@] FPAHYM D-aumep J1aTekc-Tect

JaTeKCHAa arJJIoTHHALIA

IHcTpykiis
3 BUKOPUCTAHHA HA00pYy peareHTiB
JIs BU3HaYeHHs1 D-1umepy B 1m1a3mi KpoBi

D-numep jgatekc-TecT

IN VITRO

Tineku mu1st MpodecitHOTO BUKOPUCTAHHS. 36epiratu mpu 2-8°C

IMpununn meroxy
B TecTi BHKOPHCTOBYIOThCS MOHOKJIOHAIBHI aHTUTLIA, cnemudiudi g0 D-gumepy ¢iOpuny, ane He 10
¢iOpiHOTeHy Ta MPOMYKTIB Horo Aerpanariii. AHTUTLIA TIOB'SI3aHi 3 YACTOYKAMHU JIATEKCY, TOMY IIPH 3MIillTyBaHHI
Ha TOPU3OHTAIIBHINA TMOBEPXHI JIATEKCHOI CYCIEH3Il 3 IUIa3MOI0, M0 MiCTUTh D-aumep, 3'SIBISE€ThCS BUAMMA
arJIOTHHAIIIS.

IIpu3HayeHHs
Habip «D-gumep matekc-TecT» NMpU3HAYCHWH IS SKICHOTO a00 HaIiBKUIBKICHOTO BU3Ha4YeHHA D-mpuMepy B
TUIa3Mi KpoBi JIIOJUHU. D-TuMep - OJMH 3 HABaXJIMBIIIMX MapKepiB aKTHUBAIil 3rOpTaHHs KPOBi, OCKIJIBKH BiH
dbopMyeThCsl 1 TOTpamuisie B KPOBOTIK y pe3ylbTaTi YTBOPEHHS Ta TMOAANBIIOTO J3HCY IUIa3MiHOM
crabimizoBaHoro ¢iopuny. IlinBumenns piBas D-muMepa mMae AiarHOCTUYHE 3HAYEHHS Y XBOPHX 3 TPOMOO30M
rTUOOKMX BEH, TpoMOoeMOoIieto JiereHeBoi aptepii, AB3-cuHApOMOM Pi3HOTO TeHe3y, IPU TPOMOOIITHUHIH
Teparii, BariTHOCTi. BUCOKI MOKa3HUKHU CIIOCTEPIraloThCs 1 MPH JTIKYBaHHI XBOPUX aKTUBAaTOpaMu (piOpHHOIMIZY
(cTpenToKiHA3010, aBENE3WHOM, aKTHIi3e Ta iH.). Y 3B'I3KY 3 UMM, METOJ 3aCTOCOBYETbCS B KOMIUICKTI 3
BU3HAUYEHHSIM KOHUEHTpauii GiOpuHOreHy A1 KOHTPOJIIO Takoi Teparii.

Cxnan Habopy
. JlatexcHa cycnensis.
. Po3unHHUK.
. [lo3uTrBHMIT KOHTPOJIb, SIKUH MicTHTh D-mumep Otk 200 ng/ml (Hr/mo).
. HeratuBHUi1 KOHTPOJIb.
. [Manuuku A7t nepemiiryBaHHs.
. TecroBuii cnauz.
. [HCTpyKI1isl 3 BUKOPUCTAHHSI.
. Ceptudikar gKocTi.
AHaNITUYHI XapaKTePHCTUKH

Uytnusicts TecTy cranoButh 200 ng/ml (Hr/min).
BukopucranHsi B HA00pi BUCOKOOYHIIIEHUX MOHOKJIOHAIBHUX aHTUTLI U TOKPHUTTS JIATEKCHUX YaCTHHOK,
JIO3BOJISIE TOCATTH BUCOKOI crienin()iHOCTI BU3HaUeHHs. JIaTeKcHUI peareHT BUCOKOCTIe(IYHNIN 10
BiJTHOIICHHIO 10 D-uMepy Ta He pearye nepexpecHo 3 ¢iOpuHOreHoM, 3muTiM GidprHoreHoMm dakropa Xllla
a00 npoayKTaMu po3mnaay QiOpuHOreHy.

Ilepenik HeoOXiTHOrO yCTATKYBaHHS
- neuTpudyra sadopaTopHa;
- CEKyHJIOMID;
- minetku MictkicTio 0.02, 0.1, 1.0 ml (m);
- IpoOIpKHU CKIISHI;

Hinroroska 3pa3kis
KpoB mi1st gocnimpkeHHs 3a0UparoTh 3 JIKTHOBOI BEHH B IIACTUKOBY a00 CHIIIKOHOBaHY NMPOOIPKY, IO MICTHTh
3.2% po3uMH HATPiIO TUMOHHOKHCIIOTO TPHOX 3aMillleHOro (LIUTPATy HATPilo), CHiBBiAHOMIEHHS 00’ €MiB KPOBI 1
uuTpaty HaTpito - 9:1. Kpor nenrpudyryrors npu 3000-4000 r/min (06/x8) (1200-1400 g) npoTsirom
15 min (xB). B pe3ysnbrati oTpuMytoTh 0iIHY TpoMOOIMTaMU TUIa3My, Ky NIEPEHOCSTh B iHITY NpoOipKy, je
30epiraroTh A0 MPOBEACHHS NociimkeHHs. LleHTpudyryBanHs Mae IpoBOAUTHUCS Oe3MOCEPENHBO MICIs B3ATTA
KpOBI, a Bi0ip Mmia3Mu Ha IOCIIPKEHHS Biapa3y k micis neHtpudyrysanss. He momyckaeThcs aHalli3 mia3Mu
XBOPHX, IO MiCTUTE TermapuH, EJITA, 1o Mae 3rycTku, TeMoJTi3 1 oTpuMaHoi Oibire Hix 2 h (rox) Tomy.
CrabinbHicTh: 2 wk (Trxn) mpu -20°C.
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[lIBuaKO po3MOpoKyiiTe 3amoposkeHi 3pa3ku npu 37°C i neHTpudyryiiTe nepes TeCTyBaHHSIM.
IlinroToBKa peareHTiB

[lepen BukopucTaHHsM HaOip BUTpUMaiiTe MpH KiMHATHIN TeMmnepaTypi npotsarom 30 min (XB).
Bci pearenTy roTOBI 10 BUKOPHUCTaHHSI.
Ilepen BUKOpHUCTaHHIM MEepeMilIaiiTe TATEKCHY CYCIIEH3II0 JIETKUM CTPYIIYBaHHSM (hIaKOHY.

IIpoBenenHs g0CaiIKeHHA

1. SIkicHe BUBHAYEeHHS
Hanecits Ha TecToBmii cnaiin mociimoBHO 1o 20 pl (MKIT) TO3UTUBHOTO, HETATUBHOTO KOHTPOIIIB Ta 3pa3Ky.
Hamnecits nopsin i3 3pa3zkom mo 20 pl (MKI) JaTeKcHOT CycneHsii.
[NepemimaiiTe maTM4YKOr0, sIKa HATAETHCS A0 CKIIay Ha0Opy ab0 CKIISTHOIO, YBIMKHITE CEKYHIOMID.
O6epeXHO TOXUTYHTE TECTOBUH Claiil KpyroBUMH pyxaMu 3 min (XB).
. IIpoBexiTh OMiHKY pe3yIbTATIB TOCIiIKEHHS.
HKmo B JIOCITI/PKYBaHUX 3pa3Kax BiACYTHS arifOTHHALISA, TO Pe3yJabTaT CIIiJi BBAXKATH HETATHBHUM 1 MOJANIBIINX
JOCHIDKEHB 3pa3Ki HE BUMAraroTh.
ArmrotuHaIis (pe3yNbTaT MO3UTUBHUMN) XapaKTepPU3y€EThCS MOSBOI0 HEOTHOPIMHOI CyMili, IO MOCHITIOETECS 3
yacoM. ATJIOTHHAIII0 YaCTUHOK JIATEKCY B Mpo0ax MOPIBHIOIOTH 3 pe3yJbTaTaMH AOCHIIKEHHSI KOHTPOJIbHUX
3pa3kiB. [103UTHBHUI KOHTPOJIb € JIUIIIC AKICHAM 1 HE MiJIAra€e MoaIbIIOMY PO3BEIACHHIO.
[HKONTM TIpM 3MiNTyBaHHI 3pa3KiB 3 JIATEKCOM MOXKYTh YTBOPHUTHCH OLNi TUIACTIBII, SKi HEMOXKHA IDIYTaTH 3
ArTIOTUHALIETO.

2. HaniBKijibKicHe BU3HAYEHHS

BuxonaTty TIUTEKH TS 3pa3KiB 3 MO3UTHBHUM PE3yJIbTATOM MU SKICHOMY aHaJIi31.
3a IOTOMOTOI0 PO3YMHHMKA TOCTiTOBHO po3Benite 0.1 ml (M) 3paska B 2, 4, 8, 16 i T.4. pa3iB 3rigHO 3
TaOIHIICIO.
Cxema po3BeICHHS 3pa3Ka JJIs HaliBKUTbKICHOTO BU3HAYEHHS.

N

Ne po3BeneHHS Tutp Po3unHHuK 3pa3ok
1 2 0.1 ml (mir) 0.1 ml (M)
2 4 0.1 ml (M) 0.1 ml (M) po3BeneHns Nel
3 8 0.1 ml (mn) 0.1 ml (mx) po3BeneHHst Ne2
4 16 0.1 ml (M) 0.1 ml (mi1) po3senenns Ne3

Ipumimxka. Ilpu xonnentpanii D-giMepa > 4000 ng/ml (Hr/mi1) HEOOXiAHO BUKOPUCTOBYBATH OLIBII BUCOKI
PO3BEICHHS JIOCIIKYBAHOT CHPOBATKH.
[MpomapkyliTe TecTOBI ciaiiau, BKa3aBIIM PO3BEJCHHS 3pa3ka, Ta 3MillaiiTe BiJMOBIHO pO3BElECHHS 3pa3Ka 3
JATEeKCHUM pPearcHTOM Ha IDIAHIIETI, IK OMHCAHO B MPOLEAYP1 Il SKICHOTO aHaJli3y.

Ouinka pe3yabTaTiB
MaxkpoCKOIIYHO JTOCIIAUTH HasBHICTh 200 BiJICYTHICTh BUJMMUX arjIFOTUHATIB MICJs OXUTYBAHHS TECTOBOTO
ciaiiy nmpoTsarom 3 min (XB). ANIIOTHHAIIIO, sIKa BiOyIachk micis 3 min (XB), pO3LIHIOIOTH K HeCTenU(pidHy.
HasBHicTh armroTHHAILIT CBIAYNTH PO KOHIEHTpaIlito D-mumepa, 1o 1opiBHIOE a00 MepEeBUIIY€E Yy TIINBICTh
peareHry, sika BKazaHa B cepTHU(IKaTi SIKOCTI.
[Tpu HaniBKUJIbKICHOMY BU3HAYCHHI KOHICHTPAI[iF0 BU3HAYAIOTH 10 (DOPMYIIi:

D-mumep, ng/ml (Hr/mi1) = 9yTIUBICTD X TUTP,

I€ TUTp - HaWO1JIbIIIe PO3BENCHHS 3pa3Ka, e MPUCYTHS aryIFOTHHALIS JIATEKCHUX YaCTHHOK.
Hanpuxnaz, skmo armoTuHawis cnocrepiranacs B TUTpi 1:4, To Heooxigno 200x4=800 ng/ml (ar/mi).
[To3uTHBHI Ta HETATUBHI KOHTPOJII PEKOMEHTYIOTHCS TSI MOHITOPHHTY BUKOHAHHS IPOLIEAYPH, 8 TAKOXK
MOPIBHSIILHOT MOJIEII [T Kpalllol IHTepIpeTallii pe3yibTaTy.
Bci pesynbraTy, BiiMiHHI BiJ pe3ybTaTy HETaTHBHOTO KOHTPOJIO, TpeOa pO3LiHIOBATH K MO3UTUBHI.
PedepenTtHi Betnunumn
D-nmumep mpucyTHIHN y T1a3Mi KPOBi MPAKTHYHO 3JI0POBUX JIFOJIEH, IPOTE HOTO PiBEeHb B HOPMI HE MEPEBHUIIYE
200 ng/ml (ar/™mIN).
30epiranns Ta ctablIbHICTH
30epiratu Habip npu Temmneparypi 2-8°C npoTsarom Bcboro tepminy aii 18 mth (mic). Ilix yac BuKopucTaHHS
peareHTiB 3anobiraTi 3a0pyJHEHHS Ta MOTPAIUIIHHS MPSIMUX COHSYHUX MTPOMEHIB.
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Bumoru 6e3nexu Ta yruiizamii
1. YHHKaTH MOTPAIUISTHASA B POT, 04l Ta Ha MKipy. B pasi moTparmisHHs, TPOMUTH BEIHUKOIO KUTBKICTIO BOAX Ta
3BEPHYTHCS 32 KOHCYJBTALI€EI0 J0 JIiKapsl.
2. BukopucroByBatu 3ac00M 1HAMBIIyaJILHOTO 3aXUCTY MPU pOOOTi 3 HAOOPOM.
3. 3He3apakeHHS Ta YTIII3allisd peareHTiB, CHPOBATOK, TECTOBUX CIAMIB UM CKJISHHUX IUIACTUH HPOBOTUTH
3TiIHO 3 YUHHUM 3aKOHOAAaBCTBOM.

TpaHcnopTyBaHHS

Habopu TpancmopTyroTh BciMa BUJaMH 3aKPUTOTO TPAHCIIOPTY MpH Temmuepatypi mo 25°C.
JomyckaeTbest TpaHCIIOPTYBaHHS 3a cepeqHbo000B0i Temmeparypu 37°C we Oinbine 72 h (tox).

I'apanTii BUpoOHuKa
1. BupoOHUK rapaHTye BIAMOBITHICTh SKOCTI HAOOPIB BHUMOTraM TeXHIYHOTO pErJaMeHTy MIOJ0 METUIHHX
BUPOOIB st miarHoCTUKH in vitro Ne 754 Bin 02.10.2013 p. mpu gogep:kaHHI CIOKUBAYEeM YMOB 30€piraHHs.
2. lapanTiiiHuii TepMin 30epiranns craHoBuTh 18 mth (mic) 3 AHA BUTOTOBIEHHS HAOODY.

KoMmmiekramist

[REF] 8.016 [REF] 8.017
Bwmict 45 Bu3H. 85 BU3H.
JlarekcHa cycrieHsis 1 dn.x0.9ml (mnn) | 1 ¢ x1.7ml (M)
Pozunnnuk 1 g x 10 ml (M) | 1 1. x 20 ml (M)
[To3uTHBHMI KOHTPOJIH 1 ¢a. x 0.25 ml (mi1) | 1 . x 0.5 ml (M)
HeraruBHuit KOHTPOIHL 1 ¢m. x 0.25 ml (M) | 1 . x 0.5 ml (M)
[Nanmuky ans nepeminryBaHHs 40 wr. 60 mIT.
TectoBuii cnaiin 1 mT. 2 mT.

d TOB «JIABOPATOPIA 'PAHY My, Ykpaina, 61001, m. Xapkis, Bys1. ®pankiscbka, 14.
Ten./dbake: (057) 752-32-31, www.granum.ua

CuMBOJIM HA TPOAYKIIL
d Bupo6uuk BuroroBjeHo: Jlara supoOuunrsa IlpugaTHo xo: Tepmin npunaraocti Cepisi: Homep cepii

Bupi6 MeanuHMIA 718 [IarHOCTUKY in Vitro I:E_:] KoncynpryliTech 3 IHCTPYKII€IO i3 BUKOPUCTaHHS
Bepertu Bing cCOHSYHOTO CBiTIa (4{ 3Hak BiAnoBimHOCTI TEXHIYHUM periiaMeHTaM Temneparypue
0OMEKEeHHS 3acTopora. 3BepHITbCS JI0 IHCTPYKIIii 3 BUKOPUCTAHHS JIJIs1 OTpUMAaHHs iHpopmarii momo

3aCTepeIKEHb, IONEPeKeHb, 3a001KHUX 3aX0/I1B Karanoxuuii Homep
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