®AKTOP IX- TECT

HA

WHCTPYKUMA

No NPUMEeHEeHUI0 MeAULMHCKOrO U34enuna ANA ANArHOCTUKM in
vitro «Habop peareHTOB anA onpeaeneHUs aKTUBHOCTU dak-
Topa IX cBepTbiBaHMA KpoBu (PaKkTOop IX-TecT)

no TY 9398-021-05595541-2009»

HA3HAYEHMUE

Mp e np ieHne. MeanuMHCKoe w3penve Ans AMArHoCcTMKM in vitro «Habop
peareHToB A1 onpefeneHns akTvBHocTU IX dakTopa ceepTbiBaHua kpoeu (PakTop IX-Tect) no
TY 9398-021-05595541-2009» (cokpalleHHOoe HaumeHoBaHue — dakTop IX-TecT) npeaHasHayeHo
Ans onpeaenenust akTueBHocTU bakTopa IX (db. IX) B nnasme KpoBu Yenoeeka OAHOCTAAWWHBLIM
KJIOTTMHIOBbIM MeToaoM. PakTop IX-TecT npegHasHayeH Ans paboTbl pyyYHbIM METOZOM, a Takke
Ha aBTOMaTUYECKMX U MONyaBTOMAaTUYECKUX KOarysloMeTpax, CrocobHbIX perncTpuposaTh 06paso-
BaHMWe CrycTka B MPUCYTCTBUM KaonnHa.

MNMpeaHasHauyeHHbIH nonb3oBaTenb. OnpefeneHne akTMBHOCTU takTopa IX MOXEeT NpoBoAUTb
Bpay-nabopaHT unu denbalep-nabopaHT. Habop npeaHasHayeH TONbKO AN NPoheccMoHanbHoOro
NPUMEHEHNS B KITMHUYECKOI NabopaTopHON ANArHOCTUKE.

O6nactb npuMeHeHus. O6nacTb NpUMeHeHUs Habopa — KIMHUYECKas MeauLMHa, KIMHUYecKas
nabopaTopHas AnarHoCT1Ka, KOHTPO/b KayecTBa B TPaHChy3MOonorum.

AnarHocTnyeckas ponb. OnpegeneHne akTMBHOCTU (pakTopa IX MpoBOAAT C LENbio AMarHoCTu-
Ku reModunun B 1 Ansi KOHTPONS 3a AOCTATOYHOCTbIO 3aMECTUTENBHOW Tepanuu npu remounum
B, ANs AMarHOCTUKW TPOMBOMUINM, CBSI3aHHOM C NOBBILLEHHOW aKTUBHOCTbIO thakTopa IX, a Takke
L5 onpeaeneHnst KayecTsa aHTUreMoubHbIX Npenaparos.

HayuHas 06ocHoBaHHOCTb TecTta. dakTop IX B cBoelt akTuBHOW hopme IXa B MpucyTCTBUM KO-
daktopa VIIIa aktmeupyeT aktop X B TeHasHOM Komnnekce. CyMMapHasi akTUBHOCTb 3TUX
aKTopoB BAMSIET Ha 3HaueHue Tecta AYTB. Wcnonb3oBaHue cy6CTpaTHON Niasmbl, AeULMTHOM
no dakrtopy IX, NO3BONSAET BbIUNEHUTb U ONPEAENUTb ero aKTUBHOCTb.

XAPAKTEPUCTUKA HABOPA

CocraB Habopa

3puUnna, MMOMUILHO BbICYLLEHHBINM aHanor kebanuHa, - 1 hnakoH;

KaonuH, cycneHsus B 0,9%-0M pacTBope HaTpusi xnopuctoro — 5,0 mn/dnakoH — 1 dnakoH;
0,025M pactBop Kanbuus xsopuctoro - 5,0 mn/dnakoH — 1 dnakoH;

Mnasma cyberpatHas IX, nmodunbHo BbicyweHHas 1,0 Mn/dnakoH - 1 dnakoH;
Mnasma-kanubpatop NMocunbHoO BeicyweHHas 1,0 mn/dnakoH - 1 dnakoH;

Bydep MMMAa30M10BbIN KOHLEHTPUPOBAHHBINA — 5,0 Mn/dbnakoH — 1 dnakoH.

Yucno aHanusmpyembix npob 6uonormyeckoro matepmana

OpvH Habop npeaHasHayeH Ans nposeAeHus 20 aHanu3oB Npu pacxoge 50 MKN peareHTa Ha oauH
aHanms.

MpuHUMN meTopa.

Mpu fobaBneHnn K pa3BeaeHHoN vcceayeMoii nnasme cyGeTpaTHOM AeULMTHON NNasmbl Mponc-
XOAUT Koppekuusi Bcex (pakTopoB cBepTbiBaHWsi kpoMme ¢.IX. MosTOMy BpeMsi CBepTblBaHUS B
TecTe AYTB cMecu pasBefieHHON UccneayeMoit U cybeTpaTHoi aeduumnTHOM no ¢.IX nnasm 3asu-
CUT TONBKO OT akTUBHOCTM (.IX B Uccneayemoii nnasme. AKTUBHOCTL ¢.IX onpeaensiot no kanué-
POBOYHOMY rpacdhvKy pasBefeHuI NnasMbl-kanubpaTopa C yCTaHOBIEHHOW akTUBHOCTbIO d.IX.

METPOJIOITMYECKAS NPOCJ/IEXXUBAEMOCTDb 3HA‘-IEHVIVI,

MPUNMNCAHHbBIX KAJIUBPATOPY

AkTuBHOCTb . IX B nnasme-kanubpaTope ycTaHaBIMBAIOT NPy aTTecTalmnn Kaxaon cepun npotms
BHYTPEHHero CTaHAapTa, KOTOpbI B CBOIO o4epeab Gbln aTTecToBaH MPOTUB Myna AOHOPCKOM
nnasmbl, B3ATOM OT He MeHee 100 340pOBbLIX AOHOPOB 060Ero Mona, akTMBHOCTL hakTopa IX B
KOTOPOM npuHAaTa 3a 100%.

AHAJTIUTUYECKUE XAPAKTEPUCTUKHN

CneunduyHOCTb

Cnepytolve BelecTBa He BAMSIIOT Ha NPaBUIBHOCTb OnpeaeneHns akTuBHocTv §.IX: 6unupybun
B KOHUeHTpaumn o 0,6 r/n, cBo6oAHbIM reMornobuH — Ao 5 r/n, Tpuranuepuabl — Ao 6 r/n n
HepakLMOHMPOBaHHbIM renapuH — Ao 1 ME/MA. Mpu NpeBbIlUEHNN YKa3aHHbIX KOHLIEHTpaLuii
BO3MOXHO MOJTyYEHME JTIOXKHO 3aHKEHHbIX PE3y/bTaToB.

TouHoCTb

AKTMBHOCTb (. IX B Nnasme-kanubpaTope C aTTeCTOBaHHbIM 3HAYEHWEM B HOPManbHOM 061acTn B
npegenax 80 — 110 %.To4HOe 3HauYeHWe akTUBHOCTU dakTopa IX B nnasme-kanubpartope ykasaHo
B MacropTe Ha Kaxayto cepuio Habopos.

[onycTMoe OTKNOHEHWE OT aTTecTOBaHHOrO 3HAYEHWs! NPW OMpeAeneHun akTUBHOCTU ¢. IX B
KOHTPO/bHOI Mnia3me He npesbiwaet 10%.

Bocnpon3soanMoCTb

KoahduumeHT Bapuaumm pesynbTaToB onpefeneHus aktuBHocTM . IX He npesblwaer 10%.
[lonycTMbIi pa3bpoc pe3ynbTaToB Npu onpeaeneHun aktusHocTu @. VIII B oaHol npobe nnasmbl
KpOBW pa3HbiMi HabopaMun 0fHON cepum, He npeBbilwaeT 10%.

JnHeiHOCTb

B TecTe Ha «MHENHOCTb» B AnanasoHe oT 100 A0 2% oTknoHeHue He Gonee 10%.
YyBCTBUTENBHOCTb

YyBCTBUTENBHOCTL Onpepenerus @.IX He 6onee 1,5%.

3HaueHus, COOTBETCTBYIOLME HOPMa/IbHbIM

B HOpMe B nNna3me KpoBMW YenoBeka akTMBHOCTb cakTopa IX coctaBnsieT 50 — 150%.
OrpaHu4eHus MeToaa

KnuHuyeckas AVArHoCTMKa He [0/MKHA OCHOBbIBATbCA TOJMIbKO Ha pe3ynbTatax onpeaeneHus
akTuBHOCTW chakTopa IX Habopom ®aktop IX-TecT. Mpu nocTaHoBke AMArHo3a AO/MKHbI BbiTb
PacCMOTPEHbI KTMHUYECKME CUMNTOMbI U Apyras 3Ha4vMas TectoBas VIH(bOpMaLLVISI.

MEPbI MPEAOCTOPOXXHOCTU

Habop ®aktop IX-TecT npegHasHayeH Ans AMArHOCTMKM in vitro. Knacc moTeHuManbHOro pucka
npuMeHeHns Habopa - 2a.

Habop peareHToB AYTB-TECT He SIBNSIETCS UCTOYHUKOM OMACHbIX U3MyYeHWit W BbiAeneHun B
OKpYXXaloWylo cpey W He MpeAcTaBnsieT PUCKOB, CBSI3aHHbIX C BO3MOXHOCTbIO B3pbiBa M
BO3ropaHusi.

Mpu paboTte c Habopom creayeT cobntoAaTb MpaBuna, ONUCaHHble B CReAyoLMX AOKYMEeHTax:

<<CaHm‘rapHo-anMAeMmonormqecme TpeGOBaHMH K opraHusauusm, ocyLecTBsAOWUM
MeAMUMHCKYlo  fesitenbHocTb»  (CanluH - 2.1.3.  2630-10 ot 30.09.2010); CaHuTapHo-
anugeMuonormyeckve npasuna  «Mpodunaktnuka BUY-uHdekummn» (CM 3.1.5. 2826 ot

11.01.2011).
® Mna3ma-kanubpaTtop 1 nnasma cybcTpaTtHas IX nonyyeHbl U3 NnasMbl KPOBU YenoBeka, KapaH-
TUHU3UPOBAHHOW W MPOBEPEHHOW Ha OTCYTCTBME aHTuTen k BUY 1, 2, Bupycy renmatuta C u
HBsAg. TeM He MeHee, He cnepyeT UCKIoYaTb OCTaTOYHOrO MUHUMaNbHOrO pucka npu paboTe C
HaGOpOM, MOCKO/bKY MNnia3Ma KpOBW YenoBeKa SABMSAETCA NOTEHUMANbHO ONACHbIM B6uronornyecknm
MaTepuasnom.

lale;

Mpu paboTe ¢ nccneayeMbiMu 06pasLiaMn KPOBM NaLMEHTOB clieayeT HafeBaTb 3alUMTHYIO OAeXay
(xanar), a TaKkkKe MeAMLMHCKME AMArHOCTUYECKME OAHOPA30Bble MepYaTKy, T.K. 06pasLibl nnasmbl
KPOBM YenoBeka CrefyeT paccMaTpuBaTh KakK MOTEHUMaNbHO MHMULMPOBAHHbIE, CrOCOGHbIE
[ANVTeNbHOE BPEMS COXPaHATb U NepeaasaTb BUPYChl MMMyHoeduumTa yenoseka BUY1 n BUY2,
BUpYChI renatuta B 1 renatuta C unm nio6oit Apyroi Bo36yauTenb BUPYCHON MHdEKLMM.

OBOPYNOBAHUE N MATEPUAJIbI

KoarynomeTp, CnocobHblii perucTpupoBaTb 06pa3oBaHMe Cryctka B MPUCYTCTBUM KaonuHa C

HabopoM MacTUKOBbIX KIOBET;

LieHTpudyra nabopaTtopHas;

CceKyHAoMep (ANs py4YHOro MeTozaa);

TepmobaHs, NoAAepXXvBaloLast TemnepaTypy nntoc 37°C (Ans py4Horo Metoga);

nMneTk1 nonyasToMaTUYeckne OAHOKaHasbHble nepeMeHHoro obbema, 50-200 mkn u 200-1000

MKJT;

- Mpo6MpKK NIACTUKOBblE BMECTUMOCTbIO 10 MN 1 3,8% 3-x 3aMelueHHbIN uuTpaT HaTtpus 5,5-
BoAHbIM (0,109 M) unm

- BaKyyMHble CUCTeMbI 151 B3ATUS KPOBYU C 3,2% 3-X 3aMeLLeHHbIM LIMTPaToOM HaTpusi 2-BOAHbLIM
(0,109 monb/n);

- MEepHbI UMnuHAp;

BOAA AUCTUNNMPOBaHHaS;

nepyaTku MEAULIMHCKUE ANarHOCTUYECKUE OAHOPA30BbIE;

6ymara MacluTabHO-KoOpAWHaTHas nonynorapudmuyeckas.

AHAJIUBNPYEMbIE OBPA3LbI

Bup aHanusupyemoro 6monornyeckoro Matepuana

Habop ®akTop IX-TecT npeaHasHauyeH ANisi onpeaeneHnst akTUBHOCTU ¢. IX B BeHO3HoOl nnasme
KpOBW YeroBeka U B neyebHbIx npenapatax gakTopa IX.

O6pasubl NnasMbl KPOBW AN aHanu3a He AOMKHbI ObiTb FeMONU3MPOBaHbI, CoAepXaTb CryCTKu,
NpUMECh 3PUTPOLINTOB, HE AO/KHbI KOHTAKTUPOBaTb CO CTEKNISIHHON NMOBEPXHOCTbIO.

Mpoueaypa nonyvyeHus 6Monoruyeckoro MaTepmana

MonyveHune nna3Mbl BEHO3HOI KPOBU

BeHo3Hy10 kpoBb 0TO6paTh B NNACTUKOBYIO Npobupky ¢ 3,8% (0,109 Monb/n) UMTPaTOM HaTpus B
COOTHOLUEHUM 9:1 1NN B BaKyyMHble CUCTEMbI 15t B3STUS kposw € 3,2% (0,109 mMonb/n) umMTpaTom
HaTpWs, LLEHTPUDYrMpoBaTL NPKU KOMHATHOM TemnepaType nntoc (18-25)°C B TeueHue 15 MUH Npu
3000 o6/mMuH (1200 g).

YcnoBus xpaHeHusi 6Monornyeckoro matepnana

BpeMs xpaHeHWs UcciedyeMon niasmbl 40 aHanusa - He 6onee 4 4 Npu KOMHATHOW TeMnepaType
N He 6onee 8 4 npu Temnepatype oT nmoc 2 Ao rumoc 8°C. [lomyckaetcs OfHOKpaTHoe
3aMOpaXu1BaHue Nnasmbl Npy TemMnepatype MuHyc 18-20°C 1 xpaHeHue Npu 3T TemnepaTtype He
6onee 2 mecsLes.

OrpaHuM4YeHHs Mo UCNo/ib30BaHUIO 6MonorMyeckoro MaTtepuana

Mpu paboTe ¢ KPOBbIO 06LMM NPaBUIOM SIBNSIETCA HEMEAJSIEHHOE OTAENEeHWe nnasMbl OT hopMeH-
HbIX 2/1IEMEHTOB, TaK KaK HEKOTOpble BelleCTBa MOryT nornowaTtbCa U UHaKTUBMPOBATLCA 3PUTPO-
UMTaM1 1 NenKoumuTaMu.

MoBTOpHOE 3aMopaxuBaH1e 06pasLioB UCCeAyeMoi NnasMbl He AOMycKaeTcs, T.K. NpW MOBTOP-
HOM 3aMOpaXWBaHWUW 1 OTTaUBaHUM NPOMCXOAUT YacTUYHas AerpafaLms 6enkoBbIX BELECTB.
NoAroToBKA PEArEHTOB /11 UCCNNEAOBAHUSA

Pa6ounii 6ydepHbiii pacTBop. bydep MMUAA30108BbI KOHLEHTPUPOBaHHBIN pa3secTy B 20 pa3
(conep>xmmoe hnakoHa MepeHecT B MepHbIN LMAnHApP, AoBecT 4o 100 MN AUCTUANMPOBAHHOMN
BO/JIOW U TLaTeNbHO NepemelLaTh).

KedanuH-kaonmHoBass cMecb. BHecT BO nakoH € 3punuzaoM (kedanuHoM) CycrneHsuio
kaonuHa. KedanuH-kaonnHoBasi cMecb roToBa K MPOBEAEHMIO aHanu3a uyepe3 30 MUHYT nocne
no6aBneHus kaonuHa. Mepea NpoBeaeHUEM aHanu3a BCTPSAXMBATD.

Mnasma cy6cTtpatHas IX. Bo ¢nakoH ¢ Mnasmoit cybectpatHo IX BHect 1 mn
[OMCTUNNMPOBAHHOKM BOAbI, PacTBOPWUTL MPW OCTOPOXHOM MOKauMBaHWUW. Bpems pacTBOpeHus
peareHTa B AUCTWNNMPOBAHHONM BOAE NMpW KOMHATHOWM TemnepaType OT nntoc 18 ao nntoc 25°C
cocTaBnisieT He Gonee Tpex MUHYT. Mcnonb3oBaTb Yepes 20 MUHYT NOC/e pacTBOPEHUs.
Mnasma-kanubpaTtop. Bo dnakoH ¢ nnasmMoi-kanubpatopoM BHECTM 1 MA AWUCTUMSIMPOBAHHOM
BO/Ibl, PAaCTBOPUTbL MPU OCTOPOXHOM MOKaunBaHuM. Mcnonb3osaThb Yepe3 20 MUHYT nocne pacTBo-
peHus.

Kanbuusa xnopuaa 0,025 M pactsop. SIBNsS€TCS FOTOBLIM peareHTOM A1t NPOBEAEH!s aHanu-
3a. Mepen aHanu3oM nporpeTb npu natoc 37°C. MoBTOpHOe NporpeBaHne BCKPLITOro (rakoHa He
peKkoMeHAayeTcs. -

NPOBEAEHUWE UCCNTEQOBAHNUN

MoaroToBka uccneayembix 06pasuos ANls aHanusa

MpuroTtoBnexHne nnasMbl NauueHTa

YuuTbiBas, YTo copepxanue ¢. IX B uccneayemoit nnasMe nauueHTa MOXET 6biTb, Kak HU3KWUM
(remocunus), Tak U MOBbILEHHLIM (TPOM6OMUANSA), UCCIeayeMblii obpasel, nnasMbl NauueHTa
peKoMeHAyeTCsi cHavana pasBecTu pabounm 6ydepHbIM pacTBOpOM B 5 pa3 u onpeenvtb no
KanM6poBOYHOMY rpacdmKy akTUBHOCTbL . IX No MeToAy, onucaHHOMy Hike. Ecnu akTuBHOCTb .
IX Gonee BbicoKasi M He yaaeTcs no rpacduKy OnpeaenuTb aKTUBHOCTb, UccneayeMbliit obpasely
cneayeT passecti B 10 unu B 20 pa3 pabounm 6ydepHbIM pacTBOpOM Mo cxeMe:

Oxwupaemast akTUB-HOCTb Passene- 06bem O6bem Koadhepu-
$IXB % Hue B pa3 nnasmbl M 6ydepa mn umneHT K

Bonbuwe 150 20 0.1 1.9 4

Ot 50 o 150 10 0.1 0.9 2

MeHbLe 50 5 0.1 0.4 1

MpuroTtoBneHne o6pasua npenapara ¢akropa IX

Mpenapat ¢aktopa IX pa3BecT W MpoaHanuU3MpoBaTb COMMAcHO (apMakomneiiHol CTaTbe Ha

npenapar.

MNpoBeneHne aHanu3a Ha aBTOMaTUYECKOM KoaryJsioMeTpe

- BbibpaTb Ha koarynomeTpe nporpamMy Afsi OnpeAeneHus akTMBHOCTU akTopa IX oaHocTa-
[NAHBIM KNOTTUHIOBBLIM METOAOM;

- MNOMECTUTb d)ﬂaKOHbI C NPUroTOBNEHHLIMU peareHTaMu B COOTBETCTBYIOLLME ﬂhlelzKM Koaryno-
MeTpa;

- 3anycTuTb MPOrpaMMy MOCTPOEHUS KasiMBpOBOYHOM NPAMOI (4N KaXKAOW HOBOW CEpUM peareH-
TOB);


https://renam.ru/faktory-svertyvaniya-krovi/faktor-ix-test.html

- TNOMECTUTb KOHTPOJIbHbIE U UCCIeAyeMble 06pasLibl Nia3Mbl B COOTBETCTBYIOLME SUENiKM Koary-
noMeTpa;

- 3anycTuUTb NPOrpaMMy U3MEPEHUS;

- cuuTaTb pesynbTaThl.

MNMpoBeaeHne aHanusa Ha NOJlyaBTOMaTUYECKOM KoarysioMeTpe 1 py4yHbiM METOAOM

MNMocrp Kanmép o rpac

Vicnonb3oBaTh TOMbKO MNACTUKOBblE NPOBMPKU. TMPUrOTOBUTL Cnepylowmne passeaenus Mnasmbl-

kanubparopa:

Mpobupka, N2 1 2 3 4 5 6
AkTnBHOCTb (hbakTopa IX A* 0,5A 0,25A 0,125A 0,0625A 0,01A
B [nasme-kanubpartope,

%

Pabounii 6yepHblit 0,8 0,5 0,5 0,5 0,5 0,5
pactsop, Mn1

PactBop nnasmbli- 0,2 - - - - -

kanmbpartopa, Mn
Mepemelsatb 1 nepeHe- I T I T I T I T I T
cM B C/ledytoLyo
npobupky, Mn 0,5 0,5 0,5 0,5 0,1
*A — akTMBHOCTb (hakTopa IX B Mnasme-kanmbpaTope, ykasaHHas B macrnopTe Ha Habop.
Bo Bcex pasBesieHusx Mna3mbi-kanmbpaTopa NPOBECTU OMpeaeneHne BPEMEHN CBEPTbIBaHNS, CeK,
no MeTozy, ONMWCaHHOMY HWXE, W BHECTU B NaMsiTb MOJSlyaBTOMATUYECKOro Koarysiomerpa Ans
MOCTPOEHMs kKannbpoBOYHOro rpaduka.
[ns pyyHoro MeToaa Ha MaclTabHO-KOOPAWHALIMOHHOW nonynorapudmuyeckoi 6ymare nocTpo-
UTb KanMB6POBOYHBIN FpaduK 3aBUCMMOCTW BPEMEHU CBEPTbIBaHUS, cek, (0Cb ¥Y) OT akTUBHOCTU .
IX, %, (ocb X) B Nna3me-kanubpatope. padvk AoMKEH NPeacTaBnsTb COGOW MPSIMYIO IMHUIO.
KannbpoBouHbIii rpadmk Takxke MOXHO MOCTPOUTL, UCMONb3ys nporpamMmy Microsoft Excel.
MpoBeaneHne aHanusa

BHeCTM B KIOBETY aHanu3aTopa Wiu npobupky: 06bemM

OfHo M3 pa3BeaeHuit Nnasmbl-kannbpaTtopa (MccneayemMon nnasmbl) 50MKn

PacTBOp nnasmbl cybcTpaTHOM AedruUmMTHOM 50MKn

KedanuH-kaonnHosas cMecb 50MKn
WHKy6npoBaTb npu 37°C, TOYHO 3 MUHYTHI.

Kanbumsa xnopuga 0,025 M pacteop 50 mMKn

PETMCTPALIUA PE3YJIbTATOB

Pernctpupytot BpeMsi OT MOMeHTa [06aBneHust KanbLusi Xiopuaa A0 MOMeHTa obpasoBaHus
crycrka.

ﬂnﬂ noslyaBTOMaTU4yeCKux WM aBTOMATUYECKUX KOoarynosiorM4yeckux aHanu3aTopos cneayet
BOCMO/b30BaTLCS Mporpammoii dakTop IX-TecT COOTBETCTBYIOWENO aHanmu3aTopa.

[ns py4HOro MeToAa, UCMoNb3ys KanubpoBOYHbINM FPaduK WU 3HAYeHUe BPEMEHW CBEPTbIBAHMS
nccneayemoro obpasua, onpeaenuTb akTMBHOCTb @. IX. MonyyeHHoe 3HauveHue cneayeT yMHO-
XUTb Ha KO3 DULIMEHT pa3BeaeHmns K, COOTBETCTBYIOLIMIA pa3BeaeHuto nccneayemMoro obpasua.
WHTepnpeTauus pesynbTaTos

3a eAnHULY aKTMBHOCTM NMPUHWUMAETCS akTUBHOCTL thakTopa IX, coaepxcalierocs B nyne AOHOP-
CKOM NnasMbl, B3STON He MeHee YeM oT 300 340pOBbIX AOHOPOB MyXUYMH. AKTUBHOCTb (hakTopa IX
Bblpa)kaeTcsi B MeXAyHapoaHbix eanHuuax (ME) wnu B npoueHTax, npuyem 1ME/Mn cooteeTCTBY-
et 100% aKTUBHOCTU.

YpoBeHb aKTUBHOCTH (hakTopa IX B n/1a3Me B HOPME M NMAaToOJIOT UK.

AkTnBHOCTb hakTopa IX B % 3abonesaHune
Bonbuwe 150 MouyeyHas HeAOCTaTOYHOCTb

[vabet

Tpombodunmyeckoe coctosiHne

Mp1eM ropMoHanbHbIX KOHTpaLEeNTMBOB
Ot 50 o 150 Hopma
Ot 25 o 49 emocunms B, ckpbitas hopma
Ot 5 oo 24 emocunus B, nerkasi popma
Or1p05 FeMocunmns B cpeaHelt TsxkecTun
MeHblue 1 FemModunus B, Tskenas dopma

KOHTPOJ1b KAHECTBA

HopManbHble 1 naTonormyeckme 3HauveHust akTMBHOCTM akTopa IX B nnasme nauueHToB crneayet
KOHTPOMIMPOBaTh C MOMOLLbIO M1a3Mbl KOHTPO/BLHOM, Koa KM-2.

MynbTvkanubpatop, koa KM-16 MoxeT 6biTb MCMONb30BaH ANS MOCTPOEHUs KanvbpoBOYHOrO
rpadvika.

YC/NOBUAA XPAHEHNSA U TPAHCNOPTUPOBAHUA

Cpok roagHocTn Habopa ®aktop IX-TecT — 24 Mecsiua. He ncnonb3oBaTb Habop nocne ucteveHus
cpoka rogHoctu!

Habop cTtabuneH B TeYeHWe BCEro Cpoka roAHOCTU MPU YCNOBUW XPaHEHUS B YKYNOPEHHOM BUAE
npu TemnepaType oT natoc 2 Ao nntoc 8°C. JonyckaeTcs XxpaHeHWe Habopa npu TemnepaTtype Ao
nntoc 25°C He 6onee 10 cyTok. 3amopaxwuBaHue Habopa He aonyckaeTcs. M3aenus, XxpaHuBLUMeCs
C HapyLUeHUEM pernamMmeHTMpOBaHHOIO peXxunMa, NpUMEHeHNo He noanexar!

PacTBopeHHble peareHTbl CleayeT XpaHuTb B MIOTHO YKYNOPEHHOM COCTOSHUM

CTabnNbHOCTb NPUrOTOBJIEHHBIX peareHToB

PeareHTbl +2-8°C +18-25°C -18-20°C
KedanuH-kaonvHoBas cMecb 14 cyToK 1 cyTku 2 mecsiua
PacTBop nnasmbi-kanvbpaTtopa 8 yacos 4 vaca 2 mecsiua
PacTeBop nmnasmbl cybcTpaTtHoM aedbu- 8 yacos 4 yaca 2 mecsiua
LUMTHOU

Pabouwii 6ydepHbIi pactBop 1 mecsy 5 cyTok -

PacTBOp KanbLus xnopuaa ctabuneH Npu KOMHaTHOW TeMmepaType B Te4YeHMe BCero cpoka Xxpa-
HeHus.

OTTanBaTh 3aMOPOXEHHbIE peareHTbl cneayet npu Temnepatype nnwoc 37°C. OTTasswwue
peareHThl CrieflyeT UCronb30BaTh B Te4eHne 2 Y.

TpaHcnopTupoBaHue Habopa ®akTop IX-TeCT AOMKHO NPOBOAMTLCS BCEMW BMAAMU KPbITOrO
TpaHCNopTa B COOTBETCTBUU C TpeﬁOBaHMRMVI W npaBuiamn, MNPUHATbBIMW Ha [AaHHOM Buae
TpaHcrnopTa, npu Temnepatype oT maoc 2 Ao nmoc 8°C. [lonyckaeTcs TpaHCnopTMpoBaHue
Habopa npu TemnepaType Ao nnoc 25°C He 6Gonee 10 cyTok. 3amopaxusaHue Habopa He
[nonyckaeTcs.

FTAPAHTUU U3TOTOBUTENA

MpeanpusiTe-M3roToBUTENb rapaHTUPYET COOTBETCTBME Habopa ®dakTop IX-TecT TpebGoBaHusM
TexHuueckux ycnosuii (TY) Npu cobntopeHUn YCnoBuiA TpaHCMOPTUPOBaHWUS, XpaHeHUs U npuMe-
HEHUSI, YCTaHOBNEHHbIX TY.

MEPbI NO BE3OMACHOW YTUIN3ALMN OTXOO0B

B cootBeTcTBUM C «CaHWTapHO-3NWMAEMUONOrMYECKMMU  TpebGoBaHUSMKW K OBpalleHuio C
MeanUMHCKUMUM oTxoAamu» (CanlMuH 2.1.7.2790-10 ot 12.12.2010) otxoabl OT paboTbl ¢ Habopom
dakTop IX-TeCT ¢ ucnonb3oBaHWeM 06pa3LOB MasMbl KPOBKU MaLMEHTOB WM Habopbl C UCTEKWNUM
CPOKOM XpaHeHWs OTHOCATCA K knaccy b.

OTxopapl cObMpaloT B OAHOPa30Bble MakeTbl XEeTOro LBeTa, NakeTbl 3anoHsoT Ha TpU YeTBepTH,
3aBA3bIBAIOT, MapKUPYIOT Haanucbio: «OTxoabl. Knacc B», HaHOCAT Ha 6MpKy HasBaHue
opraHusaumu, aaty u ®VO ucnonHUTeNs M MOMeLLAloT Ha Y4acTOK BPEMEHHOrO XpaHeHus A0
BbIBO3a TPAHCMOPTOM CMELManbHOro NoapasAeneHns K MecTy o6e3sapaXuBaHns U yTUAM3aLmi.
BbiBo3 OTX040B knacca B aAns  o6esBpexuBaHWs UM YTUAM3aUMM  OCYLLECTBNSIETCS
CreLmany3npoBaHHbIMU OpraHU3aLmMsM1, VMEIOWMMN IMLEH3NIO Ha AaHHbIA BUA AESTENbHOCTU.
TpaHcnopTupoBaHue, obe3spexxMBaHMe W 3axOpOHeHWe OTX0AOoB knacca b ocyuwectsnsietcs B
COOTBETCTBUM C TUMMEHUYECKUMU TpeboBaHWSIMM, NpeabsBASEMbIMA K MOPSAKY HaKOMIeHUs,
TPaHCMOPTUPOBaHWS, 06e3BPEXMBaHNS N 3aXOPOHEHUS TOKCUYHBIX MPOMBILLIIEHHBIX OTXOAOB.
OTxopapl paboyero BydepHoro pactBopa OTHOCSITCS! K OTX0AaM knacca A.

CUMBOJ1bl, TPUMEHSEMbIE NP MAPKUPOBKE HABOPA
CumBon HavmeHoBaHue cumsona

Homep no katanory

MeanumHcKoe usaenue Ans AnarHoCTvKM in vitro
Buonoruyeckuii puck

TemnepaTypHblii AManasoH
06paTUTECh K MHCTPYKLMM MO MPUMEHEHMIO

W3rotosutenb

E S~2[]
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