HexoTopbIX
BapUAHTaX OCYLIECTBJICHUS [0 MEHBbIIEH Mepe OAUH KOHTEHHEpP AJIA XPAaHEHUs] COEAUHEH B BUIE
€IMHOTO IIeJIOT0 C TPETbUM KOHTEHHEpPOM (Hampumep, ¢ MOMOIIbK THOKOH IIaCTMacCOBOM
TpyOkH). B HEKOTOPBIX BapuHaHTax OCYLIECTBIEHHs IO MEHbLIEH Mepe OIWH KOHTEHHep A

XPaHEHUs sIBJISIETCS] TEPMETUYHBIM, HO UMEET OTKPBIBAEMbIN B TPETUH KOHTEHMHEP NMPOTOYHBIN
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KaHal. B HEKOTOpBIX BapuaHTax OCYLIECTBJICHWUs IO MEHbIIEH Mepe OAWH KOHTEWHEp I
XpaHEHUs CTEPUIbHO COEIMHEH C TpPeTbUM KOHTEHHEepOM. B HEKOTOpBIX BapuaHTax
OCYILECTBIJIEHHsI NIEPBbII KOHTEHHEP MOAXOMUT Ul COEAMHEHHs C YCTPOICTBOM adepesa WiH ¢
KOHTEHHEPOM, COAEP KALIIM ITpernapaT TPOMOOLUTOB.

[0123] B HEKOTOpBIX BapHaHTaX OCYILECTBJIEHHS HAOOp AJs MOJYYEHUS KOMITO3ULUH
TPOMOOLIUTOB COAEPKUT: (a) MepBbli KOHTEWHEep, COAEpIKAIIMHA pPacTBOP, COAEpIKaIIUit
no6aBouHbIi pacTBop TpoMOonuToB (PAS) M MHAKTUBHpYIOLIEE MATOTEHHBIE MUKPOOPTaHU3MBI
coenunenne (PIC), u (b) BTOpOH KOHTEiHEp, MOAXONSIIUIN JUIsl CONEp’KaHUs TIperapara
TPOMOOILIUTOB B CMecHU ¢ pacTBopoM, coaepxamuM PAS u PIC, npu 3TOM niepBbIii KOHTEHHED HE
COEIMHEH CO BTOpPBIM KOHTEHHEpOM. B HEKOTOpBIX BapHaHTax OCYINECTBJIEHUS BTOPOU
KOHTEHHep MOAXOOUT JJISi CMELIMBAHUS Iperapara TPOMOOLIUTOB C PacTBOPOM, COAEPIKALIIM
PAS u PIC. B HekoTOpbhIX BapHaHTax OCYIIECTBJEHHUS BTOPON KOHTEWHEp MOAXOAUT IS
BO3/ICHCTBUSI CBETOM Ha IpernapaTr TPOMOOLIMTOB B CMECH C pacTBOpoM, coxepxkamuMm PAS u
PIC, nocrarounoro ansi (OTOXMMHUYECKOH MHAKTHUBALMH MAaTOT€HHOTO MUKPOOPTAHU3MA, TPHU
Hajau4uu. B HEKOTOpBIX BapHaHTax OCYLIECTBICHUs BTOPOH KOHTEMHEP W3rOTOBJIEH U3
Martepuaja, @O CyLIeCTBY IOJYyNpPO3payHOro g CBe€Ta B JMalNa3oHe JJUH BOJH
(oToxumMuUecKoi MHAKTUBALMH (HarpuMep, oT npuonusutenbHo 200 HM 10 npUOIH3UTEIBHO
400 ©M, ynerpaduoneroBsiii ciekTp A). B HEKOTOpBIX BapuaHTaX OCYINECTBJIEHHS BTOPOH
KOHTeHep conmep:kut ycrpoiictBo anacopbumn coenmaenus (CAD). B HekoTOphIX BapHaHTax
OCYIIECTBJIEHHsI BTOPOH KOHTEHHEp MOAXOAMT Ul XPAHEHUs KOMITO3ULIMHM TpoMOouuToB. B
HEKOTOPBIX BApHaHTaX OCYLIECTBJIECHUs IEpPBbIil KOHTEHHEP BBINOJIHEH C BO3MOKHOCTBIO
COEAMHEHUs B BHJE €MHOTO IIeJIOr0 CO BTOPBIM KOHTEHHEpOM (Harpumep, ¢ OMOLIBIO MHOKOM
IUIaCTMAcCOBOM TpPyOku). B HEKOTOpBIX BapuaHTaX OCYILNECTBJICHHs IEPBbI KOHTEHHEp
BBITOJIHEH C BO3MOXKHOCTBIO CTEPUIIBHOTO COEAUHEHHs CO BTOPBIM KOHTEHHEPOM. B HEKOTOpBIX
BapUAHTAX OCYIIECTBJIEHHs HAOOp IOMOJHUTENBHO COMAEPXKUT OAWH MM Oojiee KOMIIOHEHTOB
(Harmpumep, TpyOKy, THOKYIO MJIACTMACCOBYIO TPYOKY) IUIs COEIMHEHHSI IEPBOTO KOHTEHHEpa CO
BTOPbIM KOHTEHHEPOM. B HEKOTOpBIX BapuUaHTAaX OCYIIECTBJCHUS HAOOp Ml TOJNyYEHHs
KOMITO3ULIUH TPOMOOIIUTOB AOMOJHHUTENBHO COAEPIKUT MO MEHbIIEH Mepe oauH (Hanpumep, 1, 2
WK 3) KOHTEHWHEp sl XpaHEeHHUs, TIPH 3TOM IO MEHbLIEH Mepe OIMH KOHTEHHEep AJISl XpaHEHHsI
NOJXOAUT JUII XPAHEHUs] KOMIO3HMLWU TPOMOOIIMTOB, W MPH 3TOM O MEHbIIEH Mepe OIuH
KOHTEHHEp AJIsi XPAHEHUs COEJUHEH CO BTOPBIM KOHTEHHEpPOM. B HEKOTOpbIX BapuaHTax
OCYILIECTBJIEHUs 10 MEHbIIEe Mepe OUH KOHTeMHep A XpaHEeHUs COeJUHEH B BUAE €JUHOTO
I[EJIOr0 CO BTOPBIM KOHTEHHEpPOM (Hampumep, ¢ TOMOIIBI0 THOKOH miacTMaccoBoil TpyOku). B
HEKOTOPBIX BapUaHTaX OCYLIECTBJIEHUs I10 MeHbIlled Mepe OAWH KOHTEHHep IJisl XpaHEeHMs
SIBJISIETCS] TEPMETUYHBIM, HO UMEET OTKPBIBAEMBI BO BTOPOH KOHTEWHEp MPOTOYHBIN KaHal B
HEKOTOPBIX BapUaHTaxX OCYLIECTBJIEHUS IO MeHblleld Mepe OAWH KOHTEWHEep IJIsl XpaHEeHUs
CTEpUJIBHO COEAWHEH CO BTOPBIM KOHTElHEpOM. B HEKOTOpBIX BapuaHTax OCYLIECTBJIECHUS
BTOPOI KOHTEHHEp MOIXOMUT IJIsi COENUHEHHUs C YCTPOHCTBOM adepesa WK C KOHTEHHEpOM,
COZIEPIKALINM IpenapaT TPOMOOLIUTOB.

[0124] B HEKOTOpPBIX BapHUaHTAaX OCYIIECTBJICHUS HAOOP AJISL MOJyUYEeHUsST KOMITO3ULIUU
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TPOMOOILINTOB COAEPkUT. (a) TMepBbIi KOHTEWHEp, COIEpKAIMA pPAacTBOP, COAEPIKAIIUI
nobaBouHblil pacTBOp TpoMOoLuTOB (PAS) M MHAKTHBHpYIOLIEE MaTOr€HHbIE MUKPOOPTaHU3MbI
coenunenue (PIC), u (b) BTOpO#l KOHTEHHep, MOAXOASIINI AN COIEpXKAHHUs Ipernapara
TPOMOOILIUTOB B cMecH ¢ pacTBopoM, conepxamum PAS u PIC, npu 3TOM nepBblii KOHTEWHHEP He
COEJMHEH CO BTOPbIM KOHTEHHEpOM. B HEKOTOpBIX BapuaHTax OCYLIECTBJICHHUs BTOPOM
KOHTEHHEep TMOAXOAMT Il CMEIIMBAHUS Ipenapara TPOMOOLUTOB C PaCTBOPOM, COAEPIKAIIUM
PAS u PIC. B HeKOTOpBIX BapHaHTaX OCYIUECTBJIEHUS BTOPOH KOHTEHHep MOAXOAUT IS
BO3/ICHCTBUSI CBETOM Ha TMpernapar TPOMOOLIMTOB B CMECH C pacTBOpoM, coxepxamum PAS u
PIC, nocrarounoro misi (OTOXMMHYECKON MHAKTHUBALMH MATOTEHHOTO MUKPOOPTAHU3MA, TPHU
Hajau4uu. B HEKOTOpBIX BapuaHTax OCYLIECTBJEHUS BTOPONW KOHTEHHEP W3TOTOBJIEH U3
Marepuana, IO CyLIeCTBY MOJYNpO3pa4HOro [Jjsi CBeTa B JAMANAa30HE JUIMH BOJH
(oTOXUMHUYECKOW MHAKTUBALMH (HArpumep, oT npudmusutenbHo 200 HM 10 MPHOIU3HTENBHO
400 HM, ynpTpaduONeTOBBI CIeKTp A). B HEKOTOPHIX BapuMaHTAaX OCYINECTBJICHUS IEPBBIA
KOHTEHHEP BBINOJHEH C BO3MOXKHOCTBK) COEJMHEHMs B BHJE €IMHOIO LEJIOro €O BTOPBIM
KOHTEHHepOM (HampuMmep, C TMOMOINBI0 THOKOH TIutacTMaccoBod TpyOkm). B  HekoTophIX
BapHaHTaX OCYILECTBJEHUs] MEpBblil KOHTEWHEp BBIIOJHEH C BO3MOXXHOCTBHO CTEPUIIbHOTO
COEAMHEHUs] CO BTOPHIM KOHTEHHEpOM. B HEKOTOpBIX BapHaHTaX OCYINECTBJICHUS HaOOp
TOTIONTHUTENBHO COAEPKUT OAMH WM Ooee KOMIIOHEHTOB (Hampumep, TPYyOKy, THOKYHO
TJIACTMACCOBYIO TPYOKY) IUIsl COEAMHEHUs MEPBOrOo KOHTEHHEepa CO BTOPBIM KOHTeWHepoM. B
HEKOTOpBIX BApUAHTAX OCYIIECTBJICHUS HAOOp AN TOJYYEHUs KOMIIO3ULMHM TPOMOOLIMTOB
JOMOJIHUTEIIBHO COMNEPXKUT TPETUH KOHTEMHEpP, NPU 3TOM TPETUM KOHTEHHEP COAEPKUT
ycrpotictBo aacopbumu coenuHeHuss (CAD), u mpu 3TOM TpeTuil KOHTEHHEep COeAMHEH CO
BTOPBIM KOHTEHHEpOM. B HEKOTOpBIX BapHaHTaX OCYILECTBJICHUs TPETUH KOHTEHHEp COECOUHEH
B BHUIE EIUHOTO LEJIOTO CO BTOPbIM KOHTEHHEpOM (Hampumep, € MOMOLIBIO T'MOKOH
IUIaCTMAcCOBOH TpyOKkH). B HEKOTOPBIX BapHaHTax OCYIIECTBJICHUS TPETUH KOHTEHHEp SIBISETCS
re€pPMETUYHBIM, HO UMEET OTKPBIBAEMBIN BO BTOPOIl KOHTENHHEP MPOTOYHBIN KaHajl. B HeKOTOpbIX
BapHaHTaX OCYLIECTBJICHUS TPETUH KOHTEWHEp CTEPUJIbHO COEIMHEH CO BTOPHIM KOHTEIHEpOM.
B HexkoTOphIX BapuaHTaX OCYLIECTBJIEHUS TPETUN KOHTeHHep NOAXOAUT Ui XpaHEHHUs
KOMITO3UIIUH TPOMOOIIMTOB. B HEKOTOpPBIX BapuUaHTAaX OCYILIECTBJICHUS HAOOp sl MOJTyYEHUs
KOMITO3UIIH TPOMOOIIUTOB AOMOJHHUTEIBHO COAEPKUT MO MEHbINEH Mepe oauH (Hanpumep, 1, 2
WK 3) KOHTEHWHep sl XpaHEeHHUs], TIPH 3TOM IO MEHbLIEH Mepe OIUH KOHTEHHEep AJIST XpaHEHHsI
NOJXOAUT Uil XPAHEHHUs] KOMIO3ULUHK TPOMOOLMTOB, M MpPU 3TOM IO MEHbIIEH Mepe OIuH
KOHTEHHEp /Il XpaHEHus COEJUHEH C TPeTbUM KOHTEHHepOoM. B HEKOTOpBIX BapuaHTax
OCYIIIECTBJIEHUS 10 MEHbLIEH Mepe OUH KOHTEHHep Al XpaHEHUs COeJUHEH B BUJAE €JUHOTO
L[EJIOr0 C TPEThbUM KOHTEHHEepPOM (HAIMpHUMep, ¢ MOMOINBI0 THOKOH TtacTMaccoBoi TpyOku). B
HEKOTOPBIX BapUaHTaxX OCYILIECTBJICHUs IO MeHbIleH Mepe OAUH KOHTEHHep ISl XpaHEeHMs
SBJISIETCS] TEPMETUYHBIM, HO MMEET OTKPBIBAEMBIN B TPETHM KOHTEWHEpP MPOTOUYHBbINA KaHal. B
HEKOTOPBIX BapHUaHTaX OCYLIECTBJIEHUS II0 MEHbIEeH Mepe OAVH KOHTEHHEep IJsl XpaHEeHUs
CTEpUJIBHO COENMHEH C TPETbHUM KOHTEHHEpOM. B HEKOTOpbIX BapHaHTAax OCYILLECTBIICHMUS

BTOPOI KOHTEHHEp MOIXOMUT IJIsl COENUHEHUs C YCTPOHCTBOM adepesa WU C KOHTEHHEpOM,
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COZEPIKALINM IpenapaT TPOMOOLIUTOB.

[0125] B HEKOTOpPBIX BapHUaHTAaX OCYIIECTBJEHUS HAOOp IUIsl TOJYYEHUS KOMIO3ULIMH
TpOMOOLIUTOB COAEP>KUT (a) TepBbI KOHTEHHEp, coaep)kammii 100aBOYHBIA  PacTBOP
tpomborutoB (PAS), (b) BTOpOli KOHTEiHEp, cCoAep Kalluil WHAKTHBUPYIOLIEE NaTOreHHbIE
mukpoopranusmel coequnenue (PIC), u (c) Tperuit KoHTeHEp, MOIXOMAIMUN TSI CONEPKaHUS
npenapara TpomboruToB B cMecu ¢ PAS u PIC, mpu 5TOM mnepBblii U BTOPOH KOHTEHHEPHI
COEMHEHBl APYr C APYIOM, U NPU 3TOM HU OAMH U3 NEPBOrO M BTOPOrO KOHTEHHEPOB HE
COEIMHEH C TPETbUM KOHTEHHEpPOM. B HEKOTOpBIX BapuaHTaxX OCYLIECTBIEHUS MEPBBIN
KOHTEMHep U BTOPOM KOHTEMHEP BBINOJHEHbl C BO3MOXKHOCTBIO HAJIUYMSI T'€PMETHYHOIO, HO
OTKpPBIBAEMOI'0 IPOTOYHOTO KaHaja MexXJy HUMU. B HEKOTOpBhIX BapHaHTaxX OCYILECTBICHHUS
NepBBIN KOHTEMHEP BBIMOJIHEH C BO3MOXKHOCTBIO COEIUHEHUS B BUJE €JUHOTO LIEJIOTO C TPETHbUM
KOHTeHHepoM (HampuMmep, C TMOMOINBIO THOKOH TrutacTMaccoBod TpyOkm). B  HEKoTOphIX
BapHaHTaX OCYINECTBIEHHs] MEpBblil KOHTEWHEp BBIIOJHEH C BO3MOXXHOCTBIO CTEPUJIBHOTO
COEAMHEHUs] C TPETbUM KOHTEHHEpOM. B HEKOTOphIX BapHaHTax OCYLIECTBIEHHs HaOOp
JOTIOJIHUTENBHO COAEPKUT OAMH WM Ooee KOMIIOHEHTOB (Hampumep, TPYyOKy, THOKYHO
MJIACTMACCOBYIO TPYOKY) IUIi COEAMHEHHUs MEePBOro KOHTEHHepa ¢ TPeThbUM KOHTeiHepoM. B
HEKOTOPBIX BapHaHTax OCYLIECTBJIEHUS BTOPOM KOHTEMHEP BBINOJHEH C BO3MOXHOCTBIO
COEAMHEHUs B BUE €IUHOTO LEJNIOr0 C TPETbUM KOHTEHHEpOM (Hampumep, ¢ MOMOIIBI0 THOKOM
IUIACTMACCOBOH TpPyOKH). B HEKOTOpBIX BapMaHTax OCYLIECTBIEHUS BTOPOH KOHTEHHEp
BBITOJHEH C BO3MOKHOCTBIO CTEPUIIBHOTO COEMHEHUs C TPEThbUM KOHTeHHepoM. B HekoTopbIx
BapUAHTaX OCYLIECTBIEHHs HAOOp AOIMOIHHUTEILHO CONEPKUT OAMH WM Oojiee KOMIIOHEHTOB
(Harpumep, TpyOKy, rMOKYIO IJIACTMACCOBYIO TPYOKY) AJIsl COENMHEHHs] BTOPOTrO KOHTeHHepa ¢
TPETbUM KOHTEHHEPOM. B HEKOTOPBIX BapHaHTaX OCYILIECTBJICHMs IEPBbIl KOHTENHHEP MOAXOAUT
anst komOnHnpoBanusi PAS ¢ PIC. B HeKOTOpBIX BapHaHTax OCYILIECTBIIEHHs BTOPOH KOHTEHHEp
noaxoaut aisi komOunuposanusi PAS ¢ PIC. JIroGo#i onun miu Oonee U3 mepBOro, BTOPOro U
TPETbEro KOHTEHHEPOB MOXKET MOAXOAUTh Ui CMELIMBAHMS Ipernaparta TPOMOOLUTOB C
pactBopoM, coxepxkamiuM PAS u PIC. B HekoTOphIX BapuaHTax OCYIIECTBJEHHs IEPBBIil
KOHTEHHep TOAXOMUT Ul BO3ACHCTBUS CBETOM HAa Ipemnapar TPOMOOIMTOB B CMeECH C
pactBopoMm, coxepxkamum PAS u PIC, nmocratouHoro mjsi (OTOXMMHUYECKOW WHAKTHUBAIL[UU
NaTOreHHOI0 MUKPOOPTraHU3Ma, IIPU HAJUYUU. B HEKOTOPBIX BapuaHTax OCYIIECTBIIEHUS BTOPOM
KOHTEHHep TOAXOMUT Il BO3ACHCTBUS CBETOM HAa TIpemnapar TPOMOOIMTOB B CMECH C
pactBopoMm, coxepxkamum PAS u PIC, nocratounHoro misi (OTOXMMUYECKOW WHAKTUBALIUU
MaTOreHHOI0 MUKPOOPTraHWU3Ma, NPU HaJIM4uuK. B HEKOTOpBIX BapHaHTaX OCYILECTBJICHUs TPETHI
KOHTEHHEep TOAXOMUT Ul BO3ACHCTBUS CBETOM HAa Ipemnapar TPOMOOIMTOB B CMECH C
pactBopoM, coxepxkammum PAS u PIC, nmocratounoro misi (POTOXMMHUYECKOW WHAKTUBALIUU
NATOr€HHOI0 MHUKPOOpPTaHu3Ma, npu Hajamduu. JIro0oi oquH mim Oonee U3 MepBoro, BTOPOro M
TPETbEr0 KOHTEHHEPOB MOXHO MOJY4YUTh U3 MaTepuaja, Mo CYLIECTBY MOJYIPO3PAuHOrO IS
CBETa B IMANa30HE JUINH BOJH (POTOXUMHUECKON MHAKTUBALMU (HAIpUMep, OT MPUOIHU3UTEIBHO
200 uM o mpubmusurensHo 400 HM, ynpTpadroneToBblil cekTp A). B HeKOTOpBIX BapuaHTax

OCYIIECTBJICHUS] TPETHI KOHTEHHEp comep:kut ycrpoicTso aacopbuuu coenunenus (CAD). B



60

HEKOTOPBIX BAapUaHTaxX OCYLIECTBIEHUS TPETUH KOHTEHep MNOIXOAUT M XpaHEeHUs
KOMITO3ULIUH TPOMOOIIMTOB. B HEKOTOPBIX BapuaHTax OCYIIECTBJIEHUS HAOOp U MONyYEHHS
KOMITO3ULIUH TPOMOOIIUTOB AOMOJHHUTENBHO COAEPKUT MO MEHbIIel Mepe ofauH (Hanpumep, 1, 2
win 3) KOHTEeHHep JIsl XpaHEeHHUs, TIPU 3TOM IO MEHbLIeH Mepe OIUH KOHTeHHep AJIs XpaHeHHs
HNOAXOINUT Uil XPAHEHUs] KOMITO3MLMU TPOMOOIIMTOB, M NMpPH STOM IO MEHbINEHl Mepe OAWUH
KOHTEMHep Ul XPAaHEHHWs COCIMHEH C TPETbUM KOHTEeHepoM. B HEKOTOpbIX BapuaHTax
OCYILIECTBJICHUS TI0 MEHbIIEH Mepe OAUH KOHTEHHEp AJsl XpPAaHEHUs] COCUHEH B BUAE €IUHOTO
LIEJIOTO C TPETbUM KOHTEHHEPOM (HAMpUMEp, ¢ MOMOLIbIO TMOKOH MIacTMaccoBoi TpyOku). B
HEKOTOPBIX BapUaHTaX OCYLIECTBJIEHUS I10 MeHbIIelW Mepe OANH KOHTEHHep IJIsl XpaHEeHUs
SIBJISIETCSl TE€PMETUYHBIM, HO MMEET OTKPBbIBAEMBIN B TPETUI KOHTEWHEpP MPOTOUYHBINM KaHal. B
HEKOTOPBIX BapUaHTaX OCYLIECTBJIEHUS [0 MeHbled Mepe OAMH KOHTEWHep s XpaHEeHUs
CTEPIJIBHO COEIMHEH C TPETbUM KOHTeiHepoM. J{Jist coennHeHust ¢ ycTpoiicTBoM adepesa i ¢
KOHTEHHEPOM, COIEep KAaIUM TMpenapaT TPOMOOLUTOB, MOXKET MOAXOOUTH JIFOOOH ONWH WIIH
OoJee 3 MepBOro, BTOPOTrO M TPETHEro KOHTEHHEPOB.

[0126] B HEKOTOPBIX BapHaHTaX OCYIIECTBJICHHS HAOOp U MOJYYEHUS KOMIIO3HMLIUH
TPOMOOIIMTOB COAEPKUT (a) TepBbIii KOHTeliHep, coxep:kamuii 100ABOYHBIH PAacCTBOP
tpomborutoB (PAS), (b) BTOpOii KOHTEiHEp, COAep KALINi WHAKTHBHUPYIOLIEE NMAaTOr€HHbIE
mukpoopranusmel coenuaenne (PIC), u (c¢) Tperuii KOHTelHep, NOAXOMAINN Al COAEePIKAHUS
npenapata TpombouutoB B cmecu ¢ PAS u PIC, mpu 3TOM mnepBblii M BTOPOH KOHTEHHEPHI
COEJMHEHB! APYr C APYIOM, U NpPU 3TOM HU OAMH U3 NEPBOrO M BTOPOrO KOHTEHHEPOB HE
COCIMHEH C TPETbUM KOHTEHHEPOM. B HEKOTOPBIX BapHaHTaX OCYLIECTBICHUs MEPBbIN
KOHTEHep U BTOpPOM KOHTEMHEP BBINOJHEHBbl C BO3MOXKHOCTBK) HAJINYMsI F€PMETHYHOIO, HO
OTKpPBIBAEMOI'0 IIPOTOYHOIO KaHaja MeXAy HUMU. B HEKOTOpBIX BapuaHTaxX OCYILECTBICHMUS
NEepBbIN KOHTEMHEP BBINOJIHEH ¢ BO3MOKHOCTBIO COCIUHEHUS B BUE €UHOTO LIEJIOTO C TPETbUM
KOHTEeIiHepOM (HampuMep, C TOMOINBI T'MOKOW IuacTMaccoBOH TpyOkH). B HekoTopbx
BapHaHTaX OCYIIECTBJCHHs TMEpPBbIiI KOHTEWHEP BBINOJHEH C BO3MOXXHOCTBKO CTEPUIIBHOTO
COEAMHEHUs] C TPETbUM KOHTEHHEpOM. B HEKOTOphIX BapHaHTax OCYLIECTBIIEHHs HaOOp
JOTIOJIHUTEIPHO COAEPIKUT OAWH WM 0ojiee KOMIIOHEHTOB (Hampumep, TPyOKy, THOKYIO
MJIACTMACCOBYIO TPYOKy) Ui COEAMHEHUs MEePBOrO KOHTEHHepa ¢ TpPeThbUM KOHTeiHepoM. B
HEKOTOPBIX BapHaHTax OCYLIECTBJIEHUS BTOPOM KOHTEMHEP BBINOJHEH C BO3MOXHOCTBIO
COEAMHEHUs B BUE €AUHOTO LEJIOTO C TPETbUM KOHTEHHEpOM (HampuMep, ¢ IOMOLIbK THOKOH
IUIACTMACCOBOH TPyOKH). B HEKOTOpBIX BapHaHTax OCYLIECTBJICHHS BTOPOH KOHTEHHEp
BBITOJIHEH C BO3MOKHOCTBIO CTEPUIIBHOTO COEMHEHUs C TPeThbUM KOHTelHepoM. B HekoTopbIx
BAapHUAHTAX OCYLIECTBIEHHs HAOOp AOIMOJHHUTEIBHO COAEPKUT OAMH WM Oojiee KOMIIOHEHTOB
(Hanpumep, TpyOKy, THOKYIO IJIACTMACCOBYIO TPYOKY) JJIsl COENUHEHHsI BTOPOro KOHTElHepa ¢
TPETBUM KOHTEHHEPOM. B HEKOTOPBIX BapHaHTaX OCYLIECTBJICHUS NEPBbIM KOHTEHHEP MOAXOAUT
nns komOunuposanust PAS ¢ PIC. B HeKOTOpBIX BapuaHTaxX OCYLIECTBIEHHS BTOPOH KOHTEHHED
noxxomut anst komOuHupoBanusi PAS ¢ PIC. JIroOoit oqun wimu Ooniee U3 mepBOro, BTOPOro H
TPETbEro KOHTEHHEPOB MOKET MOAXOAUTH Uil CMELIMBAHMA IIpernapara TPOMOOLIUTOB C

pactBopoM, coxepxkamiuM PAS u PIC. B HekoTOpBIX BapuaHTax OCYIUECTBIEHMs IEPBBIH
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KOHTEHHEep TOAXOIUT JUIsI BO3IEHCTBUS CBETOM Ha IpermapaT TPOMOOLIMTOB B CMECH C
pactBopoM, coxepxkamum PAS u PIC, nmocratounHoro st (POTOXUMHUYECKONW HWHAKTHBALUH
NaTOr€HHOIO0 MUKPOOPTaHU3Ma, IPYU HAJIU4YUU. B HEKOTOPBIX BapuaHTax OCYIIECTBIIEHUS BTOPOU
KOHTEHHep NOAXOIUT Ui BO3AEHCTBUS CBETOM Ha IpernapaT TPOMOOLIMTOB B CMECHU C
pactBopoM, coxepxamuM PAS u PIC, nocratounHoro st (POTOXMMHUYECKONW WHAKTHBALUH
NaTOT€HHOI'O MUKPOOPTaHU3Ma, NIPYU HAJIU4UU. B HEKOTOPBIX BapHaHTaX OCYILIECTBJICHUs TPETHUIM
KOHTEHHEep MOAXOAMT JUI1 BO3JEHCTBHSI CBETOM Ha Ipemapar TPOMOOLUTOB B CMeCH C
pactBopoM, coxepxkamuMm PAS u PIC, mocratouHoro st (POTOXUMHUYECKOW HWHAKTHBAL[UH
NATOr€HHOr0 MHUKPOOpTraHu3Ma, npu Hajanuuu. JIoOoi oguH wim Ooyiee U3 MepBOro, BTOPOro M
TPETHEr0 KOHTEWHEPOB MOKHO MOJYYUTh W3 MaTepuania, Mo CyLECTBY MOJYNpPO3PayHOro AJis
CBETa B IMANa30HE JUIUH BOJH (POTOXUMHUYECKOW MHAKTUBALMH (HATIPUMED, OT MPHOIU3HTENIBHO
200 uM o mpubnusurenbHo 400 HM, yupTpaduoneToBblid ciekTp A). B HEKOTOpBIX BapHaHTax
OCYIECTBIIEHHUsI HAOOp IJIsl MOJyUYeHHUsT KOMITO3ULIMH TPOMOOLIUTOB JTOTIOJIHUTENBHO CONEPIKUT
YEeTBEPTbII KOHTEWHEpP, MPU 3TOM UETBEPTHIH KOHTEHHEpP CONEPIKUT YCTPOWCTBO ancopOumu
coennaenusi (CAD). B HEKOTOpBIX BapuaHTaX OCYIIECTBICHUS 4YETBEPTBHIH KOHTEHHEp
BBIMIOJIHEH C BO3MOXKHOCTBIO COEAUHEHUS B BUAE €JUHOIO LEJOro C TPETbUM KOHTEHHEPOM
(HarmpuMep, € TIOMOIIBIO THOKOH IacTMaccoBoi TpyOkHM). B  HEKOTOpPHIX BapuaHTax
OCYILIECTBJIEHHUS] YE€TBEPTHIN KOHTEHHEP BBINIOJHEH C BO3MOXHOCTBIO HAJIM4US OTKPbIBAEMOIO B
TPETUN KOHTEMHEp MPOTOYHOro KaHana. B HEKOTOpBIX BapuaHTaxX OCYLIECTBJIEHUS YE€TBEPTHIN
KOHTEMHep BBINOJIHEH ¢ BO3MOKHOCTBIO CTEPUIJIBHOTO COEUHEHHs C TPETbUM KOHTeiiHepoMm. B
HEKOTOPBIX BapHaHTAaX OCYIIECTBJICHHs HAOOp IOIMOJHUTENbHO COAEPKHUT OAMH WM Ooiee
KOMIIOHEHTOB (Hampumep, TpPyOKy, T'MOKYIO IJJaCTMacCOBYIO TpPYOKy) mJii COEIWHEHHs
4eTBEPTOTrO KOHTEHepa ¢ TPeTbUM KOHTEHHEPOM. B HEKOTOPBIX BapHaHTaX OCYLIECTBJICHUS
YeTBEPTHIIl KOHTEWHEep MOAXOAMT JIJsl XPAaHEHUS KOMIO3UIMHM TPOMOOLHMTOB. B HEKOTOpBIX
BapUAHTAaX OCYLIECTBIICHHsS HAOOp I MONIyYeHHsT KOMIIO3HLUH TPOMOOLIMTOB JTOMOJHUTEIBHO
COZEPIKHT MO MEHbIIeH Mepe onuH (Harmpumep, 1, 2 uin 3) KOHTeHHEep sl XPaHEHUs], IPH 5TOM
o MeHbIled Mepe OJUH KOHTEeHHep Ui XpaHEeHWs] MOAXOAMUT IJIsl XPaHEHUs KOMIO3ULMU
TPOMOOLIUTOB, U TMpPH 3TOM IO MEHbIIEH Mepe OIAMH KOHTEHHep MJis XPaHEHHsI COEIMHEH C
YeTBEPThIM KOHTEHHepOM. B HEKOTOpBIX BapHaHTax OCYLIECTBJIEHUS IO MeHbIIeH Mepe OAuH
KOHTelHep [Js1 XpaHEeHUs COEAUHEH B BUJE €JUHOTO LEJOro C YeTBEPThIM KOHTEHHEepOM
(HampuMep, ¢ TIOMOLIBEO THOKOHW IIacTMaccoBod TpyOkm). B  HEKOTOpBIX BapuaHTax
OCYILIECTBJIEHUs 110 MEHbIIIEH Mepe OANH KOHTEHHep [ XpaHEeHUs! SBJISETCS] FepMETHYHBIM, HO
MMeeT OTKPBIBAEMBbIN B YETBEPTHI KOHTEMHEP MNPOTOYHBIM KaHal. B HEKOTOpPBIX BapUaHTaX
OCYIECTBIIEHHs] HA0Op IJIsl MOJNyUYeHHUsT KOMITO3ULIMH TPOMOOLIUTOB JOTIOJIHUTENBHO CONEPIKUT
no MeHblIed mepe onuH (Hampumep, |, 2 uiam 3) KOHTEHHEp AN XpaHEHHs, NMPU 3TOM IO
MeHblIeH Mepe OJWH KOHTEeHHep sl XpaHeHUs MOAXOAMT IJisl XPAHEHUs KOMIIO3ULMU
TPOMOOILIUTOB, U TMPHU 3TOM IO MEHbIIEH Mepe OAMH KOHTEHHep A XPaHEHHsI COENMHEH C
4eTBepThIM KOHTeWHepoM. [list coemmHeHmsi ¢ ycTpoiicTBOM adepe3a WM C KOHTEHHEpOM,
COZIep KALINM TpenapaT TPOMOOLIUTOB, MOXKET MOAXOAUTh 000 onuH nim Ooree U3 nepBoro,

BTOPOI'O U TPETHErO0 KOHTEHHEPOB.
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[0127] B HEKOTOpBIX BapHaHTaX OCYIIECTBJIEHUS HAOOp ANl MOJYYEHUS KOMITO3ULUH
TPOMOOIIUTOB CONEPKUT (a) TeEepBbI KOHTeiiHep, copep:kamuii 100aBOYHBIA PacTBOP
tpomboruroB (PAS), (b) BTOpOli KOHTEiHEp, CoAep Kalluil WHAKTHBUPYIOLIEE NaTOr€HHbIE
mukpoopranusmel coenurenue (PIC), u (c) Tperuit KoHTeliHEp, MOAXOAAMUN AT COAEPIKAHUS
npenapara TpombouuToB B cMecu ¢ PAS u PIC, nmpu 3TOM HM OAMH M3 MEPBOrO M BTOPOTO
KOHTEMHEPOB HE COEUHEH C TPETbUM KOHTEHHEpPOM. B HEKOTOpBIX BapHaHTaxX OCYLIECTBJICHUS
NEepBbIi KOHTEWHEP M BTOPOM KOHTEHHEpP BBINOJIHEHBI C BO3MOXKHOCTBIO COCOUHEHHs
(HampuMep, CTEPWJIBHOTO COEAMHEHHs) JApPyr ¢ JpyroM. B HEKOTOphIX BapUaHTaxX
OCYILECTBIIEHHsSI HAOOp IOTMOJHUTENBHO COIAEPXKUT OAMH WU Oojiee KOMIIOHEHTOB (Hampumep,
TpyOKy, THOKYIO IJIACTMACCOBYIO TPYOKY) AJIsi COEAMHEHUs] MEePBOrO KOHTEHHEPa CO BTOPBIM
KOHTEHHEepOM. B HEKOTOpBIX BapuaHTax OCYIUECTBJICHMsI NEPBBbIM KOHTEWHEDP BBINOIHEH C
BO3MOKHOCTBIO COEIMHEHHsI B BUJE €AMHOTO LIEJOr0 ¢ TPEThUM KOHTEHHEpPOM (Hampumep, C
MOMOIIBI0 THOKOH IJIaCTMACCOBON TPYOKH). B HEKOTOPBIX BapHaHTaX OCYLIECTBICHUS IMEPBbIM
KOHTEMHep BBINOJIHEH C BO3MOKHOCTBIO CTEPHIJIBHOTO COEAMHEHUsI C TPETbUM KOHTelHepoM. B
HEKOTOPBIX BapHaHTAaX OCYIIECTBJIEHHs HAOOp IOIMOJHHUTENBHO COAEPKHUT OAMH WM Oolee
KOMITOHEHTOB (Hampumep, TpyoOKy, THOKYIO TIACTMACCOBYIO TPYOKY) Il COSOUHEHHUS TIEPBOTO
KOHTElHEepa C TPETbUM KOHTEHHEPOM. B HEKOTOpBIX BapHaHTaxX OCYINECTBJICHHUS BTOPOH
KOHTEIHep BBINOJHEH C BO3MOKHOCTBIO COEIMHEHUS B BHUAE €AMHOIO LEJNOro C TPETbUM
KOHTeHHepOM (HampuMmep, € MOMOINBI0 THOKOH ruracTMaccoBoii TpyOkm). B  HekoTopsIx
BAPUAHTAX OCYIIECTBJIEHUS BTOPONH KOHTEHHEP BBIIOJIHEH C BO3MOXKHOCTBEO CTE€PHJIBHOIO
COEAMHEHUs] C TPETbUM KOHTEHHEepOM. B HEKOTOphIX BapHaHTax OCYLIECTBIEHHs HaOOp
JOTIONIHUTENBHO COAEPKUT OAMH WM Oojee KOMIIOHEHTOB (Hampumep, TPyOKy, THOKyIO
IUTACTMACCOBYIO TPYOKY) AJIsI COEOUHEHUs] BTOPOrO KOHTEHHepa ¢ TPeTbUM KOHTelHepom. B
HEKOTOPBbIX BapUAHTaX OCYIIECTBJICHUs MEPBbIl KOHTEWHHep MOAXOAUT MJIi KOMOMHHUPOBAHUS
PAS ¢ PIC. B HekoTOpbIX BapuaHTax OCYIIECTBJIEHUs] BTOPOM KOHTEHHep NOAXOAUT MJIs
komOuHupoBanusi PAS ¢ PIC. JlrwoOoit omun uiau Oojiee W3 TMEPBOro, BTOPOrO U TPETHETO
KOHTEHHEPOB MOJKET TOAXOAWUThH Il CMELIMBAHUS Tpernapara TPOMOOLMTOB C pPacTBOPOM,
cogepxxamuiM PAS u PIC. B HekoTOpbIX BapuaHTax OCYILIECTBJIEHUs IEPBBbIM KOHTEWHEp
NOJAXOAUT JUIsi BO3MCHCTBHSI CBETOM HAa Mpernapar TPOMOOLMTOB B CMECH C PacTBOPOM,
cogepxkamM PAS u PIC, mocratouHoro anst (OTOXUMHUYECKOW WHAKTHBALUHU IATOT€HHOTO
MHUKPOOPraHu3Ma, NpU HaJU4uU. B HEKOTOpBhIX BapHaHTax OCYILIECTBIEHHs] BTOPOHW KOHTENHep
NOIAXOAUT JUIl BO3MCHCTBHSI CBETOM HAa Mpernapar TPOMOOLUTOB B CMECH C PacTBOPOM,
cogepxamM PAS u PIC, mocratouHoro anst (pOTOXMMHYECKOW WHAKTHBALMU MAaTOT€HHOTO
MHUKPOOPraHu3Ma, NpU Halu4uu. B HEKOTOpPBIX BapuaHTax OCYLIECTBJIEHUS TPETUN KOHTEHHep
NOAXOAUT JUIl BO3JIEHCTBHSI CBETOM HAa Mpernapar TPOMOOLUTOB B CMECH C PacTBOPOM,
cogepxamuM PAS u PIC, mocratouHoro anst (OTOXMMHYECKONW WHAKTHUBALMHM TMATOTEHHOTO
MHUKpOOpTaHu3Ma, npu Hanuuuu. JIroOoil oamH niam Oonee M3 MEPBOTO, BTOPOrO U TPETHETO
KOHTEHHEpOB MOKHO MOJY4YUTh M3 MaTepuaja, MO CyIIEeCTBY MOJYNPO3PAvHOro IJisl CBETA B
AUarnasoHe JJIMH BOJH (POTOXMMHYECKONH MHAKTUBALMHU (Hampumep, oT npudnusurtensHo 200 HM

no npudnusurensbHo 400 HM, YDA cnekTp). B HEKOTOPBIX BapHaHTax OCYLIECTBIIEHHs TPETUI
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KOHTEHHep comep kT ycTponcTBo aacopOunn coenuHenns (CAD). B HekoTOphIX BapuaHTax
OCYIIECTBIICHHs] TPETHUI KOHTEHHEp MOAXOMUT Ui XPaHEHUs KOMIO3MLMU Tpombonutos. B
HEKOTOPBIX BApUAHTaX OCYINECTBJICHUS HAOOp AN TOJYYEeHUS KOMIIO3ULMH TPOMOOIMTOB
TOTIOJIHUTENIBHO COZAEPKUT 1O MEHblIed Mmepe oauH (Hampumep, 1, 2 unm 3) KOHTeHHep A
XpaHEHUs, MPU 3TOM IO MEHbIIEH Mepe OAUH KOHTEeWHep ANl XPAaHEHUs MNOIXOAUT JJIs
XPaHEHUs] KOMIO3UIMHM TPOMOOLIMTOB, U MPH TOM IO MEHbLIEH Mepe OAWH KOHTEeWHep s
XPaHEHUs1 COEAMHEH C TPETbUM KOHTEHHEpPOM. B HEKOTOPBIX BapHaHTaX OCYIIECTBIEHHS IO
MeHbIIIeH Mepe OAMH KOHTEHHep IJi XpaHEHUsI COEANHEH B BHJIE €JUHOrO IIeJIOr0 C TPETbUM
KOHTeHHepoM (HampuMmep, ¢ MOMOIIbI0 THOKOH mIacTMaccoBol TpyOku). B HekoTopbIx
BapHaHTaX OCYIIECTBJIEHHS IO MEHbIIell Mepe OAMH KOHTEHHep ISl XpaHEeHHs SIBJSIeTCS
TFe€pPMETUYHBIM, HO UMEET OTKPBIBAEMBIN B TPETUI KOHTEIHEP MPOTOYHBIN KaHaI. B HEKOTOpBIX
BapHaHTaX OCYIIECTBJIEHHUS [0 MeHbllel Mepe OAMH KOHTeWHEep AN XPaHEHUS CTEPHUJIbHO
COEAMHEH C TPEeTbUM KOHTeWHepoM. [l coenumHeHHWs C YCTpOWCTBOM adepesa WM C
KOHTEHHEpOM, COIEep KAaIuM Mpenapar TPOMOOLUTOB, MOXKET MOAXOOUTH JIFOOOH OOWH WIIH
OoJee 13 MepBOro, BTOPOTrO M TPETHEro KOHTEHHEPOB.

[0128] B HekOTOpBIX BapHaHTax OCYIIECTBJICHUS JTHOOOro m3 HabOpOB, ONMHMCAHHBIX B
naHHoM paokymeHnte, pactBop PAS u PIC umeer oOwvem mexkny npubnusurenpHo 10 mi u
npubnusuTensHo 1000 M. B HekoTOphIX BapuaHTax ocymectsieHus pactsop PAS u PIC nmeer
o0peM Mexny nmpubmmusurensHo 200 mi U npubausuTenbHo 900 M, MEXAY MPHOIU3UTENBHO
300 M u npubnmsurensro 800 M, Mexny npudansurensHo 400 Mt u npuomm3uTeasHo 700 M
win Mexnay npudmmsurenbHo 500 ma u nmpubnusurtensHo 600 mui. B HEKOTOpBIX BapHaHTax
ocymectsieHus: pactBop PAS u PIC umeer o6vem npubmusurensao 100 mui, nmpuOIM3UTENTbHO
200 wmn, mpubnusurenbHo 300 wmy, npubmusurenbHo 400 mui, npubmusurenabho 500 wu,
npubmusutensHo 600 M1, mpubausurensHo 700 mu, npudnusurensro 800 mul, TpUOIU3UTENTEHO
900 M wim npudnusutensHo 1000 M. B HekoTOphIX BapuaHTax ocymiecTBieHus pactBop PAS
u PIC umeer o0bem MeHbIne yem npudusutenbo 1000 mu, MeHblie yeM npudausutenbHo 800
MJI, MeHbIIe YeM npudmm3uTebHo 600 My, MeHbIne yeM npudau3uTebHo S00 M1, MEHbIIE YeM
npubnusuTensHo 400 M1, MeHbIIe YeM npudan3uTeabHo 300 M1, MeHbIe YeM MPHOIU3HTEIbHO
200 mu1, MeHble yeMm mpuOnmsuTensHo 100 Mt wim MeHbine YeMm npubmusutensHo S0 M. B
HEKOTOpBIX BapuaHTax ocymecteieHuss pactBop PAS u PIC umeer oOwvem Oosbine dem
npubnusuTensHo 800 Mit, Oonbine yem npudausureabHo 600 mii, GoJblIe YeM MPHOIU3HTEIBHO
500 mu1, 6onbine yeM npubnmsutensHo 400 My, 6osbine yem mpudausutensHo 300 mi, Oonblie
yeM mnpuOmmsurensHo 200 mn, Oonbime wem mnpuOmmsurensHo 100 mu, OGonbie uem
npubnusuTensHO SO Mut vtk Oostbie yeM npudau3uTensHo 10 Mt

[0129] B HekOTOpBIX BapHaHTaxX OCYIIECTBJIECHHUS JFOOOro M3 HaOOPOB, ONMCAHHBIX B
naHHOM nokyMeHTte, KoHneHTpauus PIC B pactope PAS u PIC cocrasnsier ot npubnausurenasHo
25 mxM no mpubmmsutensHo 1200 MM, ot npubmusutensHo 50 MkM 1o npubmmsurtensHo 1000
MKM, ot npubnusutensHo 50 MKkM no npubnuzutensHo 750 MKkM, ot npubausurensro S0 MkM
no npubmmsurensHo 500 MkM, ot mpubnusutensHo 75 MKM o mpubnusutensHo 500 MkM, oT

npubnusutensHo 100 MkM no nmpubmusurensHo 400 MM, ot npubnusurensHo 150 MxM 1o
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npubnusutensHo 350 MkM, ot npubamsurenasHo 200 MkM o npubnusutensHo 300 MKM wmiu oT
npubnusutensHo 225 MkM  go npubnusurenbHo 250 MKM. B HEKOTOpPBIX BapuaHTax
ocymecteineHust koHueHtpanus PIC cocrasnser npubnusurensHo 25 MkM, npubnusutensHo 50
MKM, npubnusurenpHo 75 MkM, npubmusurensHo 100 MxM, npubmusurensHo 125 MM,
npubmmsutensHo 150 mMxM, npubmmsurensHo 175 MM, npubnmsurensHo 200 MM,
npubmmzutensHo 250 MM  mpubGnusurensho 275 MkM, npubnusurensHo 300 MM,
npubnusutensHo 325 MM, npubnusurensHo 350 MkM, npubmmsurensHo 375 MM,
npubnusutenbHo 500 MM,

npubnusutensHo 400 MM, mnpubnusurenpbHo 450 MM

2 2

npubnusutensHo 550 MM, mnpubnmusutensHo 600 MM, npubmmsurensHo 650 MKM,

2 2

npubnusutensHo 700 MxM, mnpubmusurensHo 750 MkM, npubmmsurensHo 800 MM,

2 2

npubnusutensHo 850 MkM, mnpubmmsurensHo 900 MkM, npubmmsurensro 1000 MM,

2

npubnusutensHo 1100 MxM, npubnusutensHo 1200 mMxkM, npubmusutensHo 1300 MM,

>
npubnusutensHo 1400 MM win npubmusutensHo 1500 MxkM. B HekoTOphIX BapHaHTax
ocymectBneHus: kouueHtpauuss PIC cocraBmsier ot mpubmusurensHo 225 MM 1o
npubnusuTensHo 235 MKM. B HEKOTOpBIX BapuaHTax OCYyIIeCTBJIeHUs KoHueHtpaums PIC
COCTaBJISIET MPUONUZUTENHHO 225 MKM, mpuOanm3uTeNbHO 226 MKM, npudau3utenbHo 227 MKM,
npubmmsuTensHo 228 MM, mnpubnmusurensHo 229 wmkM, npubmusurensHo 230 MKM,
npuoOmmsutensio 231 MxM, npubnmusurensHo 232 MkM, npubmusurensHo 233 MKM,
npubnusnuTensHo 234 MKM wmiu npuOaM3uTeNbHO 235 MKM.

[0130] B HekOTOpBIX BapHaHTaX OCYIIECTBJIEHHUS JIFOOOTO M3 HAOOPOB, OMHUCAHHBIX B
nanHoM pokymeHte, PIC mnpencraBnser coOoif mncopaneH. B HekoTOpbIX BapuaHTax
OCYILIECTBIIEHHsI JIFOOOro u3 HabOpOB, ONMUCaHHBIX B AaHHOM nokymeHte, PIC mpencrasisier
coboit amoTocaneH. B HEKOTOpBIX BapuaHTaxX OCYINECTBIECHUS JIOOOro U3 HaOOPOB, ONMHCAHHBIX
B aHHOM n0KyMeHTe, PIC BBIOMpArOT U3 rpymiibl, COCTOSIIEH U3 N30aJIJIOKCa3HHA, aJUIOKCA3UHA,
¢ranommanuna, ¢peHornasuHa, noppupnHa, MeporuaHnHa 540 M mMXx coseil unM CBOOOIHBIX
OCHOBaHMIL.

[0131] HeorpanuuuBaromme npuMepbl HAOOPOB JJII  TMOJYYEHHS] KOMITO3ULIUH
TPOMOOIIMTOB COTJIACHO CIOCcO0aM, PacKpBIThIM B TAHHOM IOKyMeHTe, noka3aHbl Ha pur. 1A-1E
u 2A-2E.

[0132] WmumroctpatusHbii Hadop 100, mokasansbiii Ha ¢ur. 1A, cogepxut: (a) MepBbIi
KoHTeliHep 105, comeprkamuii pactBop, comepskamuii JA00aBOYHBIA PacTBOpP TPOMOOIIMTOB
(PAS) u unakTuBHpyOIEee naroreHHble Mukpoopranusmel coenuHenune (PIC), u (b) Bropoii
koHreliHep 110 (HanpuMmep, KOHTEHHep AN TPOMOOLMTOB), MPU 3TOM NepBbIid KoHTelHep 105
He coefnHeH co BTopbeIM KoHTeiHepoMm 110. Ilynxrtupssie nunum 115, 120 nokaseiBaroT, 4TO
npenapaT TPOMOOLIMTOB MOJKHO NOOaBUTH B MEpBbI KoHTeWHep 105, comepskamuii pacTBop,
conepskamuii PAS u PIC, win npenapat TpoMOOIIMTOB MOXKHO T0OaBUTH BO BTOPOH KOHTEHHED
110. Ilepserit konTeliHep 105, mokaszanHeli Ha ¢ur. 1A, NOAXONUT I CMEIIUBAHUS Mpernapara
TpoMOonuTOoB ¢ pactBopoM, coxep:xkamuM PAS u PIC, u HeoOs3aTenbHO TOIXOAUT st
BO3/CHUCTBUSI CBETOM Ha IpernapaTr TPOMOOLIMTOB B CMECH C pacTBOpoM, coxepxamum PAS u

PIC, nocrarouHoro ansi (OTOXMMHYECKOM MHAKTHUBALMM NMATOT€HHOTO MUKPOOPTaHMU3MA, MpHU
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Hanuuuu. Bropoit korteitHep 110, m3oOpaxxensbiii Ha ¢ur. 1A, NOAXOOUT IJISI CMELIMBAHUS
npernapara TpoMOOIUTOB C pacTBopoM, conepxkamum PAS u PIC, u nogxomut anst comep ranust
npernapara TpoMOOILIUTOB B cMecH ¢ pacTBopoMm, conepskammm PAS u PIC. Kpowme Toro, BTOpoii
koHTeitHep 110 momxomut ans omHOro WM Oojiee W3 BO3AEHCTBUS CBETOM Ha Ipernapar
TPOMOOLIIMTOB B CMecH ¢ pacTBopoM, conepxkauum PAS u PIC, nocrarounoro nms
(OTOXMMUYECKOH HHAKTHUBALUHM IMAaTOr€HHOIO MHUKPOOPTaHW3Ma, NPU HAJIWYHMH, COAEPKaHUS
ycrpoiictBa ancopbuun coenuHenuss (CAD); m XpaHeHHs KOMIIO3MLMH TpomOoimTos. B
HEKOTOPBIX BapUAHTAX OCYIIECTBJICHUS WLIKOCTPATHBHBIN HAOOp, moka3aHHbIi Ha ¢ur. 1A, He
conepxut CAD.

[0133] Ha ¢ur. 1B nokazana anbTepHAaTUBHAsI KOH(Urypausi s HLTFOCTPATHBHOTO
Habopa 101 cornmacHO pacKkpbITHIO. JTa KOH(pUrypamuss HeoOs3aTeNIbHO JOMOJHUTENBHO
BKJIFOUAET B ceOsl TpeTuid KoHTeitHep 125, coennHeHHbIH (HanpuMep, MOCPENCTBOM CTEPUIIBHON
TpyOku 135) co BropeiM koHTeliHepoMm 110, mpu sTOoM Tperuil koHteliHep 125 comepikut
ycrpotictBo 130 ancopbumu coenunenns (CAD). Kak nokasano Ha ¢ur. 1B, BTOpoii KOHTeHHEp
110 moxxomguTt ayisi BO3NEWCTBUS CBETOM Ha Tperapar TPOMOOLIMTOB B CMECH C PacTBOPOM,
cogepxamM PAS u PIC, mocratouHoro anst (pOTOXMMHYECKONW WHAKTHUBALMHM TATOTEHHOTO
MHUKpOOpTaHu3Ma, rpu Hanuduu. Kpome Toro, Tpernii koHteliHep 125 Heobs3aTenbHO MOAXOIUT
IUTSL XpPaHEHUS] KOMITO3ULIH TPOMOOILIUTOB.

[0134] Ha ¢ur. 1C nokasana eme OIHA AaJbTEPHATHBHAs KOHQPUIYpamus IS
wutrocTpatuBHoro Habopa 102 cornacHO packpbiTuio. JTa KOH(UTrypamuss HeoOs3aTeNbHO
JOTIONIHUTENBHO BKJIIOYaeT B ceOsi udeTBepThlii KoHTelHep 140, KOTOPBIM MOAXOAWT MJs
XPaHEHMUs] KOMITO3UIMM TPOMOOLIMTOB, NPU OSTOM TpeTuil KoHTelHep 125, comepskamuit
ycrpoiictBo 130 amcopbumm coenunenusi (CAD), coeauHeH (Hampumep, IOCPEICTBOM
crepusibHOM TpyOku 145) ¢ yeTBepTHIM KOHTeliHEpOM 140).

[0135] Eme omHa anbrepHaTHBHAsE KOH(GUrypauus A WLTIOCTpaTHBHOro Hadbopa 103
COTJIACHO pacKphITHIO MokazaHa ¢ur. 1D. Dra koHdpurypanust HeoOs13aTebHO AOMOIHUTEIBHO
BKJIIOYAET O MeHblIeW Mepe oauH koHteiHep 140, 150, 155 nnsa xpaHeHus, mpu 3TOM IO
MeHblIe Mepe onuH koHTeiHep 140, 150, 155 nna xpaHeHus NOAXOAUT sl XPAaHEHUs
KOMITO3UIIUH TPOMOOLIUTOB, W TIPU 3TOM IO MeHbIIEH Mepe onuH KoHTewHep 140, 150, 155 nna
XPaHEHWsI COeNuHEeH (HampuMep, MOCPENCTBOM CTepwibHOW TpyOku 146) ¢ TpeThuMm
KOHTelHepoM 125, coxeprxauum ycrpoictso 130 ancopbrmm coennnrenust (CAD).

[0136] Eme omHa anmpTepHaTHBHAS KOH(pUTypalus Ui WLTOCTpaTuBHOrO Habopa 104
coryacHO packpeiTuio mokasana ¢ur. 1E. Kak nokazano Ha ¢ur. 1E, nepsreiii konteiinep 105
MOJXOMUT AJISl CMEIIMBAHMS Tpernapara TpOMOOLUTOB ¢ pacTBOpoM, coneprxkamum PAS u PIC, a
KpOMe TOro JJisi BO3IEHCTBUS CBETOM Ha TMpenapar TPOMOOLHMTOB B CMECH C PacTBOPOM,
cogepxamuM PAS u PIC, mocratouHoro anst (OTOXMMHYECKONW WHAKTHUBALMHM TMATOTEHHOTO
MHUKpPOOpraHu3Ma, IpU Halu4duk, a BTopoi koHTeliHep 110 coxepxxut ycrpoiictso 130
ancopbuuu coenuuenusi (CAD). Dra koHpUTrypalusi TONOJHUTEBHO BKJIIOYAET B CeOsl TPETHid
KoHTeliHep 125, coenuueHHbIN (HanpuMmep, MOCPEACTBOM CTepHiIbHOI TpyOkHu 135) co BTOphIM

koHTeitHepoMm 110, mpu sTom Tpetuii kKoHTeitHep 125 HeoOsA3aTeNbHO MOAXOAUT ISl XPAHCHHS
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KOMITO3UILIH TPOMOOLIMTOB.

[0137] UmmoctpatusHbie HaOoper 200, 201, nokasanneie Ha ¢ur. 2A, conmepxar: (a)
nepBbiidi KoHTeWHep 215, 225, comepxxamuii mobaBouHblil pacTtBop TpomboruTo (PAS); (b)
BTOpOil koHTeliHep 205, 235, copepskamuili MHAKTUBHUPYIOLEE NMATOr€HHbIE MHUKPOOPTaHU3MBI
coenunenne (PIC); u (c) Tpermit koureitHep 220, 240 (Hampumep, KOHTEHHEp IUIA
TPOMOOLIUTOB), MOIXOMSAIIUHN Ui Cofep KaHus npenapara Tpomooruros B cMecu ¢ PAS u PIC,
IIPY 5TOM TEPBBII M BTOPOH KOHTEHHEPBI COETUHEHBI APYT C APYrOM (HAIIpHMep, TePMETUYHBIM,
HO OTKPBIBAEMbIM MPOTOYHBIM KaHajoMm 210, 230), u npu 3TOM HU OIHMH U3 MEPBOTO U BTOPOTO
KOHTEHEepOB He COeANHEH C TpeTbUM KoHTelHepoM. IlynkrupHbie nunuum 250, 251, 252, 253,
254, 255 noka3bIBalOT, YTO MpernapaTr TPOMOOIMTOB MOXKHO JOOAaBUTh B TEPBBbIH KOHTEWHEp,
cogepxaummii  PAS, mnpemapar TpoMOOLMTOB MOXKHO MA00aBUTH BO BTOPOH KOHTEWHEp,
conepskamuii PIC, wiu mpemapat TpoMOOIIMTOB MOXKHO JOOABUTB B TpeTHil KOHTeWHep. [TepBbiii
KOHTeHHep, Toka3aHHbli Ha ¢ur. 2A (neBas crtopoHa ctpanuubl 200), mogxomuT ans
koMOunnpoBanusi PAS ¢ PIC, u 1omonHUTENbHOTO MPUMEIINBAHUS MpernapaTa TPOMOOIUTOB.
ANBTEpHATUBHO, BTOPOH KOHTEHHEpP, NOKa3aHHbIA Ha Gur. 2A (mpaBas ctopoHa crpanuubl 201),
noaxonut s komOmaupoBanust PAS ¢ PIC, u mOnogHUTENbHOrO NMpUMEINUBAHKS Mpernapara
TPOMOOILITOB, 1 HEOOS3aTENBbHO MOAXOANUT UL BO3AEHCTBUS CBETOM Ha Mpernapar TpOMOOIIUTOB
B cMmecu ¢ pactBopom, comepxkamuMm PAS u PIC, nocrarounoro mnst doroxmmudeckoi
MHAKTUBALMM TATOTEHHOTO MMKpOOpraHusMa, npu Hanmuduu. Kpome Toro, B Kaxmaoiu
koHpurypaunu 200 nmm 201 tperuii konteinep 220, 240 mogxoauT ISt OOHOTO MM OoJiee U3:
BO3CHUCTBUSI CBETOM Ha Ipernapar TPOMOOLMTOB B CMECH C PacTBOpOM, coxepskamum PAS u
PIC, nocrarouHoro ans (OTOXMMHYECKOM MHAKTUBALMM NMATOT€HHOTO MUKPOOPTaHMU3MA, MPHU
HAJIMYUK, conep kaHusi ycTpoiicTBa ancopbunu coenunenus (CAD); u XpaHeHHs KOMIIO3ULIMU
TpoMOOLIMTOB. B  HEKOTOpBIX BapHAaHTaX OCYLIECTBJICHUS HJUIOCTPATHBHBIE HAOOPHI,
nokaszaHHble Ha ¢ur. 2A, He conepxkat CAD.

[0138] AnbrepHatuBHas koH(purypauus 202 11 WUTIOCTPATHBHOrO Habopa COTJIACHO
packpeiTuio okazana ¢ur. 2B. Dta koHpuryparms HeoOs3aTeNbHO TOMOJIHUTENBHO BKIIFOYAET B
ceOs1 4eTBepThIi KOHTeHHep 265, coenuHeHHbIH (HanmpuMep, MOCPEACTBOM CTEPUIIBHON TPyOKH
270) ¢ TperpuM KOHTeHHepoM 220, ipu 3TOM YeTBEPThIil KOHTEHHEp 265 comep:KUT yCTpOHCTBO
265 anpcopbumu coenunenus (CAD). Kak nokasano nHa ¢ur. 2B, Tperuii kouHrteiinep 220
NOAXOIUT JUIi BO3MCHCTBHSI CBETOM Ha TMpernapar TPOMOOLIUTOB B CMECH C PacTBOPOM,
cogepxamuM PAS u PIC, mocratouHoro anst (pOTOXMMHYECKOW WHAKTHUBALMHM TATOTEHHOTO
MHUKpOOpranu3Ma, npu Hamuuud. Kpome Toro, uerBepToiii koHTeiiHep 260 HeobOs3arenpHO
MOJXONUT JUTS XPAaHEHHUS KOMITO3ULIUH TPOMOOLIUTOB.

[0139] Eme onna anprepHatuBHas KoH(urypaums 203 ans wumocTpatuBHOro Hadopa
COTJIACHO PacKpBITHIO Moka3aHa ¢ur. 2C. Jta koHpUrypanust HeoOs3aTeNbHO AOMOIHUTEIBHO
BKJIFOUAeT B ceOsl MAThI KOHTeWHep 275, KOTOPBIH MOAXOAMT AJIl XPAHEHUs KOMIIO3MLIUU
TPOMOOILITOB, IPU 3TOM YETBEPTHINA KOHTeliHep 260, conepxkamuii ycTpoiicTBo 265 agcopOumm
coenunenusi (CAD), coenunHen (Hampumep, MOCPEencTBOM crepribHON TpyOku 280) ¢ maTbiM

KOHTelHepoMm 275.
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[0140] Eme onna anprepHatuBHas KoH(purypauus 204 ans MIUTIOCTPaTUBHOIO Habopa
COTJIACHO PAaCKPBITHIO Moka3aHa ¢ur. 2D. Jta koHpurypanuss HeoOs13aTeNbHO AOMOIHUTEIBHO
BKJIFOYAET IO MEHbIIEH Mepe OAuH KOHTeuHep 275, 285, 290 nns xpaHeHus, Npu 3TOM IO
MEHbILIEH Mepe OIMH KOHTeuHep 275, 285, 290 nya XpaHEHUs MOAXOAMT Uil XPaHEHWUs
KOMITO3ULIUH TPOMOOLIUTOB, W TIPH STOM IO MEHbIIEH Mepe oauH KoHTeitHep 275, 285, 290 st
XpaHEHHsI COEAMHEH (HampuMmep, TMOCPEACTBOM CTepuiibHOM TpyOku 281) ¢ dYeTBepThIM
KOHTelHepoM 260, comep kaium ycTporcTBo 265 aacopbumu coenunenus (CAD).

[0141] Ewme omHa anmpTepHaTHBHAS KOH(purypauus 206 mis WILIFOCTPATUBHOTO Habopa
coryacHO packpeiTuio mnokasana ¢ur. 2E. Kak nokazano Ha ¢ur. 2E, nepseiii konteiinep 205
noaxoaut Uit komOunupoBanuss PAS ¢ PIC u gomonHUTENsHOrO MPUMELIMBAHUS TpernapaTa
TpomOonmToB. Tperuii koHTeiiHep 220 coOmep:KUT yCTPOMCTBO 205 aacopOUMU COENUHEHUs
(CAD). Dta koHbuUrypamusi JOMOJIHUTENBHO BKJIOYaeT B cebs 4eTBepThI KOHTeiiHep 260,
COEAMHEHHBIN (HarpuMep, OCPEACTBOM CTEpHIbHON TpyOKH 270) ¢ TpeThHM KOHTelHepoM 220,
IPU 3TOM YeTBEPThbIi KOHTelHep 260 HeoOs3aTeNnbHO MOAXOMUT JJIST XPAHEHUS KOMIIO3MLWHU
TPOMOOILIMTOB.

[0142] Kak packpbITO B JaHHOM JOKYMEHTE, Mpenapar TPOMOOLUTOB MOXKHO IOJYYHUTb
metonoM adepesa. Kak nmokazano Ha ¢ur. 3, ycTpoHCTBO adepe3a MOKHO COSOUHHUTH C JIFOOBIM
HaOOpOM, PacKpbBITHIM B JAHHOM JOKYMEHTE B KaueCTBe MCTOYHMKA Ipernapara TPOMOOIMTOB
(Harpumep, TPOMOOLMTOB, B3STHIX y JIOHOpa C IOMOLIBIO YCTpoOicTBa adepesa), MmpuyeM
n300pakeH HEOrPaHMYHMBAIOLIUI TpUMEp MecTa IJIsl COeAMHEHHs B YCTpoiicTBe adepesa.
Habopsl, packpbITble B JaHHOM IOKYMEHTE, MOXHO HCIOJNb30BaThb C JIIOOBIM YCTPOHCTBOM
ajepesa, BKIOuUas ycrpoiictBa, packpbiTele B mareHte CIIIA Ne 5868696. Hampumep, kax
nokazaHo Ha ¢ur. 1A-1E, ycrpolicTBo adepe3a MOKHO COENUHUTH C. MEPBBIM KOHTEHHEPOM,
copepxamuM pactBop, copepkauuii PAS u PIC; w/unu BrOphIM KOHTelHepoM. B npyrux
WUTIOCTPATHBHBIX BapUAHTaX OCYIIECTBIIEHMS, KOTOpbIE Moka3aHbl Ha ¢ur. 2A-2E, ycrpoiicTBo
apepe3a MOKHO COETMHUTDL C OJHUM MM OOJjiee U3 TIEPBOro KOHTeWHepa, comepskamiero PAS;
BTOpPOTro KOHTelHepa, coaepskatero PIC; u Tperbero koHrelinepa.

Komnosunuu

[0143] B HexOTOpBIX acrekTax B PacCKpbITUU MPEACTABIEHbl KOMIIO3ULIUH, COIepIKalie
nobaBouHbIi pacTBOp TpoMOOoLUTOB (PAS) 1 MHAKTHBHPYIOIIEE MATOr€HHbIE MUKPOOPTAHH3MBI
coenunenue (PIC), mpu 3ToM KOMIO3UIHS HE CONEPIKUT TPOMOOIIUTOB.

[0144] B HekoTOpBIX BapHaHTax OCYyILeCTBIEHMs komno3uuuu, coaepskameit PAS u PIC,
NpU 5TOM KOMIIO3ULUSI HE COnmepkuT TpombormtoB, PAS comepxut omHo wnu Oonee u3
XJIOpHJIa, alleTaTta, IUTpaTa, Kajaus, Maraus, gocdara, riIroKoHaTa, TIIOKO3bI U OUKapOOHaTa.

[0145] B HekoTOpBIX BapuaHTax OCYyILIeCTBIEHMs koMno3uuuy, coaepskameit PAS u PIC,
IPU 5TOM KOMITO3UIMS HE copepkur TpombOouutoB, PIC mpencrasnser coboit mcopanen. B
HEKOTOPBIX BapUAHTAX OCYINECTBJIeHUs Kkommosunuu, coxepxameit PAS u PIC, mpu stom
KOMIO3HUIHs He conep:kutT Tpomboruros, PIC npencrasnsier coboli amorocaneH. B HEKOTOPBIX
BapHaHTaX OCYILECTBIEHUs Komno3uuuy, copepxaiieit PAS u PIC, npu 3ToM kOMNo3uLus He

comepxkut TpombOouutoB, PIC BbIOMparOT W3 TpPyNmbl, COCTOSIIEH W3 HW30aJUIOKCA3HHA,
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anjokcasuHa, (ranonuaHuHa, ¢peHoTHasnHa, nopdupuHa, MeporuannHa 540 U UX coned WiH
CBOOOJHBIX OCHOBAHHH.

[0146] B HekoTOpBIX BapuaHTax OCYyILIECTBICHMs KoMno3uuy, conepxaineit PAS u PIC,
IPU 3TOM KOMITO3MLMS HE CONEP>KUT TPOMOOLUTOB, pactBop, coaepxamuii PAS u PIC, umeer
obbeM Mexxay npubnusurensro 100 mu u npubmmsurtensro 1000 M. B HekoTophIX BapuaHTax
oCy1IeCTBIIeHHsI pacTBop, comepxaiiuii PAS u PIC, umeer o0bem mMexay npudnusutensHo 200
i1 ¥ ipubnusutensHo 900 mu, mexxay npudamsutenbHo 300 mu u mpubnusutensHo 800 mu,
Mexny npubnuzureapbHo 400 vt u npubnu3uTenbHo 700 M1 UM MeskAy NpuOIu3uTebHO S00
M1 1 ipubu3uTenbHo 600 Ml B HEKOTOPBIX BapHaHTaX OCYINECTBJIEHUS] PACTBOP, COMEp KU
PAS u PIC, umeer oobem npubnusutenbao 100 mut, mpubnmsurensro 200 M1, npuOIH3UTEIBHO
300 mu, npubmmsurenvHo 400 myn, npubmusurensHo 500 My, npubmusurensHo 600 ML,
npubnusutensHo 700 wmn, npubmmsurensHo 800 wmi, npubmmsurensHo 900 M wiH
npubnusutenbHo 1000 M. B HEKOTOpBIX BapuaHTaX OCYILIECTBICHHS PACTBOP, COAEPIKALIUIA
PAS u PIC, wumeer oOwvem wmeHbme uem mnpubmmsurensHo 1000 M, MeHbIne uem
npubnusuTensHo 800 M1, MeHbIIe YeM npudan3uTeapbHo 600 M, MEHbIE YeM MPHOIU3HTEIBHO
500 mu, menbine yem mpuOmmsuTenbHo 400 mu, MeHbIne yeM mpudausuTenbHo 300 mMut wiH
MeHbIe 4eMm npudmmsurensHo 200 Myl B HEKOTOPBIX BapWaHTaX OCYLIECTBJICHUS PacTBOP,
conepxamuiit PAS u PIC, umeer o6bpem Oonbiie yem npubnusutensHo 800 mu, Oombine dem
npubnusutensHo 700 M1, Oonbine yem npubausurenbHo 600 mut, Oosbine YeM NMpUOIH3UTENBHO
500 mu1, 6onbie yem npudmmsurensHo 400 My, 6osbine yeM npudmusutenbHo 300 M, Oosbiie
yeMm npubnusutensHo 200 M wim Oonbiue uvem mnpuOmmsurensHo 100 mu. B HexoTophix
BapHaHTaX OCYyIIeCTBIeHUsI pacTBop, comepxammii PAS u PIC, umeer o0vem wmexny
npubmusutensHo 1000 M u npubnusnrensro S000 M.

[0147] B HeKOTOpBIX BapHaHTaxX OCYILECTBIEHUs KoMno3uimy, coaep:xaiieit PAS u PIC,
IpU 5TOM KOMIIO3MLIMSI HE COAEPXKUT TpoMmOouuroB, koHueHtpauusi PIC B pacTtBOpe,
conepskameMm PAS u PIC, cocraBnser ot npubnusurenbHo 25 MkM no npubnusurensHo 1200
MKM, ot nmpubmmsurensHo 50 MkM no nmpubmmsurensuo 1000 MxM, ot npubnmsurensao S0
MKM no mpubnusutensHo 750 MM, ot mpubmusutenbHo 50 MKM po mpubmusutensHo S00
MKM, ot mpubnmsurensHo 75 MKM no mpubmmsurensro 500 MxM, ot mpubnusurensHo 100
MKM 1o npubnusurensHo 400 MkM, ot mpubnusurtensHo 150 MkM no npubnmsurensao 350
MKM, ot npubmusurtensHo 200 MkM o npubnusurensHo 300 MKM uiv OT MpHOIU3UTENBHO 225
MKM 1o npubnusutensHo 250 MKM. B HEKOTOPBIX BapHaHTaX OCYINECTBIICHUS KOHLIEHTPALIHS
PIC B pacteope, comepxkamem PAS wu PIC, cocraBnser npubmusutrensHo 25 wMkM,
npubnusutensHo 50 MkM, npuOmmsurensHo 75 MkM, mnpubmmsurensHo 100 MM

2

npubnusutensHo 125 MM, mnpubnusurensHo 150 MxkM, npubmmsurensHo 175 MM,

npubnusutensHo 200 MxkM, mnpubmmsurensro 250 MxkM  nmpubnusurensHo 275 MM,

npubnusutensHo 300 MM, mnpubnusurensHo 325 MkM, mnpubmmsurensHo 350 MM,

npubnusutensHo 375 MM, mnpubnusurenpHo 400 MxkM, npubmmsurensHo 450 MM,

npubnusutensHo 500 MM, mnpubnusurenbHo 550 MkM, mnpubmmsurensHo 600 MM,

2

npubnusutensHo 650 MM, mnpubnusurensHo 700 MkM, npubmmsurensHo 750 MM

2
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npuommutensio 800 MM, mnpubnmusurensHo 850 wmkM, npubmusurensHo 900 MKM,
npudmmsutensio 1000 MxM, npubmusurensHo 1100 mxM, npubnmusurensao 1200 MM,
npubnusutensHo 1300 MxM, npubnuzutensHo 1400 MM uimm npudmmsurensHo 1500 mxM. B
HEKOTOpBIX BapHaHTax ocyinecTtsieHus koHueHtpauus PIC B pactsope, comepkamem PAS u
PIC, cocraBnsier ot mpubmusurensHo 225 MkM no nmpuGnusurenbHo 235 MkM. B HekoTophIx
BapuaHtax ocyuecteieHust koHueHtpauus PIC B pacrBope, comepxamem PAS u PIC,
COCTaBJISIET MPUOTU3UTENBHO 225 MKM, npubnusurenbHo 226 MkM, npubausurenasHo 227 MkM,
npubmsuTenso 228 MM, npubnusurenbHo 229 MkM, npubmusurensHo 230 MKM,
npubmsutensio 231 MxM, npubnusutenpHo 232 MkM, npubmusurensHo 233 MKM,
npubIu3nuTeNBbHO 234 MKM min mpubIM3uTenbHo 235 MKM.

[0148] B HexoTOpBIX BapuaHTax OCYLIECTBJIEHUs koMmno3uuus, conepsxkamias PAS u PIC,
IIPY 3TOM KOMIIO3HLIUSI HE COJEPIKUT TPOMOOLMTOB, MPEACTABIISIET COOOH MaTOYHBIH PacTBOP.

[0149] B HekoTOpbIX BapuUaHTax OCYLIECTBIEHUs KOMIIO3ULHUSA, COJEepsKaliast
nobaBouHbIi pacTBOp TpoMOoLuTOB (PAS) 1 MHAKTHBHPYIOLIEE MATOr€HHbIE MUKPOOPTAHH3MBI
coennnenne (PIC), mpu 3ToM KOMIO3ULNS HE CONEPIKUT TPOMOOILIUTOB, SIBIISIETCS CTEPHIIbHOM.

[0150] B mHacrosimeM pacKpbITUM B HEKOTOPBIX acleKTax Takke IMPeACTaBlIEHbI
KOMITO3UIIUN TPOMOOIIMTOB, TMOJYYEHHbIE JIOOBIM U3 CIOCOOOB, OMHCAHHBIX B JaHHOM
TOKYMEHTE.

[0151] PackpbiTble mpuMepbl W BapuUaHTbl OCYLIECTBJIEHMs, PACKPBITbIE B J1aHHOM
IOKYMEHTE, JOTOJIHUTENIBHO OIUCBIBAIOT CIIOCOOBI, HAOOPBl M KOMIO3HIMU AJIST TTOTYYEHHS
KOMITO3UIIUN TPOMOOLMTOB, momxopsmeil mis uHpy3un OompHOMY. [IpomsurocTpupoBaHHBIE
KOMITOHEHTBI U 3Talbl NPUBENEHBI /Ui OOBSICHEHUS NMOKA3aHHBIX WJUTOCTPATHBHBIX BAPUAHTOB
OCYLIECTBJICHHs, U HYXXHO OXKHJaTh, YTO HBIHELIHsS TEXHOJOrMYeckas pa3paboTka M3MEHHT
croco0, KOTOPBIM BBIMOJHSIOT KOHKPETHbIE (DYHKLHH. DTH NPUMEpbl NPUBENEHBI B JAHHOM
JOKyMEHTE C [elbl0 WIIIOCTpaluud, a He orpaHudeHus. Kpome Toro, rpaHuibl
(YHKLIMOHAJIbHBIX ~ CTPOUTENbHBIX OJIOKOB OBLIM  ONpeneNieHbl B JaHHOM JIOKYMEHTE
NPOHM3BOJIHO ISl YAOOCTBAa OMUCAHMA. AJIBTEPHATUBHBIC TPAHUIBI MOXKHO ONPENEIHTh TPH
YCJIOBHH, YTO YKa3aHHbIe (PYHKLMU M MX B3aUMOCBSI3HM BBIMOJHSIOTCS HAJJIeKAIUM 0Opa3oM.
AnbrepHaTUBBI (BKJIFOYAs SKBUBAJCHTHI, PACUIMPEHHS, BAPUAHTHI, OTKJIOHEHHUs U T.1. OT TOro,
YTO ONHCAHO B JAHHOM JAOKYMEHTe) OyAyT MOHSTHBI CHEIHAINCTaM B COOTBETCTBYIOILIEH
obnmactu (0OnacTsXx) Ha OCHOBE TMPENCTaBJICHHBIX B JAaHHOM JOKyMeHTe wuneil. Takue
aJIbTEPHATHBBI TIOMAIAIOT B PAMKH H CYITHOCTh PACKPBITHIX BAPUAHTOB OCYLIECTBIICHHSL.

[0152] «Conepxammuity, «AMEIOIMUN», «3aAKIIOYAIIMINIY U «BKIOYAIOIMUN» U IPyrue
NOX0XHe (POPMBI, UCTIONBb3YEMbIE B JAHHOM JJOKYMEHTE, IPEeAHAa3HAYECHBI JIJIs1 SKBUBAJIEHTHOTO U
HEOTPAaHMYEHHOT'O 3HAYEHHUS B TOM CMBICJIE, YTO 3JIEMEHT HIIH 3JIEMEHTHI MOCJIE JIF0OOro OTHOTO
U3 3TUX CJIOB HE O3HAYAIOT UCUEPIIBIBAIOIIUI CIIMCOK TAKOTO 3JIEMEHTA HJIH 3JIEMEHTOB, WIH HE
NOAPA3yMEBAOT OTPAHUYEHHE TOJBKO MEPEUYHCICHHBIM 3JIEMEHTOM WM 3JIEMEHTaMH.
Hanpuwmep, m3nenue, «coxpepskamee» komrnoHeHTel A, B u C, moxer cocrosrs u3 (TO €CTh
CoZepKaTh TOJNBbKO) KOMITIOHEHTHI A, B 1 C, i MokeT cozmepskaTh He TOJIBKO KOMIIOHEHTHI A, B

u C, HO TaK>XC OJHUH HIIU Oonee APYrux KOMIIOHCHTOB. HOHHTHO, dTO «COACPKUT» U €ro
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rpaMMaTHYECKHE SKBUBAJIIEHTHI BKIIOUAIOT «COCTOSLINI U3» UITH II0 CYINECTBY COCTOSILITHH HU3Y.

[0153] Ilpm mnpencraBieHUM [uana3oHa 3HAYEHHs] JOJDKHO OBITh MOHSATHO, HYTO
pacKphITHE OXBATBIBAET KAXKI0€ NPOMEXKYTOUHOE 3HAYEHHE, 1O JEeCSITOH YacTH eAUHULIBI
HIDKHEH TpaHMLbL, €CIM M3 KOHTEKCTa SIBHO HE CJeAyeT MHOE, MEXIy BEPXHUM U HIKHUM
IpeNesioM 3TOr0 AMAna3oHa U JIFOObIM APYTUM yKa3aHHBIM HJIM MPOMEXKYTOYHBIM 3HAYEHHUEM B
5TOM YKa3aHHOM JHAIa30He C yY4eTOM JI000ro KOHKPETHO UCKIIIOYEHHOTO Mpefiesia B YKa3aHHOM
nuamnasoHe. Korga yka3saHHbIH JUana3oH COAEP KUT OAMH WK 00a mpezena, B PaCKPbITHE TaKKe
BKJIFOYEHBbI JIMATMA30Hbl C MCKIIOYEHHbIM KaKIbIM WJIH OOOUMH STUMH BKJFOYEHHBIMHU
npeaeaamu.

[0154] Ccbuika Ha «MPUONU3HUTENHHOE» 3HAYEHHE WJIU TMapaMeTp B JaHHOM Ciydae
BKJIFOYAET (M ONMUCHIBAET) BAPUAHTBI, KOTOPBIE HANIPABJICHbI HAa 3TO 3HAUEHHUE MM MapamMeTp Kak
TakoBOH. Hampumep, onucanue co CChUIKOM Ha KMPUONM3UTETHEHO X» BKIIFOYAET OMUCAHUE «X.

[0155] B pamkax HacTOSIIEro M300pETEHUS U B MPUIOKEHHOU (opMyJie N300peTeHus,
€CJTM U3 KOHTEKCTa SIBHO HE CIeAyeT HHOe, POPMBbI €THHCTBEHHOTO YHCJIA BKIFOYAIOT CChUIKU Ha
MHOYKECTBEHHOE YHUCIIO.

[0156] Takske crienuaIrcTaM B JAaHHOW OOJIACTH AOJKHO OBITH MOHSITHO, YTO U3MEHEHHSI
¢dbopMbl M neTaneil BapUAHTOB OCYINECTBJICHUS, OMHUCAHHBIX B JAHHOM JOKYMEHTE, MOJKHO
NoJy4uTh O€3 BBIXO/A 32 PAMKH 3TOTO PacKpbITHs. KpoMe Toro, XoTs CO CChUIKOH Ha pa3nvHbIe
BaPUAHTBI OCYIIECTBJICHUS OBLIM OIUCAHBI PA3JINYHbIE TIPEUMYIIECTBA, ACTIEKThI U LEJH, PAMKH
3TOrO PACKPBITUSA HE CIENyeT OrpaHNYUBATH CCBUIKOH Ha TaKue MPEUMYINeCTBAa, ACIHEKThl U
nenu. BmecTto 3TOro, pamMKu 5TOrO pacKpbITHS CIEAYET ONPEAENTUTh CO CCBUIKOW Ha
MIPUIOKEHHYIO (popMyity H300peTeHusl.

[0157] PackpeiThe DOMOJHUTEIBHO MNPOMJUIIOCTPUPOBAHO CIEAYIOIIMUMHU IPUMEpPAMH,
KOTOpbIE HE CJIEAYET MCTOJKOBBIBAThb, KAK OIpPAaHHMYEHHE PACKPBITUA PAMKAMU WIJIM CYLIHOCTBHIO
OIUCAHHBIX B HUX KOHKPETHBIX METOMOB.

Ipumepur

ITpumep 1: CTabunbHOCTb aMOTOCAIEHA B 100ABOYHOM PACTBOPE TPOMOOIUTOB

[0158] B MEePBOHAYAJIBHBIX HCCIIEIOBAHUSIX OLIEHUBAJIN CcTaOUITBHOCTD
WHAKTHBHUPYIOLIETO MAaTOr€HHbIE MUKPOOPTAaHU3MBI COCIUHEeHUs1 amotocaneHa (S-59), koropoe
ObpUI0 O0BemuHEHO ¢ no0aBOYHBIM pacTBopoM TpomboruToB (PAS). 230 MkM pactsopa
coennHeHus ncopanena S-59 (Irsch et al. Transfus Med Hemother, 38: 19-31 (2011)) mony4anu
B KOMMepueckH gocTymHoM pactsope PAS InterSol® (Fenwal Inc.) 1 XpaHWIi npi KOMHATHOR
TEeMIepaType B YCIOBUSIX OKpyxkaromero ocsemenns. AHanuz HPLC nposonunum Ha oOpasmax B
nepuoabl BpeMeHH, nepedncieHHble B Tabmume 1 kak Ha S-59, Tak u Ha (HOTONMPOAYKTHL
PesynbraTel, nmokazanHele B Tabnuue 1, nemoHcTpupyroT crabunbHOCTh S-59 B PAS InterSol B
TedeHue 78-4acoBOro nepuosia Npu OKpy»KarolleM OCBELIeHUHU ¢ orepeit S-59 <6% 3a 78 yacos.
Hannbie S-59 nokasanbl B BuAe KoHLeHTparuu (MKM), a Taxxke ruomanu muka (Y@ S-59) nns
OTHOCUTEJIbHOTO CPaBHEHUS C JIOOBIMU (POTONPOAYKTaMH, OOHapyKeHHbIMH ¢ romornbo HPLC
(Tabmmuna 1). @oronpoaykTe! B Buzae nuka D u nuka E Taxke HaOmonanu yepes 22 4 u 72 4,

COOTBETCTBEHHO, a TaKXKe TMPOAYKT pacmaga TexHojorndeckux npumeceit 4’-HMT, c
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MOKa3aHHBIMH 3HaUeHUsIMU Tutomany nuka (Taoauna 1).

Ta6auna 1. Ananuz HPLC S-59 u ¢poronponykros.

Oopaszen S-59 MM Yd S-59 Y@ IIux D YO Iluk E YP 4'-HMT
TO 237,49 3700,439 nd nd 4,924
54 230,62 3593,309 nd nd 5,624
64 229,50 3575,825 nd nd 5,090
224 223,71 3485,467 8,419 nd 5,125
304 226,56 3529,854 11,179 nd 5,334
47 4 223,76 3486,293 18,500 nd 4,954
56 4 220,82 3440,455 21,304 nd 4,742
72 4 226,88 3534,894 27,171 4,344 4,839
78 u 223,69 3485,093 28,960 4,623 4,793

[0159] B [ONOSHUTENBHBIX HWCCIEIOBAHUSX OLEHUBAIH  CTaOWIBHOCTH  S-59
(amoTtocaneHa) HMHAKTUBHUPYIOILErO NaTOreHHbIe MHUKPOOPTraHU3MbI COeIMHEeHUs,
O0OBEAMHEHHOTO ¢ J00aBOYHBIM pacTBOpoM TpomboruToB (PAS), HO 3alMINEHHOrO OT
BO3JIEICTBUs OKpyXkarouiero ocsemenus. 230 MxM pactBopa S-59 monydanu B KOMMeEpUECKH
nocrynHoM pacteope PAS InterSol® (Fenwal Inc.) i XpaHumu mpy KOMHATHOI TEMIIEpaType B
3alUINEHHBIX OT OKpYy»Karomero ocsemenns ycnosusx. AHanns HPLC nposonunm Ha oOpasiax
B NEPUONbI BPEMEHH, NepedHcieHHble B Tabnuie 2 kak Ha S-59, Tak u Ha (QOTONMPOAYKTHI
Pe3ynbraTel, mokazaHHble B TaOnuLe 2, JEMOHCTPUPYIOT ctabunbHOCTh S-59 B PAS InterSol B
Te4eHHe 77-4acoBOro Mepuoja MPHU 3al(UTe OT OKPYKAKILIEro ocBemeHus 0e3 morepu S-59
yepe3 77 4acoB, 4TO MOKA3aHO M B BHAE KOHUeHTpauuu (MKM) u B Buae momanu nuka (UV).
@otonpoaykTsl B Bune nuka D u nmuka E He Obutn oOHapykeHs! depe3 77 4acoB, TOTAA Kak
NPOAYKT pacrana TexHonorudeckux nmnpumeceir 4’-HMT wHabmomaau ¢ MOKa3aHHBIMH
3HaueHussMHU Tutomaau nuka (Tadmuma 2).

Ta6auua 2. Ananu3 HPLC S-59 u ¢portonponykTos.

Oopazen S-59 MM Yo S-59 Yo 4'-HMT
TO 228,82 3393,0647 3,8849
554 232,74 3451,6489 3,7162
21,54 231,93 3439,4907 4,3525
28,54 230,72 3421,447 3.8628
45,54 229,22 3399,0142 4,4036
534 230,72 3421,4934 4,0582
44 4 230,96 3425,1028 4,0199
774 232,41 3446,6414 4,4268

ITpumep 2: CtabunbHOCTh amoTocaneHa B 65% PAS ¢ 35% mnasmsl 1 TpoMOOLIIUTOB

[0160] B  nHOMONHUTENbHOM  HMCCJAENOBAHMM  OLIEHUBAIM  CTAOMJIBHOCTb U
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dotonepexmoueHne amorocanieHa (S-59) B PAS ¢ nobasieHHOI m1a3Mol, a Tak:ke coaepskariem
TpoMOoIuThl. S-59 nmobaBnsnu B KOHHOEHTpauuu 150 MKM B CycneHOUpPOBaHHBIN Ipernapar
TpomboruToB 65% PAS InterSol® i 35% r1a3Msl, 1 BO BpEMsI IPOBEACHUS UCCIIEIOBAHUS CMECh
XpaHWIu B HHKyOatope TpomboruTos. OOpasusl m3Bnekanu misi aHanmsa HPLC B mepuonbl
Bpemern 0, 5, 21, 29 u 48 uacoB, a 3aTteM cMmech oOpabarbiBanmu ~3J yiabTpadUOIETOBOrO
u3nydeHus: A depes 55 dacos, npuuem nocie Y®PA obpasen Takke aHATH3UPOBAIN C TIOMOIIBIO
HPLC xak Ha S-59, Tax u Ha ¢oTomponykTbl. PesynbraThl, Noka3aHHble B Tabmuue 3,
JIEMOHCTPHUPYIOT CTaOUIBHOCTB S-59 B cMecu PAS/mna3zma/TpombounTel 6e3 motepu S-59 nepen
obpaboTtkoit YDA dyepe3 55 4yacoB, 4TO MOKa3aHO M B BUAE KOHIEHTpauuu (MKM) u B BHUIE
mwiomanu nuka (UV). ®oronponyktbl B Buae nmuka D u muka E He Obutn OOHapy KEHBI
(Tadmmua 3). Ob6paborka 00pasuoB yinbTpaduoONETOBBIM H3Iy4deHHEM A depe3 55 dYacos
nokaszana, 4to (Qoronepekmoyenue S-59 Obuto 3¢ddexrBHO TOcHe uHKyOaumu S-59 B
PAS/mnazme, mpudem B oopasiax nocyie YPA ocranock Tosbko 15,3% (Tadauna 3).
Ta6auna 3. Ananus HPLC S-59 u ¢poTonponykTos.

Oopazen S-59 MM Y& S-59
TO 148,12 1752,513
54 149,30 1738,331
214 147,81 1739,214
294 148,04 1725,882
48 4 148,06 1750,513
55 4 nocne YOA 22,71 274,897

ITpumep 3: CrabunpHOCTH amoTocaseHa B PAS/mna3me ¢ TpomOornuramu u OakTepusiMu

[0161] B eme ogHOM HCCIENOBAHUM OLIEHHBAJIM CTAOMIBHOCTH M (POTONEPEKITIOYCHUE
amortocaieHa (S-59) B PAS ¢ mmasmoii u TpomOonuramu uepe3 24 yaca B NPUCYTCTBUH
Oaxrepuii. JIBe emunuIbl TpoMOOIUMTOB ¢ coBmagaromuM ABO B 100% miazme oO0bemUHSIIH,
paszensud Ha 1Be equHuLbl 1 1oGasssum PAS InterSol® (Hanpumep, 65/35). S-59 noGasmsuin K
TECTUPYeMON enuHuLE B KOHUeHTpauuu 150 mMkM, HO He NepBOHA4YalIbHO K KOHTPOJIBHOU
enunuie. Haxopsmyrocst B norapudmuyeckoii ¢aze pocra kynbTypy K. pneumoniae (mopsook
gucna koe/mn ~8) pobaBmsm k egunuiaMm wMmuimnern ~60 KOE/emununa, u eIuHMIBI
UHKYOMPOBAJN B MUKCepe st TpoMOouuTos npu 22°C nmpubnusuTenbHo B TeueHue 24 yacos. B
KOHIIe MHKyOaruu S-59 Takske no0aBisiIf K KOHTPOJIBHON €IUHHLIE B TAKOH K€ KOHLEHTPALHH,
U Kak KOHTPOJIbHBIE, TaK W TECTUPYEMble EIUHULBI TOIBEPraii YIbTPaQHOIETOBOMY
usnydeHnro A. OOpasusl Opanu nepen u nocie ocemeHus: Y @A st aHanu3a Tutpa OakTepuii
obeux enuann u s HPLC. Ilocne ocemenust ode enquHULBI MOABEpraiu stanmy odopaboTku
CAD nnsa ypaneHuss OCTaTOYHOTO aMOTOCaeHa U (POTONMPOAYKTOB M XPAHWIHM B MUKCEPE IS
TPOMOOIIUTOB B TeUeHNE 7 THEH IJIs TOATBEPKACHUS] OTCYTCTBUS POCTa OaKTEPHIA.

[0162] Kak moka3ano B Tabmuie 4, KOHHEeHTpanus S-59 Obuia cTaOMIIbHON B TE€UYEHHE
nepuona MHKyOaruu 24 yaca ¢ 3¢ ¢QeKkTUBHBIM (QoTronepexnouenneM nocie obpaborku YDA

yepe3 24 4 Kak KOHTPOJBHBIX, TaK M TeCTUPyeMbIX enuHul. Taxum oOpasom, Hamuume K.
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pneumoniae He OKa3bIBAJIO HETATUBHOT'O BIUSHUS HA CTAOMIBHOCTD WK (POTOMEpEKITFOUeHHE S-
59.
Ta6auua 4. Konnenrpamus S-59 B reuenune nepuoja 24 daca u nocye oopadborku YVOA.

Cp. (5-59 MmxM) ITosTop 1 (S-59 MxM) ITosTOp 2 (S-59 MKM)
Bpemennsie Kontpons | Tect Kontponp Tect KonTpons Tect
MmecTa

TO 0 152 |0 149 0 155
T 244 149 153 144 149 153 157
T Ilocne YVOA | 40 26 43 27 37 24
% 27 17 30 18 24 15
NEePEKIIIOUEHUS
S-59

[0163] ®oTtoxumuueckyr0 HWHaKkTHBAMIO K. pneumoniae Takke UW3MEPsUIH TIOCTE
obOpabotkn Y®A, mpudeM pe3ysnbTaTbl TUTPOBaHMA (TOPAOOK YHCIa KOE/MJ) TOKa3aHbl B
cnenyroteid Tabauie. Bricokuii ypoBeHb MHAKTUBALIMN HAOIIONATH U JIJIST KOHTPOJIBHBIX H TSI
TECTUPYEMBIX €AMHUL], YTO CBUIETENbCTBYET OTCYTCTBUM OTpULIaTeNbHOro BiausHus K.
pneumoniae Ha (HOTOXUMHUYECKYIO HMHAKTHBAIMIO S-59 mocie 24 4acoB XpaHEHUSI B CMECHU
PAS/nnasma u tpom6ouunTos (Tadauna S).

Tabauua S. Muaktusanus K. pneumoniae.

ITosTOp 1 ITosToOp 2
Enunnna ID KonTponb Tect Kontponp Tect
Turp 0 uac 69-73 xoe/enuHHLIA 86-101 xoe/enuHnna
Tutp 24 yvac 6,6 6,5 5,6 54
Tutp ITocne YVOA <-0,7 <-0,7 <-0,7 <-0,7
VMeHbleHue >7,3 >7,3 >0,3 >0,2
NOpsAKa Yncia

[Tpumep 4: UnakTHBALMS KAJIUIUBHPYCa aMOTocaneHoM B PAS/mnazme

[0164] Panpiue ObUTO MOKA3aHO, YTO KAIUIMBHPYCHI, TAKME KaK KOMIAYHHA KAJIULUBUPYC
(FCV), xoTopblii UCMONIb30BaJIM B Ka4eCTBE MONENH i BUpyca renatuta E, SBISIOTCS OYEeHb
PE3UCTEHTHBIMH K (POTOXUMHUYECKOH MHAKTUBALIUHA aMOTOcalieHOM (S-59) ¢ ymenbienne logo B
TUTpe NpHONIM3UTENbHO ToNbko Ha 1,7-2,4 (Irsch et al. Transfus Med Hemother, 38: 19-31
(2011)). Ha pesynbrarax IIpumepos | u 2, moka3bIBaroIuX, YTO aMOTOCaNleH ycTol4nB B PAS u
PAS/IInasma, mpoBenu AOMOJHHUTEIBHOE HCCIIEAOBAHHE, B KOTOPOM OLICHHMBAJIM YPOBEHb
nHakTuBauuu kanunusupyca FCV ¢ momompto S-59 mocne npomosKuTenpHOW MHKyOaLuu B

PAS/mnasme. B stom uccnemoBanuu TpomOouuthl B PAS/mnazme (65%/35%) oObenunsiu
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npubnusuTensHo 10 1320 mu, mpudeM Bcero TpoMOOLUTOB OblTo MpubnusuTensHo 16x1011, u
noOaBysu MaTO4YHBINA pactBop Kanmuuusupyca FCV ¢ passegenmem 1:100. [{ns onpeneneHust
NepBOHAYAIBPHOIO THTPa U3 mysa TpoMmOouuTos ¢ nodasneHHbIM FCV Opamm obpasen. 3atem
TpoMOouuThl ¢ nobasneHHbM FCV nenunu Ha S enunui, npubnusuteabHo o 260 M Kakaasi,
npubnusuTenbHo 1o 3,2x1011 TpoMOOIMTOB Ha enuHULy. B Kakayr enuHUIy 103upoBaiu S-
59 ¢ xoHueHTpauuei npudausuTensHo 150 MKM, mpuyeM 3Ty KOHLEHTPALMIO MCHOJNb3YIOT Ha
xommepueckoil ocHoBe B Cucreme Kposu INTERCEPT® mns oOpaborkm ¢ MHaKTHBaLMen
NAaTOreHHbIX ~ MHUKpoopraHusmMoB. Ilocne pmobaBiaenus S-59  enuHUIBI  TPOMOOIMTOB
uHKyOupoBanu B Teuenue 0, 2, 4, 8 unu 24 4. B kaxaplii MOMEHT BpeMeHU Opasii KOHTPOJIbHBIIH
oOpaseny mjsi ompeneneHuss Tutpa Bupyca W anamuza HPLC koHumeHtpamvu S-59 mnepen
obpabotkoit YDA, ¢ mocnenyromeit 00paboTkol ynbTpaduoNeTOBBIM U3IyYeHHeM A mpu ~3
Jox/cM® 1S saBepuieHHs Tponecca (POTOXHMHYECKOl OGpaGOTKH [yisi BCEX TECTHPYEeMbIX
obpasuos. Ilocne obpadorknm Y®PA KOHTpOJBHbIE U TECTHpPyeMble OOpas3Ibl OLIEHUBAJIN Ha
uHaktuBauuo FCV ¢ wuCcrmonmp3oBaHMEM CTaHOAPTHOIO aHalu3a BHUPYCHbIX Ousimek. Kak
nokasaHo B Tabimue 6, unkyOamms S-59/PAS/IInasma B TedueHue 2 unam Ooyiee HacoB mepen
Bo3aeiictBueM Y®A mnpuBoaMia K CYLIECTBEHHOMY YBEJIWYEHHIO YpoBHs uHakTuBauuu FCV
HIDKE TPaHUIBI OOHAPYKEHHs IO CPaBHEHHIO ¢ oOpasuoM BpemeHu O (0e3 mpenBapHUTEIbHOM
uHKyOammu miepen  oOpabotkoii  Y®A). JlaHHble TMOATBEP)KAAOT  OMOJHHUTEIBHOE
NPEUMYIIECTBO HACTOSIIErO PACKPBITHs, oOecrieunBast cOOp TPOMOOIIMTOB B MPEIBAPUTENBHO
CMEIIAHHOM HHAKTUBUPYIOIIEE MaTOr€HHble MHKPOOPTAaHHU3Mbl COEAMHEHHUH M H00aBOYHOM
pactBope (Hampumep, S-59/PAS) u «mpenBapurenbHY0 WHKYOAIMio» Iepen CIenyroIluM
stanom BozneicTeust Y@ B mpouecce poroxumudeckoit oopadorku (Tadauna 6).

Taoauna 6. Unakrusaius FCV.

Turp (Ilopsinok uncaa PFU/mur) IMokazarenr cremeHu
0J KOHTPOJIb 3J TECT NuaxTuBanun/mJi

Mato4HbIi pacTBOP 8,1 n/a

IIynx FCV 6,0 n/a

T=0 5.8 4,6 1,2

T=2 5,6 <0,22% >54

T=4 5.9 <0,22% >57

T=8 54 <0,22% >52

T=24 5.3 <0,22% > 5,1

* THaKTUBUPOBAHO JI0 TIpe/iesia OOHAPYKESHHSI.
[0165] B Tabnume 7 moka3zaH mepepacueT MPUBEACHHBIX BbIIIE JAHHBIX WHAKTHUBALUH,
HOPMHUPOBaHHBIX o TUTpY nyjaa FCV.

Ta6auna 7. Normalized FCV unaktusanus.
Tutp (IHopsinox yucaa PFU/ma) IHoka3zaTean CTEeNeHH

0J KOHTPOJIb 3JTECT HuaxkTuBauun/ma
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Mato4HbIi pacTBOP 8,1 n/a
IIyn FCV 6,0 n/a
T=0 5.8 4,6 1.4
T=2 5.6 <0,22% >35.8
T=4 5.9 <0,22% >5.8
T=8 54 <0,22% >5.8
T=24 5.3 <(,22% >5,8

* IHaKTUBHUPOBAHO JI0 Tpenesa OOHAPY KEHHS.

[0166] IIpoBonmIM AOTIOTHUTENBHOE UCCIIENOBAHUE IJIsI OLEHKH YPOBHS MHAKTHBALIUU
FCV ¢ ywmeHnbiniennem konudectBa S-59 mocie NPONODKUTENBHONW HMHKyOaruu (Harmpumep,
npeaBapuTenbHOd WHKyOammu) B PAS/mmasme. B stom wmcciaenoBaHuu k TpomOOIMTaM B
PAS/mnasme (65%/35%) nobasnsiin marounelii pactBop FCV ¢ passenenuem 1:100. 3arem
TpoMOonuTh ¢ 1obaBieHHbIM FCV nennu Ha 16 OTAeNbHBIX TECTHPYEMBIX €NUHULL. B KaskmIyro
eIMHULY 103upoBan S-59 ¢ koHUeHTpanuel npudbausutensHo 150 MkM, 90 MxM, 30 MM wmiu
15 mxM. Tlocne mobaenenusi S-59 B OOHOW W3 4YEThIpEX TPYIMIN BBEACHHS J1O3bI €IUHULIBI
TPOMOOIINTOB B KaXXIOW TpyIe BBEACHHs N03bl MHKyOWpoBanmu B Teuenue 0, 4, 8 wim 24 4
nepen oceeuieHneM. M3 Kaxmoil eauHULBI Opanyu KOHTPOJBHBIN OOpasen Ui OINpeneneHus
tutpa Bupyca u anammza HPLC konuentpanun S-59 nepen oopadorkoit YPA ¢ mocnenyromei
06paBoTKOl  yIbTpahHOIETOBbIM m3ydeHHeM A mpu ~3 JUK/eM® st (hOTOXMMHYECKOIT
oOpabotku Tectupyembix obOpasios. Ilocne obpabotku YDA KOHTpPOJBHBIE U TECTUPYEMBbIE
oOpasupl oueHuBanu Ha wuHakTtuBaiuio FCV ¢ uCnonb30BaHMEM CTAaHAAPTHOTO AaHaJH3a
BupycHbIX Ossitex. B Ta6uuue 8 nokaszans! Tutpel FCV (nopsinok uncna PFU/Min) nost kaxaoro
oOpasua, a B Tabauue 9 nokasaH nokasaTtesib CTENEHN HHAKTUBALNH [T KQXXKI0ro odpasua.

Tabuauua 8. Turps FCV.

Konrpons 150 MmxM 90 MmxM 30 MmxM 15 MmxM
049 5,84 4,33 4,90 491 5,65
44 5,74 <0,22 <0,22 2,00 4,49
8y 5,86 <-0,48 <-0,48 <1,22 2,22
244 5,80 <-0,48 <-0,30 <-0,22 0,52
Tabauua 9. Mnaktusanus FCV.
150 MmxM 90 MxM 30 MmxM 15 MM
O0u 1,51 0,94 0,93 0,19
44 5,62 5,62 3,84 1,35
84 5.84 5,84 4,62 3,62
244 5.84 5.84 5,62 5,32

Ilyn xoHTposbHbIX THUTPOB B (O Y HCHOAB30BAIM [UJII pacdyera BCEX CTENEeHEeU

uHakTuBanuu (5,84 mokasarennb yuciaa/mi).
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[0167] Kak moka3pIBalOT 3TH JaHHbIE, IpeaBapuTeNbHas WHKyOauus conepxkamux FCV
TpomboruToB B S-59/PAS/IInazma nepen ocemeHneM YDA npuBoamia K BHICOKUM YPOBHSIM
nHaktuBauuu FCV naxke ¢ HU3KMMM BXOJHBIMU KOHLIEHTPALMSIMH WHAKTUBHPYIOILETO
NaTOr€HHbIE MUKPOOPTraHU3MbI coeuHeHus S-59. B yacTHOCTH, npenBapuTeIbHas HHKYOAIys B
Tedenue 4, 8 unu 24 yacoB B ciay4ae koHUeHTpauuu S-59 kak 150 mxM, tak u 90 mMxM, B
TeyeHue 8 uiam 24 yacoB B ciydae KOHHeHTpauuu S-59 30 MxM wmim B TeueHue 24 4acoB B
ciydae KoHUeHTpauuu S-59 15 mMxkM npuBommna x nHaktuBaumu FCV Gonpiie uem Ha 4
nopsinka. Takxke, mpenBapuTeIbHAs UHKYOAIUs B Te4eHue 4 4 B cliyyae KOHUeHTpauuu S-59 30
MKM npuBoamia k uHaktueauu FCV moutu Ha 4 mopsiaka, a mpeaBapUTeIbHAs WHKyOauus B
TedeHue 8 4 B ciiydae KoHUeHTparmu S-59 15 MM npuonuna k uHaktuBanmu FCV Gombine
yemM Ha 3,5 mnopsnka. Tawke nposoaunu aHanmu3 HPLC nns onpepeneHuss konuuecTsa
(Hampumep, KoHUeHTparuu) S-59, ocraBmerocs B oOpasuax mocie oceemieHus YDA wu
dotonepexmouenus (Tadauna 10).

Tabauua 10. Konuentpanuss S-59 mocne YOA.

Bxonnoe 3nauenue | Konnenrpanus S-59 (MkM) nocie YOA
S-59

0y 44 8u 24 4
150 MM 29 33 22 19
90 MmxM 14 10 11 9
30 MmxM 5 2 2 3
15 MmxM 3 2 2 2

[0168] Kak moka3ano B Tabauue 10, ocTarouHble KOHLEHTpauuu S-59 mocie oOpaboTku
YMEHBINAINCh JJIs1 BCEX TPYII BBEIEHHs A03bl S-59 ¢ mpeaBapurenbHONH MHKyOaumeil B TOM
qHCiie 10 YPOBHEH MeHble yeM 5 MKM (Hampumep, 2 MKM). DTU JaHHBIE TOKA3bIBAIOT, YTO HA
OCHOBE CIMOCOOOB, TMPEICTABICHHBIX B JaHHOM JOKYMEHTE, MOXHO TOJYYUTh YCIIOBHS
00paboTKM ¢ MHAKTUBALMEH MAaTOTEHHBIX MHKPOOPTaHU3MOB, KOTOPBIE MPHUBOIST K BBICOKHM
YPOBHSIM WMHAKTHBAIMKM (HAMPUMEp, MOKazaTearo vucia > 4), a Takke K dddexTuBHOMY
doToneperroueHnIo S-59 ¢ OCTaTOYHBIMU KOHIEHTPALUSAMU S-59 Toj1pK0 2 MKM

IMpumep 5. VM HaKTUBHPOBAHHBIE TNATOTEHHBIMH MHKPOOPTaHM3MAMH TPOMOOILIHTSI,
NIOJIy4E€HHBIE C MPEIBAPUTENBHO CMEIaHHbIMU AMoTOcaneHoM/PAS

[0169] TpomOouuTel ¢ WMHAKTUBUPOBAHHBIMH TATOT€HHBIMH MHKPOOPTaHU3MaMH
MOJIYYa0T C MCIIOJIb30BAaHHEM HaOOpPOB M CIOCOOOB COTJIACHO HACTOSIIIEMY PACKPBITHIO. bornee
KOHKPETHO, B OJTHOM IpUMepe AJsl MOJy4YeHUs] OAUHAPHOW €IMHMILIbI 3,9x10" TPOMOOLIUTOB
OepyT y moHOpa B 00beMe MpUOIU3UTEIHbHO 89,2 MJT TOHOPCKOW Mia3Mbl (HAIIpUMep, BKJIFOYAst
m000i aHTUKOATyJSTHT) M TEPEHOCST MOCPEACTBOM CTEPHJIBHO COEAWHEHHOHW TpyOKH B
KOHTeHHep ¢ pacTBOpoM mpubmsuTensHo 1658 M PAS InterSol ®, conepskamim aMoTocaneH ¢
KoHUeHTpanued npudmusurenpHo 231 MM (cm., wanpumep, ¢ur. 1C, 2C). Konrelinep co
cMecbl0 TpoMOomMTOB U amotocaneH/PAS/mnasma ¢ KoHLeHTpauuell (Hanmpumep, HTOTOBOM)

pa3BeneHHOro amotocaneHa npudbnusutenbHo 150 MKM 3aTeM CTEpUIIBHO COEAMHSIOT C
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OCTaBIINECS] «CYXOH CTOpPOHOW» KoMIuiekTa aisi odpadorku (cm., Hanpumep, ¢ur. 1C, 2C), u
CMeCh IMEPEeHOCAT CaMOTeKOM B KOHTeWHep gy oceewmeHusa. llocie obpabotku
yIbTPAPUONIETOBBIM ~ H3JIydeHHEM A  MpHOIU3UTENBHO 3 Jlk/cM® ¢ HCTIONB3OBaHHEM
KoMMepuecku noctynmHoro ycrpoiicrBa ocBemieHusi Cucrembl KpoBu INTERCEPT® (Cerus
Corp.) ¢oroxumuuecku oOpaboTaHHbIE TPOMOOLUTHI mepeHocsAT B kouteiHep CAD nmns
yIaJeHuss OCTaTOYHOIO aMOTOCaNeHa M (POTONMPOAYKTOB, a 3aTeM MEPEHOCAT B €IMHCTBEHHBIH
KOHTEHHep aisl XpaHeHus. B eme ogHOM mnpuMepe TPOMOOLMTHI C HHAKTUBHPOBAHHBIMU
NATOr€HHBIMH MHUKPOOPTAaHM3MAMHU MOJYYAIOT aHAJIOTUYHBIM 00pa3oM, HO C MOHMKEHHBIMU Ha
50% KOHLEHTpalMsIMA aMOTOCajJieHa (HampuMep, ¢ TOJyYeHHEM CMeCH TPOMOOLIMTOB H
amortocaneHa/PAS/mnasmMbl ¢ KOHIEHTpanueid  (HampuMep, WTOTOBOH)  Pa3BEIEHHOTO
aMOTOCaJIeHa MPUOIU3UTETBHO 75 MKM).

[TIpumep 6. VHAKTUBHPOBAHHBIE MATOTCHHBIMH MHKPOOPTaHM3MAMH TPOMOOIHTSI,
NIOJIy4E€HHBIE C MPEBAPUTENBHO CMEIIaHHbIMU AMoTOocaneHoM/PAS

[0170] TpomOOUMTEI ¢ WHAKTUBUPOBAHHBIMH TATOT€HHBIMH MHKPOOPTaHU3MaMH
MOJIYYAKOT € MCIOJIb30BAaHHEM HAOOpOB M CIIOCOOOB COTJIACHO HACTOSILEMY PACKPBITHIO, TPH
STOM KOHTEWHep (KOHTEWHephl) C aMoTOCaeHOM/PAS COeNWHSIIOT TpPsSMO C YCTPOMCTBOM
adepesa Amicus® (Fenwal Inc.). Boiee KOHKPETHO, B OZHOM MpHMepe [UIsl [ONyYEHHs JBYX
E/IMHHL TPOMBOLHMTOB (HAIpPUMEp, JBOHHBIX) KoHTeitnep 500 My pactBopa PAS InterSol® ¢
aMOTOCAJIEHOM, OOABJIEHHBIM 10 KOHIEHTpauuu npuOnusurenbHo 231 MkM (cMm., Hampumep,
¢ur. 1C), crepunbHO COEAMHSAIOT C YCTPOHCTBOM adepesa, Kak nmokazaHo Ha ¢ur. 3. Y moHOpa
Gepyr npuGmmsurensHo 7,6x10'" TpomGommToB myTem adepesa B 00beMe NPHOIHZHTENHHO
178,5 mn noHOpCKOM MJ1a3Mbl (HarpuMep, BKIJIFOYAst JII0O0H aHTUKOATYJISIHT), ¥ PUOIU3UTEIBHO
331,5 mn pactBopa PAS InterSol®, COZIepIKAIero aMOTOCANIeH, aBTOMATHYECKH HO0ABISIIOT C
MOMOIIBI YCTPOMCTBA C TMOJYYEHHEM CMECH TPOMOOLMTOB M amoTocaneHa/PAS/mnasmbl ¢

KOHLIEHTpaLuel (Hanpumep, HTOroBOH) pa3BeeHHOro0 aMoTocaieHa mpudausurenbHo 150 MkM.
®

>

3arem cMmech TPOMOOLIMTOB MEPEHOCST B JBa Makera Ayisi cOopa yCcTpoicTBa Amicus , mpuuemM
TPOMOOLIUTHI PACTIPEACIISIIOT MPUOJIU3UTEIFHO PABHOMEPHO MEXy NBYMsl akeramu. Jlanee nsa
NaKeTa OTCOCOUHSIIOT OT YCTpoicTBa adepesa M KaKAbIH COSTUHSIOT OTAEIBHO MOCPEICTBOM
CTEPHJIBHOTO COETMHEHHsI C OCTABLIMICS «CYXOW CTOPOHOI IBYX OTAEIBHBIX KOMILJIEKTOB JUJISI
obpabdotku (cm., Hampumep, ¢ur. 1C), U cMecb CaMOTEKOM MEPEHOCAT B KOHTEWHEp IS
ocsewenmst. ITocie 06paGoTKH yIbTpadUONETOBbIM H3IydeHneM A npubumsuTensHo 3 JHK/eM” ¢
UCTIONB30BAHUEM KOMMEPUECKH JOCTYITHOro ycTpoiictBa ocsemeHust Cucremsl Kposu
INTERCEPT® (Cerus Corp.) doroxumuyecku oOpabOTaHHBIE TPOMOOILUTHI TMEPEHOCAT B
koHTeliHep CAD nnst ynaneHus: oCTaTOYHOrO aMOTOCalieHa B (POTOMPOAYKTOB, & 3aTE€M KaK/bIi
NEePEeHOCAT B OOWH KOHTEHHep Ui XpaHEeHWs, NOJy4as JB€ EIUHHUIBI TPOMOOIMTOB C
MHAKTHBUPOBAHHBIMU MATOT€HHBIMH MUKPOOPTaHU3MaMHU. AJIbTEPHATUBHO, MAKEeThI IJs1 cOopa,
U3BJICUEHHBIE U3 YCTPOKHCTBA adepesa, MOXKHO OOBEAMHNUTD B OAWH KOHTEHHEP U OCBELICHUS
MOCPEACTBOM CTEPUJIBHOTO COEOUHEHMsI C OCTABIUEHCA «CYXOM CTOPOHOM» KOMILUIEKTA IS
oOpabotku (cm., Hampumep, ¢ur. 1D), HO ¢ AByMs UTOTOBBIMU MAKETAMM JUIsI XPAHEHUs, U

oOpabaTbiBaTh, KaKk ONHCAHO  BBINIE, T[OJy4as JIBE EOUHUIBI TPOMOOLUTOB C
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MHAKTUBHPOBAHHBIMH MMATOI€HHBIMH MHKPOOPTaHH3MaMu. B eie oqHOM mpumepe TpOMOOLUTHI
C MHAKTHBHPOBAHHBIMU MATOTCHHBIMH MHUKPOOPTaHM3MAMHM TMOJIYYAIOT aHAJOTHYHBIM 00pa3oMm,
HO C TIOHIDKeHHBIMU Ha 50% KOHIIEHTpAIMsAMU aMOTOCalieHa (HarlpuMep, ¢ NOJTyYeHHEM CMeCH
TpoMOoIMTOB U amorocaieHa/PAS/miasMbl ¢  KOHLEHTpanueidl (Hampumep, HUTOTOBOMH)
pa3BEIEHHOr0 aMOTOCaIeHa MPUOTU3UTENBHO 75 MKM).

Hnnrocmpamuensie éapuanmuol ocyuyecmesiens

Bapuantr ocymecrBiaennss 1. Cnoco® monydeHus KOMIIO3ULMH TPOMOOLMTOB,
BKJIFOYAIO LTI

(a) mpemocTaBiieHHWE B TIEPBOM KOHTEWHEpE pacTBOpa, COIEPIKAIIEro a00aBOYHBIN
pactBop TpombOoiuToB (PAS) U MHAKTUBHUPYIOLIEE MATOTeHHbIE MUKPOOPTaHU3MbI COSTUHEHHE
(PIC);

(b) cmemuBaHue pacTBOpa 3Tana (a) ¢ mpenapaToM TpPOMOOLIUTOB; U

(c) BozmericTBue cBeToM Ha cMmech dtama (b), mocraroduHoe Mt (POTOXUMUYECKOU
WHAKTUBALUN MAaTOr€HHOTO MHKPOOPTraHW3Ma, MPH HAJIMYHH, C MOJy4YeHHEM TaKuM 00pazom
KOMITO3UIIH TPOMOOIIMTOB.

Bapuant ocymectBiaenus 2. Criocod cOriacHO BapHaHTy OCYINECTBJIEHUs 1, IPU 3TOM
cMelnBaHue Ha 3Tarne (b) MpOUCXOAUT B MEPBOM KOHTEHHEPE.

Bapuant ocymectsiaenus 3. Criocob cornacHO BapHaHTy OCYINECTBJICHUS 1, IpU 3TOM
cMmemnBaHue Ha sTarne (b) mpoucxoauT BO BTOPOM KOHTEHHepe.

Bapuanr ocymecrBiaenuss 4. Criocod cOryiacCHO BapUaHTy OCYILIECTBJICHUS | wWiH
BapUAHTY OCYIIECTBJICHUS 2, IPU 3TOM BO3AEHCTBHE CBETOM Ha CMECh Ha 3Tare (C) IpOHCXOIUT
B [IEPBOM KOHTEHHEpE.

Bapuant ocymecrBiaenuss S. Cnoco® cormacHO 00OOMy OAHOMY U3 BapuUaHTOB
ocymiecTBieHus: 1-3, mpu 3TOM BO3IEHCTBHUE CBETOM Ha CMeCh Ha 3Tare (C) MPOUCXOOUT BO
BTOPOM KOHTEHHEDE.

Bapuant ocymecrBaenuss 6. Crocob cormacHo 00OMy OAHOMY U3 BapUaHTOB
ocyecTBieHus 1-5, mpu 3TOM mpenapar TpoMOOLIMTOB MOTYYarOT METOIOM adepesa.

Bapuant ocymectBiaenus 7. Ciocod COriacHO BapHaHTy OCYINECTBJICHUS 6, TIPU STOM
crocod IOMONHUTENBHO BKJOYaeT mnepen 3tanoM (b) coequHeHHe MEpPBOro KOHTEiHepa ¢
yCcTpoiicTBoM adepesa.

Bapuanr ocymecrBiaenuss 8. Criocod cOriacHO BapUAHTy OCYINECTBJICHHS O WM
BapUAHTY OCYLIECTBIICHHS 7, IPU 3TOM BTOPOI KOHTEHHEDP COCOUHSIOT C YCTPOMCTBOM adepesa.

Bapuant ocymecrBiaenuss 9. Cnocob cormacHo moOOMy OFHOMY U3 BapUaHTOB
OCYIIECTBIIEHHS 1-5, mpu 3TOM mpenapar TPOMOOIMTOB NOJIYYA0T U3 OJHOHN M Oojiee moprun
(mopumii) LENbHON KPOBH METONOM JIEMKOLMTAPHOH IUIEHKH WJIM METOAOM OOOTaleHHOM
Tpomboruramu miasmel (PRP).

Bapuant ocymectBienuss 10. Crnoco6 cormacHO m000My OJHOMY H3 BapHUaHTOB
OCYIIECTBIIEHHS |-9, MOMONHUTEIBHO BKIIOYAKOIINN NOCIe 3Tamna (C):

(d) mepeHoc KOMMIO3ULIUK TPOMOOLIMTOB B TPETUH KOHTEHHEP.

Bapuant ocymectsienus 11. Criocod cornmacHo BapuaHTy ocyiuecTBieHus 10, mpu
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5TOM TPETHI KOHTEIHEP CONEPKUT YCTPOHCTBO anacopbunn coenunenus (CAD).

Bapuant ocymectsienust 12. Crioco0 cornmacHO BapwaHTy ocymecTBieHus 10 wim
BAPUAHTY OCyLlecTBieHUs 11, mpu 3TOM TpeTUH KOHTEHHEpP MOAXOAMUT MJIsI XPaHECHUs
KOMITO3ULIH TPOMOOLIUTOB.

Bapuant ocymectBienusi 13. Crnoco0 cornacHo moOOMy OJHOMY M3 BapHUaHTOB
ocymectsienus 1-12, mpu stom pactBop stama (a) comepxur PIC B koHUeHTpauuu OT
npubamsutensHo 15 MkM 1o npudmmsutensro 1500 MkM.

Bapuant ocymecrBiaenusi 14. Croco® cornacHo JIFOOOMy OIHOMY H3 BapHUAHTOB
ocymiectsieHus 1-13, mpu s3tom PIC npexncrasnsier coOoii ncopaseH.

Bapuant ocymectBienus 15. Criocod corjacHO BapHaHTy OCYIIeCTBJIeHUs 14, mpu
stoM PIC npencrasnsier coboii amorocaneH.

Bapuantr ocymecrBiaenuss 16. Crnoco® cornacHO JIFOOOMy ONHOMY W3 BapUAHTOB
ocymectsieHust 1-15, mpu 3ToM mpemnapat TPOMOOLIUTOB CONEPKUT IUIa3My, IPH 3TOM ILIa3Ma
COAEPKUT MPHOIM3UTENBHO 32-47% 1o 00beMy cMmecu stamna (b), npuyem 1oGaBOYHBIN PacTBOP
TPOMOOILIUTOB COCTABIISIET OCTATIBHON 00BEM.

Bapuant ocymectBienus 17. Criocod corfacHO BapHaHTy OCYINECTBJIECHHUs 10, mpu
sTOM cooTHouerne PAS u masmel o oobeMy B cMecu 3tana (b) cocrasisier mpuOIH3UTEIBHO
65:35.

Bapuanr ocymecrBiaenus 18. Cnocod® cornacHo 0o00OMy OZHOMY U3 BapUAHTOB
ocymectsienus 1-17, mpu sTom cmech stana (b) conepxxur PIC B koHIIEHTpaLuy, 1OCTaTOYHOM,
94TOOBI MPUBOAUTH K WHAKTHBALWYU ITATOT€HHOI'O MUKPOOPTaHW3Ma, NPU HAJIUYUH, 110 MEHbIIEH
Mepe Ha 1 mopsnok.

Bapuant ocymectsienusi 19. Crnoco0 cormacHo m000My OIHOMY U3 BapHaHTOB
ocymectsieHus 1-18, mpu atom cmech stamna (b) conepxxut PIC B KOHLIEHTpaL[K, JOCTATOYHOM,
4yTOOBI IPUBOANTL K MHAKTHUBALMU ITATOT€HHOI'O MUKPOOPTaHM3MAa, NPU HAIMYHUH, 110 MEHbLIEH
Mepe Ha 4 nopsika.

Bapuant ocymecrBiaenuss 20. Crocod cornacHo Jr0OOMy OOHOMY W3 BapUAHTOB
ocymecteinenust 1-19, mpu stom cmech stama (b) comepxkur PIC B KOHIEHTpauuu OT
npubnu3uTeNsHO S MKM 1o npubmmsurensao S00 MkM.

Bapuant ocymectBienns 21. Crocod corjmacHo BapuaHTy ocyiuiecTBieHus 20, mpu
stoM cMmech stama (b) comepxkur PIC B koHueHTpauuu OT mpubnmsurensHo 145 MxkM no
npubIu3nuTeNBHO 155 MKM.

Bapuant ocymectBiienus 22. Criocod corjacHO BapuaHTy ocyiuecTBieHus 20, mpu
stoM cMmech stama (b) comepxkutr PIC B koHumentpaumum ot mpudOmmurensHo 30 MkM 1o
npubnm3nuTensHO 90 MKM.

Bapuant ocymecrtBienuss 23. Crnoco0 cornacHo 1000My OJHOMY H3 BapHUaHTOB
ocymectsieHus 1-22, mpu 3ToM PAS conepskut onHo mim Ooiee U3 XJIOpUIa, alerara, [UTpaTa,
kayusi, Mmarausi, pocdara, riarOKOHaTA, TIFOKO3bI U OnkapOoHaTa.

Bapuant ocymectBienusi 24. Crnoco0 cormacHO 1000My OJHOMY U3 BapHAHTOB

ocymiecTBiieHus 1-23, TONMOJHUTENBHO BKIIOYAIOIIUHN TIepes STaroMm (C):
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(b1) maxybammro cmecu stamna (b) B TeueHue nepuona ot 30 MUHYT 110 24 4acoB.

Bapuanr ocymecrBiaenus 25. Crnocod® corynacHO JI0OOMy OIHOMY W3 BapHUaHTOB
ocyIecTBieHus 1-24, mpu 5TOM KOMIO3HLUSA TPOMOOLIUTOB COAEPIKHUT MO MEHBILIEH Mepe 2% 10"
TPOMOOLIUTOB.

Bapuant ocymectBienusi 26. Crioco0 cornacHO m00OMy OJHOMY M3 BapHUaHTOB
ocyuiecTBieHus 1-25, mpu 3TOM crocol SIBISIETCS] TOCTATOYHBIM JUISl HHAKTUBALIMY TTATOT€HHOTO
MHUKPOOPIraHU3Ma, NPHU HAJIWYHMHY, [0 MEHbIIeH Mepe Ha 1 TMOPSAAOK, U MPHU 3TOM KOMIIO3ULIHS
TpoMOOIMTOB mocjie 3Tanma (C) momxomuT misi WHPy3um CyObekTy O0e3 HOMOJHUTENbHOMN
obpabotku st yaanenus: ocratounoro PIC mim ero gporonpoaykTos.

Bapuantr ocymecrBiaenuss 27. Crnoco® cornacHO JIFOOOMy OIHOMY W3 BapHUAHTOB
OCyIIECTBIEHHs 1-26, P 3TOM CHOCOO SBJIAETCS TOCTATOYHBIM JIJIsl HHAKTUBALIUH MTATOTEHHOTO
MHUKPOOPTaHU3Ma, NPU HAJHYUH, IO MEHbLICH Mepe Ha | MOpSAOK, M MPU 3TOM KOMITO3ULIHS
TPOMOOIMTOB TOCe dTana (C) moaxomuT st uHy3un cyObekTy 0e3 mepeHoca KOMITO3UIUU
TPOMOOIIMTOB B KOHTEHHEP, ColepKaiuil yeTporcTBo ancopduun coenunenus (CAD).

Bapuanr ocymecrBiaenus 28. Cnocod® cornacHo JOOOMy ONHOMY W3 BapUAHTOB
OCYIIECTBIEHHS 1-27, IPU 3TOM CHOCOO SBJIAETCS TOCTATOYHBIM JIJIsl HHAKTUBALIUH MTATOTEHHOTO
MHUKPOOPTaHU3Ma, NPU HAJHYUH, TIO MEHbLIEH Mepe Ha 1 MOpsAOoK, U MPH 3TOM KOMIIO3HLIUS
TpomOonmToB nocie stana (¢) cogepxkut PIC 5 MkM nim meHee.

Bapuanr ocymecrBiaenus 29. Crnocod® cormacHo J0OOMy OIHOMY W3 BapHUaHTOB
ocymecTBieHus 1-28, mpu 3TOM croco0 SBIAETCS TOCTATOYHBIM JJIs1 HHAKTUBALIUH NTATOT€HHOTO
MHUKPOOPTaHH3Ma, NMpPU HAJIMYUHU, N0 MEHblIeH Mepe Ha 4 mopsiaka, MPU 5TOM KOMITO3ULIHS
TpoMOonuToB nocie stamna (¢) cogep:xkut PIC 2 MxM unmu menee, u nipu 3ToM KoHIeHTparus PIC
B CMeCH mpemapara TPOMOOLMTOB M pactBopa, comepxamero PAS u PIC, cocraisier ot
npubansutensHo 15 MkM no npubimsutensro 150 MkM.

Bapuant ocymecrBaenus 30. Crnoco0 mojy4eHHs KOMIIO3ULMHM TPOMOOLIUTOB,
BKJIFOUAKOLIMI () TPENOCTaBlIeHHE pacTBOpa, CoOIeprKamero A00aBOYHBIM  PacTBOP
TpomboruToB (PAS) 1 nHakTHBHpYIOLIEE MaTOreHHbIe MUKpoopranusMel coenunenue (PIC); (b)
CMeILIMBaHKUE PacTBOpaA dTamna (a) ¢ mpenapaToM TPOMOOLMTOB; (C) MHKYOALIMIO CMECH Tpemnapara
TpOMOOIIMTOB U pacTBopa, comepskamero PAS u PIC, B TeueHue mepuoga ot npuOIU3UTEITBHO
30 muHYT 10 MpHOIM3HTENBHO 24 YacoB; u (d) Bo3neiicTBHE CBETOM Ha HHKYOHPOBAaHHYIO CMECh
sTamna (), JocTaToyHoe Al (POTOXMMHUYECKOH WHAKTHBALMU MAaTOT€HHOI'O MHUKPOOPTAHU3MA,
NPY HAJTMYWH, C TIOJIYYE€HHEM TaKUM 00pa3oM KOMIIO3UIMK TPOMOOLIUTOB, TIPH STOM:

(1) coco0 sIBNsIETCST MOCTATOYHBIM I MHAKTHBALIMKA TATOTE€HHOTO MUKPOOPTAHU3MA,
IIPU HAJIMYUH, IO MEHbIIEH Mepe Ha 1 MOpsioK,

(i1) xonuentpamuss PIC B cmecn mpemapata TpOMOOLMTOB M PacTBOPA, COAEPIKAILEro
PAS u PIC, cocraBnsier ot npubnusurensHo 15 MkM no npubmmsurensao 150 MxM; u

(111) xommo3uIMst TPOMOOLMTOB IIOCHE BO3AEHCTBUS CBETOM HAa CMECh IIpernapara
TPOMOOLHTOB U pacTBopa, coaepxaiero PAS u PIC, conepxut menbie yem S MM PIC.

Bapuant ocymecrsaenuss 31. HaGop ams mosjydeHuss KOMITO3UIMM TPOMOOLIMTOB,

COAEp KALLUM:
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(a) mepBbBIli KOHTEWHEP, COAEpKAIUN PACTBOP, COIEpPKAIIMA TOOABOYHBIH PACTBOP
TpomboruToB (PAS) u HHaKTHBHpYIOLIEe MaTOreHHble MUKpoopranu3Mel coenuaenue (PIC), n

(b) BTOpOIT KOHTEMHEP, MOAXOASIINN U COAEPIKAHMS TIperapara TPOMOOIIMTOB B CMECH
¢ pactBopowm, conepskaum PAS u PIC,

IIPU 3TOM NEPBBIN KOHTEHHEP HE COEIUHEH CO BTOPbIM KOHTEHHEPOM.

Bapuant ocymecrBiaenus 32. Habop cornacHoO BapuaHTy OCyLIecTBIeHUs 3 1, pu 3TOM
NepBbIii KOHTEHHEP MOAXOAUT JJsI CMELIMBAHHs Mpenapata TPOMOOLIUTOB C pPacTBOPOM,
conepxammum PAS u PIC.

Bapuant ocymecrsiaenus 33. HabGop cornacHo BapuaHTy ocyiecTBieHus 31 wimm
BAPUAHTY OCYLUECTBJIEHUA 32, NPU 3TOM BTOPOH KOHTEWHEP NOAXOAUT Uil CMELIMBAaHUS
npenapara TpOMOOLIUTOB C pacTBOpoM, conepskamum PAS u PIC.

Bapuanr ocymecrBaenuss 34. Habop cormacHo 00OMy OJHOMY U3 BapUaHTOB
ocywmecTtsiaeHus 31-33, npu 3TOM BTOPOH KOHTEHHEP MOAXOOUT JJIsl BO3JAEHCTBUsS CBETOM Ha
npenapar TpOMOOIMTOB B cMecH ¢ pactBopom, coxepxkamuMm PAS u PIC, mocraTtounoro mjis
(OTOXUMHUYECKOH MHAKTHBALMY TATOT€HHOTO MUKPOOPTraHU3Ma, IPU HAJTUYHH.

Bapuanr ocymectrBaenuss 35. Habop cormacHo mo0OMy OJHOMY U3 BapHUaHTOB
ocywmecTtsiaeHus 31-34, mpu 5TOM NEPBbIM KOHTEHHEP NMOAXOAMT IJIsl BO3AEHCTBUS CBETOM Ha
npenapar TpOMOOIIMTOB B cMecH ¢ pacTtBopoM, coxepxamuMm PAS u PIC, mocratounoro njs
(OoTOXMMHUYECKOH MHAKTHBALMY TATOT€HHOTO MUKPOOPTraHU3Ma, PU HAJTUUHH.

Bapuanr ocymecrBaenuss 36. Habop cormacHo mo0OMy OJHOMY W3 BapHUaHTOB
ocymectieHust 31-35, mpu 3TOM BTOPOH KOHTEWHEP COAEpPXKHUT YCTPOHCTBO ancopOuuu
coenunenus (CAD).

Bapuant ocymecrBaenuss 37. Habop coriacHo moOoMy OAHOMY U3 BapHUaHTOB
ocywmectsieHust 31-36, mpu 3TOM BTOPOHW KOHTEHHEP MOAXOAUT Uil XPaHEHWs KOMIO3ULMU
TPOMOOLIUTOB.

Bapuant ocymecrBaenuss 38, Habop cormacHo 5o0OOMy OJHOMY W3 BapHUaHTOB
ocywecTBiaeHuss 31-37, AOMOIHUTENBHO COAEPKALIMI TPETUN KOHTEHHEp, MPU 3TOM TPETHUH
KOHTEHHEp COHEpPXKUT yCTpoicTBO aacopOuuu coemuHeHusi (CAD), u mpu 3TOM TpeTHii
KOHTEHEP COEIMHEH CO BTOPBIM KOHTEHHEPOM.

Bapuanr ocymecrBaenuss 39. Habop cormacHo 500OMy OJHOMY U3 BapUAHTOB
ocyecTsiaeHus 31-38, TONONHUTENBHO COAEpKAIIMM IO MEHbIIEH Mepe OAWUH KOHTEWHEp IJIs
XpaHeHUs, MPU BTOM IO MEHbIIeH Mepe OJUH KOHTeHHep ANl XpaHEHUs MNOIXOAUT JJIs
XPaHEHHs] KOMITO3MIIMUA TPOMOOLIMTOB, M MPH 3TOM IO MEHbLIEH Mepe ONWH KOHTEWHep M
XPaHEeHUs1 COeIJUHEH CO BTOPHIM KOHTEHHEPOM WK C TPETbUM KOHTEHHEPOM, IPU HAJIUYHUH.

Bapuant ocymecrBiaenuss 40. Habop coriacHo mo0oMy OmZHOMY U3 BapHUaHTOB
ocymectsienus: 31-39, mpu stom pactBop, comepxkammii PAS u PIC, umeer o0beM mexmy
npubnusuTensHo 100 M u mpubnusurensHo 1000 Mot

Bapuant ocymecrBiaenuss 41. Habop corimacHo moOoMy OmZHOMY U3 BapHUaHTOB
ocymecteneHus 31-40, npu 3trom PIC HaxoauTcs B KOHLEHTPALMU OT NMPHOIM3UTENBHO 15 MKM

1o npudnausuTenbHo 1500 MKkM.
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Bapuanr ocymecrBaenuss 42. Habop cormacHo 00OMy OJHOMY U3 BapHUaHTOB
ocymectsienus 31-41, mpu stom PIC mpencrasnsier coboii ncopasieH.

BapuanT ocymectsiaenus 43. HaOop coriacHO BapHaHTy OCYLIECTBICHUS 42, IPH 3TOM
PIC npencrasisier co0oii amoTOCaNEeH.

Bapuant ocymecrBiaenuss 44. HaGop coriacHo 1000My OAZHOMY U3 BapHUaHTOB
ocymectsienust 31-43, mpu 3TOM MNEpBbI KOHTEHHEp, BTOPON KOHTEWHEP WM U TEPBBbIH
KOHTEHHEp W BTOPOI KOHTEHHEp MOIXOAAT ANl COSOUHEHUs! C yCTpOHCTBOM adepesa WM ¢
KOHTEHHEPOM, COAEP KALINM IMpenapaT TPOMOOLUTOB.

Bapuant ocymecrBaenuss 45. HaGop anis mosjydeHus: KOMIIO3UIMHM TPOMOOLIMTOB,
coaep KaIIui:

(a) mepBrIi KOHTEIHEp, conepskamuil 100aBOUHbIN pacTBop TpombOouuToB (PAS);

(b) BTOpOIT KOHTEWHEP, COAepKAIMNN MHAKTUBHUPYIOIEE MATOT€HHbIE MUKPOOPTAHU3MBI
coenunenue (PIC); u

(c) TpeTHii KOHTEHHep, MOAXOMALINH ISl COAEPIKAaHUs MpernapaTa TPOMOOLIUTOB B CMECH
¢ PAS u PIC,

IIPU 3TOM MEPBbIA U BTOPOM KOHTEWHEPBbI COEAMHEHBI APYT C APYrOM, W MPU 3TOM HHU
OJIMH U3 NIEPBOT0 U BTOPOTO KOHTEHHEPOB HE COEAMHEH C TPETbUM KOHTEHHEPOM.

BapuanT ocymecrBiaenus: 46. HaOop cornacHo BapuaHTy OCyLIecTBIeHUS 45, Ipu 3TOM
BTOPOH KOHTelHep nmoaxonaut st komOuHuposanus PAS ¢ PIC.

Bapuant ocymectsiaenus 47. Habop coriacHO BapHaHTy OCYLIECTBICHUS 45, IPH 3TOM
NepBbIH KOHTeWHep noaxoauT st komounuposanus PAS ¢ PIC.

Bapuant ocymecrBiaenuss 48. Habop cormacHo mo0OoMy OAZHOMY U3 BapHUaHTOB
ocywecTsiaeHus: 45-47, npu 3TOM BTOPOH KOHTEHHEP MOAXOAUT JUIsl CMELIMBAHUS Ipernapara
TpombouuTos ¢ PAS u PIC.

Bapuant ocymecrBiaenuss 49. HaGop cormacHo moOomMy OXHOMY W3 BapHaHTOB
ocyuecTsiaeHus: 45-47, npu 5TOM NepBbIM KOHTEHHEP MOAXOAUT AJisl CMELIMBAaHMS Ipernapara
tpomboruros ¢ PAS u PIC.

Bapuanr ocymecrBaenuss 50. Habop cormacHo o0OMy OJHOMY W3 BapHUaHTOB
ocylecTsiaeHuss 45-47, npu 3TOM TPETUM KOHTEMHEpP MOAXOAUT AJs CMELIMBAHUS Ipernapara
Tpomboruros ¢ PAS u PIC.

Bapuant ocymecrBaenuss S1. Habop coriacHo m000oMy OmZHOMY U3 BapHUaHTOB
ocyecTtBiaeHust 45-50, mpu 3TOM TpPETUN KOHTEHHEpP MOAXOAMT sl BO3AEHCTBHSI CBETOM Ha
npermapar TpombouutoB B cmecu ¢ PAS u PIC, pmocratouHoro mis (GOTOXHUMHYECKOM
MHAKTUBALMU TATOT€HHOTO MUKPOOPraHU3Ma, MPU HAIUYUH.

Bapuant ocymecrBiaenuss S2. Habop coriacHo mo0oMy OmZHOMY U3 BapHUaHTOB
ocywectBiaeHus 45-50, npu 3TOM BTOPON KOHTEMHEP MOAXOAUT ISl BO3ACHCTBHSI CBETOM Ha
npermapar TpombouutoB B cmecn ¢ PAS u PIC, pmocratouHoro mis (pOTOXHMHYECKOM
MHAKTUBALMU TATOT€HHOTO MUKPOOPraHU3Ma, NMpu HaJIUIUH.

Bapuant ocymecrBaenuss S3. Habop coriacHo mo0oMy OmZHOMY U3 BapHUaHTOB

ocywmecTtsiaeHus: 45-50, mpu 5TOM NEpPBbIM KOHTEHHEP MOAXOAMT IUIsl BO3AEHCTBHUSI CBETOM Ha
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npermapar TpombouutoB B cmecn ¢ PAS u PIC, mocratouHoro mis (OTOXHMHYECKOM
MHAKTUBALMU TATOT€HHOTO MUKPOOPraHU3Ma, MPU HATUYHH.

Bapuanr ocymecrBaenuss 54. Habop cormacHo mo0OMy OJHOMY W3 BapHUaHTOB
ocymecTBieHust 45-53, mpu 3TOM TpeTHil KOHTEHHEep COAEPIKUT YCTPOMCTBO ancopOLuu
coenuHenus (CAD).

Bapuant ocymecrBaenuss S55. HaGop coriacHo m000My OZHOMY W3 BapHaHTOB
ocyuiecTBiaeHuss 45-54, mpu 3TOM TPEeTHl KOHTEWHEpP MOAXOAUT IJii XPAHEHUs KOMITO3ULINU
TPOMOOLIMTOB.

Bapuant ocymecrBaeHuss 56. Habop cormacHo 00OOMy OJHOMY W3 BapHUaHTOB
ocylecTsiaeHuss 45-55, AONOJHUTENBHO COAEPIKAIIMN YETBEPTHI KOHTEWHEpP, MpU O3TOM
YEeTBEPTbII KOHTEHHEP CONEpXKHUT ycTpoiicTBo ancopbumu coemunenus (CAD), u mpu 3TOM
YETBEPThI KOHTEHHEDP COEIMHEH C TPETbUM KOHTEHHEPOM.

Bapuantr ocymecrBaenuss 57. Habop cormacHo 00OMy OJHOMY U3 BapUaHTOB
ocyLecTBiaeHus1 45-56, TONONHUTENBHO COAEp KAIIUN MO MEHbLIEH Mepe OJMH KOHTEWHep I
XpaHeHUs, MpPU BTOM IO MEHbIIeH Mepe OJUH KOHTEHHep ANl XpaHEHUs MNOIXOAUT s
XPaHEHHsI KOMITO3MIMUA TPOMOOLIMTOB, M MPHU 3TOM IO MEHBIIEH Mepe ONWH KOHTEHHep s
XPaHEeHUsl COEIUHEH C TPETbUM KOHTEHHEPOM WM C YEeTBEPTHIM KOHTEHHEPOM, ITPHU HAJTMUUU.

Bapuanr ocymecrBaenuss 58 Habop cormacHo mo0OMy OTHOMY W3 BapHUaHTOB
ocymectsieHus 45-57, mpu stom PIC mpencrasnsier coboii mcopasieH.

Bapuant ocymectsiaenus 59. HaOop coriacHoO BapuaHTy OCYLIECTBICHUS 58, P 3TOM
PIC npencrasisier co0oli amoTOCaNEH.

Bapuanr ocymecrBaenuss 60. HaGop cormacHo m0o0OMy OJHOMY H3 BapHUaHTOB
ocywecTsiaeHus: 45-59, mpu 3TOM MEpPBbIM KOHTEHHEP, BTOPOM KOHTEWHEP WIM U NEPBBIH
KOHTEHHEep M BTOPOW KOHTEWHEp MOIXOIST IJI COSNUHEHHs C YCTPOWCTBOM adepe3a WM C
KOHTEHHEPOM, COZIEPIKALINM Ipernapar TPOMOOIUTOB.

Bapunanr ocymecrBaenuss 61. Komnosuuwms, copepkamas HHAKTUBHPYIOLIEE
naToreHHble MUKpoopranusmbl coenunenue (PIC) u nobaBounbiii pactBop TpoMOouuToB (PAS),
NIPY 3TOM KOMIIO3HLIUSI HE COIEPIKUT TPOMOOLIMTOB.

Bapuant ocymecrtBiaenusi 62. KoMno3uuus COracHO BapHaHTy OCYIUECTBJIECHHs 61,
npu 3toM KoHueHTpauus PIC cocrasisier ot mpubnmsurensHo 15 MKM 10 mpHONIM3HTENBHO
1500 MxM.

Bapunant ocymecrBienuss 63. Komnosunus cornacHO BapHaHTy ocyullecTBieHus: 01
WM BapUaHTy ocyliecTBieHus 62, mpu 3toM PIC npencrasnser coOoii ncopaeH.

Bapunant ocymecrBiaenust 64. KoMnosuuus COriaCHO BapHaHTy OCYIUECTBJIECHUs 63,
npu 3toM PIC npencrasisier coboli aMmoTocaneH.

BapuanT ocymecrBienus 65. Kommnosunus corinacHo Jr000OMy OOHOMY M3 BapUaHTOB
ocymectBieHus: 61-64, mpu stom PAS comepxut omHo wiam Oojiee U3 XJIOpUAA, alerara,
LUTpaTa, Kanus, Maraus, ¢pocdara, TIOKOHATA, TIIFOKO3bI 1 OnKapOoHaTa.

BapuanT ocymecrBienus 66. Komnosunus corinacHo Jr00OMy OOHOMY M3 BapUaHTOB

ocyecTsiaeHus 61-65, Mpu 5TOM KOMIO3ULUS SIBJISIETCS CTEPUIIbHOM.
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Bapuant ocymecrBiaenusi 67. Komnosuiuss TpoMOOLMTOB, MOJY4YE€HHAs CHOCOOOM

COTJIACHO JIFOOOMY OJTHOMY U3 BapHAaHTOB ocyIuecTBieHus 1-30.
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D®OPMYJIA U3OBPETEHUS

1. Cioco® nony4yeHus: KOMIO3ULUH TPOMOOLIUTOB, BKJTFOYAROIIIUN:

(a) mpemoctaBieHHME B TIEPBOM KOHTEWHEpE pacTBOpa, CONIEpKalero a00aBOYHBIN
pactBop TpombouuToB (PAS) u coenuHeHue 111 NHAKTUBALMK MATOT€HHBIX MUKPOOPTaHU3MOB
(PIC);

(b) cMemmBaHMe pacTBOpa 3Tamna (a) ¢ mpenapaToM TPOMOOLIUTOB; U

(c) BosmelictBue cBeroM Ha cMmechb stama (b), mocratouHoe i (OTOXMMHUYECKOH
WHAKTHBALMU MAaTON€HHOTO MHUKPOOPTaHW3Ma, MPH HAJIWYMU, C TMOJyYEHHEM TaKHM O0pa3om
KOMITO3UIIMH TPOMOOLIMTOB.

2. Cnocob6 mo m. 1, mpu sToM cmemuBanue Ha dStane (b) MPOUCXOOUT B MEPBOM
KOHTEIHepe.

3. Cnocob mo m. 1, mpu 3ToM cmemnBanue Ha 3tane (b) MPOUCXOAMT BO BTOPOM
KOHTEIHepe.

4. Cnocob mo m. 1 wim m. 2, mpu 3TOM BO3JEHCTBHE CBETOM Ha CMeCh Ha 3Tame (C)
IPOMCXOIHUT B IEPBOM KOHTEHHEpE.

5. Cnocob mo mrobdomy ogHOMY U3 min. 1-3, mpu 3TOM BO3IEHCTBHE CBETOM Ha CMECh Ha
sTane (¢) NPOUCXOAUT BO BTOPOM KOHTEHHEpE.

6. Cniocob mo moboMy ogHOMY 13 M. 1-5, mpu 3TOM mpenapaTr TPOMOOLIUTOB MOJYYAOT
MeTonoM adepesa.

7. Cnocob mo m. 6, mpu 3TOM CHOCOO AOMOJHHUTENBHO BKIMOo4YaeT mepen stanoMm (b)
COeIMHEHHE IePBOro KOHTEHHepa ¢ yCTpOHCTBOM adepesa.

8. Criocob mo m. 6 wiu n. 7, mpu 3TOM BTOPOH KOHTEHHEP COENUHSIOT C YCTPOHCTBOM
aepesa.

9. Cnocob no mobdoMy ogHOMY M3 L. 1-5, mpu 3TOM npemnapar TPOMOOLIUTOB MOJYYAI0T
U3 OqHOM miu Oosiee mopuuu (MOPLHIT) HETbHON KPOBH METOIOM JICHKOLUTAPHON TUIEHKH HITH
MeTonoM oboratieHHoi TpomboruTamu mia3mel (PRP).

10. Cniocob mo nroboMy ogHOMY U3 M. 1-9, HOMONHUTENBHO BKIIOYAOLIUH MMOCIIE dTarna
(c):

(d) mepenoc kKOMMO3ULIMK TPOMOOIIUTOB B TPETUH KOHTEIHED.

11. Croco® mo m. 10, mpu 3TOM TpeTHil KOHTEHHEP COAEPKUT YCTPOWCTBO ancopOLuu
coenunenus (CAD).

12. Cioco6 mo m. 10 wim . 11, mpu 3TOM TpeTuii KOHTEHHEP MOAXOMUT JJIST XPAHEHUS
KOMITO3UIIH TPOMOOIIMTOB.

13. Cnoco0 no mobomy ogHOMy 13 m. 1-12, mpu 3ToM pactsop stana (a) conepxkut PIC
B KOHLEHTPALUHU OT Npudmm3uTensHo 15 MkM go mpubmausutensao 1500 MM,

14. Crmocob mo mrobomy omHomy u3 mm. 1-13, mpu stom PIC mpencrasnsier coOoi
NICOpAJIeH.

15. Cnocob mo . 14, mpu 3tom PIC npencrasisier co0oi aMOTOCAJIEH.

16. Cnocob6 mo mobomy omHomy u3 nm. 1-15, mpu 3Tom mpemapat TpoMOOLMTOB

COIEPKUT IUIa3My, TPU 3TOM IUIa3Ma COAEPNKUT mpubmmsuresabHo 32-47% mo o0beMy cmecH
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stamna (b), mpuuemM 106aBOYHBINA PACTBOP TPOMOOIIMTOB COCTABJISIET OCTAILHON 00BEM.

17. Cnoco® o n. 16, mpu 3ToM cooTHouterne PAS u nimasmel mo o0beMy B cMecH 3Tarma
(b) cocraBisier mpubausuTenpHO 65:35.

18. Cnocob no mobomy onHomy u3 mm. 1-17, mpu sToM cmech sTana (b) conepxur PIC B
KOHLEHTPALUK,  JOCTATOYHOH, 4YTOOBI ~ NPUBOAMTH K  WHAKTUBALIMM  IAaTOT€HHOT'O
MHUKPOOPTaHU3Ma, ITPU HAJIMYMH, 10 MEHbLIEH Mepe Ha | MopsaoK.

19. Cnioco6 no mrodomy onHomy m3 mm. 1-18, mpu 3ToM cmech sTana (b) cogepxur PIC B
KOHLIEHTPALIMKM,  JOCTATOYHOM, 4YTOObI ~ TMPUBOAWTH K  WHAKTUBALIMUA  MATOT€HHOI'O
MUKPOOPTaHU3Ma, MIPHU HAJIMYMH, TI0 MEHbLIeH Mepe Ha 4 mopsiiKa.

20. Cnocob no mrobomy onnomy u3 . 1-19, mpu sTom cmech sTana (b) cogepxur PIC B
KOHLIEHTPALUH OT NPHOIM3UTENBHO 5 MKM 10 npubmusutensHo S00 MkM.

21. Cnocob mo m. 20, mpu 3ToMm cmech 3Tama (b) comepxkur PIC B KOHUEHTpauuu OT
npubnusuTensHo 145 MKkM o npubiusurensHo 155 MkM.

22. Cnocob mo m. 20, mpu 3ToM cMmech 3Tama (b) comepxkur PIC B KoHUeHTparmu oOT
npubnusuTensHo 30 MKM 1o npubnmsuTtensHO 90 MKM.

23. Cnocob mo mobomy ogHomy u3 . 1-22, npu 3tom PAS comepskut ogao uimu Honee
U3 XJIOpUIA, aleTara, [uTpara, Kaaus, Maraws, ocdarta, NIFOKOHATA, TIIFIOKO3bI U OUKapOOHaTa.

24. Crnocob mo narobomy omHomy u3 mi. 1-23, HOMONHUTENBHO BKJIFOYAIOIIUN TIepen
sTanom (c):

(b1) maxybammto cmecu stamna (b) B TeueHue nepuona ot 30 MUHYT 10 24 4acoB.

25. Cnocob mo moboMy ogHoMy M3 mn. 1-24, mpu 5TOM KOMITO3ULMS TPOMOOLIUTOB
COZIEPIKUT IO MEHbILEH Mepe 2% 10" TPOMOOLUTOB.

26. Cniocob no mobomy omHOMY U3 T, 1-25, npu 3TOM crocol sSIBJSETCS] AOCTATOUHBIM
IJIl MHAKTUBALIMK TATOTEHHOIO MHKPOOPTaHW3Ma, NPHU HAJIWYWM, N0 MEHbIIeH Mepe Ha 1
MOPSIIOK, Y TPH 3TOM KOMIIO3ULUST TPOMOOLIMTOB MOC/e 3Tama (C) MOAXOAUT it HH(y3uu
cyOBbekTy 0e3 IOmOJHUTENbHOW o00paboTku st yaaneHusi ocrarounoro PIC wmm ero
(b OTONPOAYKTOB.

27. Cnocob mo arboMy omHOMY U3 T, 1-26, mpu 3TOM CHoco0 SBISIETCS] JOCTATOUHBIM
IUIl MHAKTHUBALIMK TATOTEHHOrO MHKPOOPraHMW3Ma, MpH HAJW4YMH, 1O MeHblued mepe Ha |
NOPSIIOK, U TPH 3TOM KOMITO3UIUsST TPOMOOIMTOB MOcie 3Tana (C) MOAXOMUT st MHQY3UH
cyObekTy 0e3 mepeHoca KOMIO3MLUU TPOMOOLMTOB B KOHTEHHEp, COAEPKAIIMN YCTPOHCTBO
ancopbuuu coequuenus (CAD).

28. Cniocob mo mroboMy omHOMY U3 Tim. 1-27, mpu 3TOM crocod SIBISIETCS] JOCTATOUHBIM
IJIl MHAKTUBALMK TAaTOTEHHOIO MHKPOOPraHW3Ma, MpH HAJIWYWH, 1O MEHbIneid Mepe Ha 1
NOPSIZIOK, M TIPU 3TOM KOMITO3UIMsT TpoMOouuToB nocie 3tana (¢) comepxkur PIC 5 MxkM nnn
MeHee.

29. Criocob mo mrobomy ogHOMY U3 Tim. 1-28, mpu 3TOM crocod SIBIISIETCS] TOCTATOYHBIM
IUIl MHAKTUBALMK TATOTEHHOIO MHKPOOPraHM3Ma, MpH HAJWYMH, MO MEHbIueil mepe Ha 4
HOpsiiKa, MPU 3TOM KOMITO3ULMsT TpoMOouuToB nocie srana (c) coxepxxut PIC 2 MxkM wmnu

MeHee, U mpu 3ToM KoHueHTpauus PIC B cmecu mnpemapara TpOMOOLIMTOB U PacTBOPA,
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conepskamero PAS u PIC, cocrasnsier or mpubmmsutenbao 15 MkM o npubmusurensHo 150
MKM.

30. Criocob mosy4yeHusi KOMIO3UIUUA TPOMOOLUTOB, BKJIFOYAIOIININ (a) MPEeIOCTaBICHHE
pacTtBopa, copepxamero nodaBouHbli pactBop TpomboruToB (PAS) u coemmHeHue s
MHAaKTHBAaLUU mnaTtoreHHelx MmMukpoopranuszMos (PIC); (b) cmemuBanme pactBopa stama (a) ¢
npernapaToM TPoMOOLUTOB, (C) HMHKyOAIMI0O CMecH mpenapaTa TPOMOOLUTOB U PacTBOPA,
comepxxamiero PAS u PIC, B Teuenme nepuonma ot mnpubmmsurensHo 30 MHHYT 710
npub3uTeNbHO 24 4yacos; U (d) BO3melcTBHE CBETOM Ha MHKYOMPOBAHHYK CMeCh 3Tamna (C),
IOCTaTO4HOE Uil  (POTOXMMHYECKOH WHAKTUBALMM MATOTEHHOTO MUKPOOPTaHM3Ma, TpU
HAJIMYHH, C IOJYYEHHUEM TaKUM 00pa3oM KOMITO3UIIMUA TPOMOOLIUTOB, TIPH STOM:

(1) crioco® sBNsieTCS TOCTATOYHBIM JJISi MHAKTHBALMK MAaTOT€HHOTO MUKPOOPTaHH3MA,
IIPY HAJIMYUH, IO MEHbIIEH Mepe Ha 1 MopsaoK;

(i1) xonuentpauusi PIC B cmecn mpemapata TpOMOOLMTOB M PacTBOPA, COMAEPIKAILEro
PAS u PIC, cocraBnsier ot npubnmsurensHo 15 MkM no npubmmsurensao 150 MxM; u

(111) xoMmo3uIMsi TPOMOOLIMTOB IOCHE BO3IEHCTBUS CBETOM Ha CMECh Ipemnapara
TPOMOOIHUTOB U pacTBopa, coaepxaiero PAS u PIC, conepxut menbie yem S MM PIC.

31. HaGop auist mostyueHus: KOMIO3UIINH TPOMOOIIMTOB, COAEP KA

(a) mepBBIli KOHTEWHEp, COAEPKAIUN PACTBOP, COIEpPKAIIMA TOOABOYHBINH PACTBOP
TpomboruToB (PAS) u coenuHeHne 7151 HHAKTUBALIMY NaTOreHHbIX MuKpooprannsMos (PIC), n

(b) BTOpOIT KOHTEWHEP, MOAXOASIIUN I COASPIKAHMS TIperapara TPOMOOIIMTOB B CMECH
¢ pactBopowm, conepskaum PAS u PIC,

IIPU 5TOM NEPBBIM KOHTEHHEP HE COENUHEH CO BTOPBIM KOHTEMHEPOM.

32. HabGop mo m. 31, mpu 3TOM IepBbI KOHTEHHEP MNOAXOOUT MAJIsI CMEIIMBAHUS
npemnapara TpoMOOIIMTOB ¢ pacTBOpoM, coaep:kauum PAS u PIC.

33. Habop no n. 31 miu 1. 32, mpu 5TOM BTOPOH KOHTEHHEP MOAXOAUT JUIS CMEIIHBAHUS
npenapara TpOMOOLIUTOB C pacTBOpoM, conepskamum PAS u PIC.

34. Habop mo smoboMy ogHOoMy m3 . 31-33, mpu 5TOM BTOPO# KOHTEHHEp MOIXOAUT
IUTs1 BO3ACHUCTBUS CBETOM Ha Tpernapart TpPOMOOIIMTOB B CMECH C PacTBOPOM, copepkamum PAS u
PIC, nocrarouHoro mysi (OTOXMMHYECKON MHAKTUBALMH MATOT€HHOTO MUKPOOPTAHMU3MA, TPHU
HAJTUYHH.

35. Habop no mobomy ogHoMy u3 . 31-34, mpu 3TOM mepBbIii KOHTEHHEP MOIXOAUT
1T BO3ACHCTBUS CBETOM Ha Tpernapart TPOMOOIIMTOB B CMECH C PacTBOPOM, copep:kamuM PAS u
PIC, nocrarounoro mnsi (OTOXMMHYECKON MHAKTHUBALMH MAaTOTE€HHOTO MUKPOOPTAHMU3MA, TPHU
HAJTUYHH.

36. Habop mo mobomy ogHOMy m3 mm. 31-35, mpu 3TOM BTOpPOH KOHTEHHEP COAEPIKUT
ycTpoiictBo ancopouuu coequHenus (CAD).

37. Habop mo mobomMy ogHomy m3 mm. 31-36, mpu 5TOM BTOPOH KOHTEHHEp MOIXOAUT
IUIs1 XpaHEHUS] KOMITO3ULIMH TPOMOOIIUTOB.

38. Habop mo mroGomy omHomy u3 mi. 31-37, HOMONHUTENBHO COAEPIKALIUNA TPETHI

KOHTEHHep, NPU 3TOM TPETHH KOHTEHHEP COMEP>KUT YCTPOWCTBO ancoOpOLUU COENUHEHHS
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(CAD), u ipu 5TOM TpeTuii KOHTEHHEP COENNHEH CO BTOPhIM KOHTEHHEPOM.

39. Habop o robomy ogHOMY 13 mit. 31-38, HOMONHUTENBHO COAEPIKAIIHIA 10 MEHbIIEH
Mepe OJUH KOHTEWHEp IJIs1 XPaHEHUs, NPU 3TOM IO MEHbIIEH Mepe OAUH KOHTEWHEp I
XPaHEHMsI MOAXOAUT JUIsl XPAaHEHUsI KOMITO3UIIMM TPOMOOLIUTOB, W IIPU 3TOM IO MEHbIIEH Mepe
OIUH KOHTEHWHep A XpaHEeHHs COEIMHEH CO BTOPbIM KOHTEMHEPOM WM C TPETbUM
KOHTEHEepOM, ITPU HAJTHUYUU.

40. HabGop no mobomy omHomy u3 . 31-39, mpu 3TOM pactBop, comepxkaiuii PAS u
PIC, umeet obbem mexxny npubmausutensbHo 100 vt u npubnusurensao 1000 mot.

41. Habop o mobomy onromy u3 1. 31-40, npu stom PIC HaxoauTcst B KOHIIEHTPALMH
oT npubmu3uTensHo 15 MKkM 1o npubnusutensHo 1500 MkM.

42. Habop mo mobomy omnomy uz mm. 31-41, mpu stom PIC mpencraensier coboii
NICOpAJIEH.

43. Habop no . 42, npu 3tom PIC npencrasisier codoli aMmoTocaeH.

44. Habop mo mobomMy onHoMmy u3 mil. 31-43, mpu 3TOM mepBblii KOHTEHHEP, BTOPOH
KOHTEHHEpP WM WU NEpPBbll KOHTEWHEpP M BTOPOH KOHTEWHEpP MNOAXOMAT IJIsl COEAUHEHHUs C
yCTPONCTBOM adpepesa Mili ¢ KOHTEHHEPOM, COAEePIKALIUM ITpenapaT TPOMOOLUTOB.

45. Habop muist mosy4eHust KOMITO3UIIUH TPOMOOIIMTOB, COAESP KA

(a) mepBeIi KOHTEIHED, conepskamuil 100aBOUHBIN pacTBop TpombouuToB (PAS);

(b) BTOpOl KOHTEliHep, COoAep KAlMiA COeNWHEHWE JIi WHAKTUBALMU TaTOT€HHBIX
mukpoopranuzmMos (PIC); u

(c) TpeTuii KOHTElHEep, NOAXOMAIUN I COAEPIKAHUS IpenapaTa TPOMOOLUTOB B CMECH
¢ PAS u PIC,

IIPU 3TOM MEPBbIM U BTOPON KOHTEHHEpPbI COENUHEHBbI APYr C APYrOM, U NPU 3TOM HHU
OJIMH U3 NIEPBOr0 U BTOPOTO KOHTEHHEPOB HE COEAMHEH C TPETbUM KOHTEHHEPOM.

46. Habop mo m. 45, npu 5TOM BTOPOH KOHTEHHEp MOIXOIUT Uil KoMOUHUpoBaHus PAS
c PIC.

47. Habop 1o 1. 45, npu 5TOM NEpBbIii KOHTEHHEP MOAXOIUT JIsi KOMOUHHPOBaHUs PAS
c PIC.

48. Habop mo smobomy omHOMy u3 mil. 45-47, mpu 3TOM BTOPOH KOHTEHWHEp MOIXOIHT
IUI cMelrBaHus npemnapara Tpomboruros ¢ PAS u PIC.

49. Habop no mobomy onHoMmy u3 mm. 45-47, mpu 3TOM NEpBbIi KOHTEHHEP MOAXOIHUT
IUI cMelnnBaHus npemnapara Tpombonuros ¢ PAS u PIC.

50. Habop no mobomy ogHOMY U3 Timl. 45-47, Ipy 5TOM TpeTHUi KOHTEHHEP MOIXOAUT AJIs
cMmemnBaHus npemnapara Tpomborutos ¢ PAS u PIC.

51. Habop no mobomy ogHOMY U3 1. 45-50, mpu 5TOM TpeTuii KOHTEHHEp MOAXOAUT AJIs
BO3JEHCTBUSI CBETOM Ha mpemnapar TpomoOonutoB B cmecu ¢ PAS u PIC, mocrarodnoro mis
(b oTOXMMUYECKOH MHAKTHBALMY TATOT€HHOT'O MUKPOOPTraHU3Ma, IPU HAJTUYHH.

52. Habop no mobomy omHomy u3 mm. 45-50, mpu 3TOM BTOpPOW KOHTEHHEP MOAXOIUT
IUTSL BO3JIEHCTBUST CBETOM Ha mpemapar TpomOonuToB B cmecu ¢ PAS u PIC, nocraTounoro st

(I)OTOXHMHHGCKOﬁ WHAKTUBALUU MMATOTCHHOIO MUKPOOpTraHu3Ma, Ipu HaJIUIUH.
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53. Habop mo modomy ogHOMy u3 mit. 45-50, mpu 5TOM NepBbIii KOHTEHHEP MOAXOIUT
11 BO3IEHCTBHS CBETOM Ha mpenapar TpomoOouuTtos B cmecu ¢ PAS u PIC, nocratounoro st
(b OTOXUMUYECKOH MHAKTHBALIMY TATOT€HHOTO MUKPOOPTaHU3Ma, IPU HAJIUYHH.

54. Habop no mobomy ogHOMY U3 mIl. 45-53, mpu 5TOM TpeTUil KOHTEHHEp CONEP>KUT
ycrpoiictBo ancopOuun coenunenus (CAD).

55. Habop no mobomy ogHOMy 13 mm. 45-54, npu 5TOM TpeTuii KOHTeHHep MOIXOAUT ISt
XPaHEHUs] KOMITO3UIIMU TPOMOOLIUTOB.

56. Habop mo nobomy omHOMY U3 Il 45-55, NOMONHUTENBHO COAEPIKAIINA YeTBEPThIN
KOHTEHHep, MPU 3TOM YEeTBEPThIIi KOHTEHHEP COAEPIKUT YCTPOMCTBO ancoOpOLUU COETUHEHHS
(CAD), u mpu 5TOM 4eTBEPThIH KOHTEHHEP COENUHEH C TPETHHM KOHTEHHEPOM.

57. Habop no nmoboMy OnHOMY U3 mil. 45-56, TOMONHUTENBHO COAEPIKAIIMHA 10 MEHbINEH
Mepe OJUH KOHTEWHep IJIs1 XPaHEHHWs, NPU 3TOM IO MEHbIIEH Mepe OAUH KOHTEWHEep AJIs
XPaHEHHsI OIXOAUT JUTSI XPAHEHUST KOMITO3UIIMHA TPOMOOLIUTOB, M TIPU 3TOM IO MEHbIIEH Mepe
OIUH KOHTEHHep MAJs XpaHEHUs COEAUHEH C TPETbUM KOHTEHHEPOM WM C YeTBEPThIM
KOHTEHHEPOM, NPU HATUYHH.

58. Habop mo mobomy omHoMy u3 mm. 45-57, mpu stom PIC mpencrasnser coboii
NICOPAJIEH.

59. Habop no 1. 58, mpu 3Tom PIC npencrasinsier codoii aMoTOCaIEH.

60. Habop mo mobomy ogHOMy M3 mm. 45-59, mpu 5TOM MeEpBBI KOHTEHHEp, BTOPOH
KOHTEHHEpP WM WU NEePBbI KOHTEHHEP M BTOPOM KOHTEHHEpP MOAXOAAT IJIsl COEAUHEHUs C
yCTPONCTBOM adpepesa Miiu ¢ KOHTEHHEPOM, COAEePIKALIUM ITpenapaT TPOMOOLIUTOB.

61. Komnosuuus, cozpepkamasi COCAUHEHHUE [UII HMHAKTUBALMM  IATOTE€HHbIX
mukpoopranusmoB (PIC) u nobasounsiii pactBop TpombouuTos (PAS), mpu 3TOM KOMIO3HLINS
HE COAEPKUT TPOMOOLIUTOB.

62. Kommnosuuus no 1. 61, npu 3Tom koHnenrpauus PIC coctaBnsier oT nprOIM3UTENTEHO
15 MxM 1o npubnusutensHo 1500 MKkM.

63. Komnosunuus no . 61 wiu . 62, npu 3toMm PIC mpencrasnsier coboii ncopaeH.

64. Komnosunus no m. 63, npu 3trom PIC npexacrasnisier coO0it aMOTOCAJIEH.

65. Kommnozunust mo modomy oxHomy u3 mm. 61-64, mpu stom PAS copepkut onHO mim
Oonee w3 XJjopuma, amerara, LUTpaTa, Kanus, MarHus, ¢ocdara, TIOKOHATA, TIOKO3bI H
OukapboHara.

66. Komnosunust mo modomy ogHOMy H3 mil. 61-65, mpu 3TOM KOMITO3ULHS SIBJISIETCS
CTEPUJIbHOM.

67. KoMno3umust TpOMOOLIMTOB, MOTyueHHast CiocoOoM 1o Jirodomy ogHomMy u3 . 1-30.
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