HABIP IOA
AnAa BUSHAYEHHA N-TEPMIHAJIbHOTO
MO3KOBOIO HATPIMYPETUYHOI O NENTUAY
JMIOAUNHU (NT-PROBNP)

N-Terminal Pro-Brain Natriuretic Peptide (NT-ProBNP) Elisa
Kit

Kamanoe. N°: MBS2701867
K-cmb mecmis: 48

Bepcis 13.0

OcHOB0I0 _npu__NposedeHHi aHaznizy € opu2iHaa _iHCmpyKyii
aHeniticekoro Mogoto, 8kiadeHoi 8 Habip. Homep i dama sepcii
opu2iHany ma nepeknady iHCmpyKyii nosuHHi cnisnadamu.

-

NMPU3HAYEHHA

Llen Habip - ue imyHObepMEeHTHUIA aHani3 TUNY «CeHABIY» ANA in Vitro KinbKiCHOro
BumiptoBaHHA NT-ProBNP B cvpoBaTui niognHu, nnasmi, TKAHUHHUX rOMOreHarax,
ni3aTax KniTWH, cynepHaTaHTax KMIiTVHHOI KynbTypu Ta iHWWX 6ionoriyHmx
pianHax.

PEATEHTU TA MATEPIAJIU, LLIO NOCTAYAIKOTbCA B HABOPI

PeareHTn K-cTb PeareHTn K-ctb

MNonepeaHbo NoKpUTUN YwinbHioBau ana

96-NyHKOBWI NNaHLWeT Ana 1 nnaHweris ana 96 4

cTpunis JIYHOK

CraHgapTt 2 PO34YMHHUK CTaHAapPTY 1x 20 mn (mL)

PeareHT A o BUABNEHHA 1x120 mKn (pL) POSH!’IHHMKA”M 1x12mn (mL)
aHanizy

PeareHT B ons BusABneHHs 1x120 mKn (pL) POSH!’IHHMK B ana 1x12mn (mL)
aHanizy

TMB cybcTpat 1x 9 mn (mL) CTon-po3ymH 1x6mn (mL)

Bydep ana npommeaHHA 1% 20 mn (ml) MocibHuK 3 1

(30 X KOHLeHTpaT) ekcnnyatadii

HEOBXIAHI MATEPIAJIY, WO HE MOCTAYAIOTbCA B HABOPI

. 34ynTyBay MiKponnaHweTiB 3 GpiNbTPOM JOBXMHM XBUIi 450 HM (Nm)

. OpHo- abo 6araTokaHanbHi NINETKN 3 BUCOKOIO TOYHICTIO Ta OAHOPa30BUMMN
HaKOHeYHnKamMn.

. MikpoueHTpudyKHi Npobipku.

. [leioHizoBaHa abo gucTunboBaHa Boga.

. Ab6copbytoumnii nanip Ana BUTMPaHHA MiKponiaHLeTa.

. KoHTeliHep AnA NPOMMUBHOIO PO3UMHY.

. 0.01 monb/n (molL/L) abo (1x) pocpaTHo-conboBoro bydepa, pH7.0 - 7.2.

3BEPIFTAHHA HABOPIB

1. [inA HeBMKOpMUCTaAHOro Habopy: Becb Habip MoxHa 36epiratn npu -20°C
(°C) npoTAarom TepmiHy NpUAATHOCTI Ta NPOTAroM ogHoro micaua npu 4°C
(°C). Ona 3pyyHOCTi eKCneprMEHTY, peareHTV TakoX MOXHa 36epiratu
okpemo, CraHpgapt, PeareHT A anAa BusABneHHs, PeareHt B ana
BUABNEHHA Ta 96-NYHKOBUII CTpUN-NNaHweT cnig 36epiratn npu -20°C
(°C), Topi AK iHWi MOXyYTb 36epiratuca npu 4°C (°C).

2.  [nAa BMKOPUCTOBYBAHOro Ha6opy: Konu Habip BUKOPUCTOBYETHCA,
peareHTn, AKi  3anuwwunnca  nNoTpibHo  36epiratm  BignosigHO Ao
BULLE3a3HauYeHUX YMoB 36epiraHHsa. Kpim Toro, 6yab nacka, MoOBEpPHiTb
HEBUKOPUCTaHI NyHKN Ha3af y NakeT i3 ¢ponbru, AKMN mMicTuTb ocyllyBay, i
3acTe6HiTb.

MpumiTtka: HacTinHO pekomeHAYy€eTbCA BUKOPUCTATY PeLUTy peareHTiB NpoTArom

1 MicAuA 3a YMOBWY, LLO Lie A0 3aKiHYEHHA TepMiHy NpWUAATHOCTI Habopy. TepmiH

npyAaTHOCTI Habopy AVBUTUCA Ha eTUKETL Ha KopobLi Habopy. Bci KOMNOHeEHTH

CTabinbHi A0 3aKiHUEHHA TePMiHY MPUAATHOCTI.

3ABIP TA 3BEPITAHHA 3PA3KA

CupoBatka - BukopucrosyBaTi NpobipKy Ana cenapauii CMpoBaTKu i JO3BONUTK
3paskam 3ropHyTMCA NPOTArOM ABOX FOAMH NP KIMHATHIN Temnepatypi abo 3a
Hiy npu Temnepatypi 4 °C (°C) nepep ueHTpUdyrysaHHAM NpoTArom 20 XBUIIMH
npubnusHo npu 1000xg. HeraHo npoaHanisyBaTy CBiXKONPUIOTOBNEHY
cmpoBaTKy abo 36epirat 3pasku B anikoTax npu -20°C (°C) abo -80°C (°C) ana
noganbLioro BUKOPUCTAHHA. YHuKatn NOBTOPHUX LlVIKHiB
3aMOPOXKYBaHHA/PO3MOPOXKYBaHHS.

Mnasma - 3i6bpatn nnasmy, Bukopwuctosytoun EATA abo renapvH B AKOCTI
aHTukoarynanty. LleHtpudyrysatn 3pasku npotarom 15 xsunuH npu 1000xg npu
Temnepatypi 2 - 8 °C (°C) npotarom 30 xBunWH nicna 3abopy. HeraiHo BuganuTn
nnasmy Ta 3pa3ok, abo 36epirati 3pasku B anikeoTtax npu -20 °C (°C) abo -80 °C

(°C) AnAa  nopjanblIOro  BMKOPUCTaHHA.  YHUKATW  MOBTOPHMX  LMKAIB

3aMOPOXKYBaHHSA / PO3MOPOXKYBaHHA.

TKaHUHHI romoreHaTh - [igrotoBKa romoreHaTiB TKaHVWH Oyfde 3miHOBaTUCA

3aNeXHO Bifi TUMY TKAHUHW.

1. TKaHWHW NpomMuBanu B KpuxaHomy PBS po3uumHi ans Toro, Wwob petenbHo
BMAANNTM 3aliBY KPOB i 3BaXKyBanu nepes romMmoreHisaui€to.

2. [pibHUnn TKaHUHWU [JO ManeHbKWMX LIMATOUKiB i romoreHisyBanu ix y
cBixomy nisnc-6ydepi (katanor: MBS2090451, noTtpibHo BMGMpaTtn pisHUn
nisnc-6ydep, Brxogaun 3 cybKNiTMHHOIO po3TallyBaHHA LinboBOro 6inka)
(w: v =1:20-1: 50, HanpwvKnag, nisuc-6ydep 1mn (mL) gopatoTte fo 20-50 mr
(mQ) 3paska TKaHWHM) 3i CKNAHMM romoreHizaTopom Ha nbogy. (Micro Tissue
Grinders woks, Takox).

3. OTpvMaHy cycneHsilo pyiHyBanu ynbTpa3BYKOBUM pO3pMBayeM KAiTWH,
MOKWN PO3UYNH HE OYNCTUBCA.

4. Totim, romoreHaTn UeHTpudyrysanu npoTtarom 5 xBuauH npu 10000xg.
3ibpaTu cynepHaTaHT i aHanisyBaTn HeranHo, abo anikBoTyBaTu i 36epirati
npu < -20 °C (°C).

JlisaTh KRiTUH - KNiTMHKM NOTPiGHO ni3yBaTV Nepepn aHani3om BiANOBIAHO A0

HaCTyNHWX BKa3iBOK.

1. Mpunerni KNiITMHM Cnig 06epexHO NpomuTy XxonogHum PBS posunHOMm,
MoTim BifjlLapyBaTVi TPUMNCMHOM i 3i6paTi LeHTpudyryBaHHam npu 1000xg
NPOTArom 5 XBUIIMH (CYCMEH3iiHI KNiTUHM MOXHA 3i6paTn 6e3nocepeHbO
LUIAXOM LLeHTPUPYryBaHHSA).

2. pomuTy KNiTUHM Tpun pasmn y xonogHomy PBS posunHi.

3. KnitnHu pecycnengysatv y cBixomy nisuc-6ydepi 3 koHueHTpauiewo 107
knitun/mn  (cells/mL). Y pasi HeoOXifgHOCTI, KNiTMHW MOXHa mnigAaeaTu
YNbTPa3ByKOBil 06pO6LL, MOKN PO3UMH HE OUYNCTUTBCA.

4. Uentpudyrysati npu 1500 X g npoTtarom 10 XBUAUH Npu Temnepatypi 2-8
°C (°C) mna BupaneHHa 3anuwWKiB KNiTvH. MpoaHaniyBat HeramHo abo
aniksoTyBsaTy i 36epiraTv npu Temnepatypi <-20°C (°C).

CynepHaTaHTU KAIiTUHHOT KynbTypum Ta iHWi 6ionoriuHi piguun -

Llentpudyrysat 3pasku npotarom 20 xBunmH npu  1000xg. 3i6patu

cynepHaTaHT Ta HeralHoO aHanisyBaTu, abo 36epiraTv 3pasku B anikBoTax npu

Temnepatypi -20°C (°C) a6o -80 °C (°C) ANA NOAanbLIOro BUKOPUCTAHHA.

YHVKalTe NOBTOPHMX LINKNIB 3aMOPOXKYBaHHA / PO3MOPOXYBaHHA.

MpumiTtka:

1. 3pasku, Aki 6ygyTb BUKOpPUCTaHi NPOTAroM 5 AHIB, MOXHa 36epiraTn npu
Temnepatypi 4 °C (°C), iHakwwe, 3pa3ku cnig 36epirat npy Temnepatypi -20
°C (°C) (= 1 micaup) abo -80 °C (°C) (<2 micAui), Wob YHWMKHYTU BTpaTh
6i0aKTUBHOCTI Ta 3a6pyLHEHHS.

2. Temoni3 3pa3ka MOXe BMAVHYTU Ha pe3ysbTaT, TOMY reMoniTUYHi 3pa3kn He
MOHa BUKOPUCTOBYBaTK.

3. o nouyaTKy npoBeAeHHA aHanisy, 3pasku cnig AOoBecTn A0 KiMHaTHOI
Temnepatypu.

4. HacTiliHo peKoMeHAyeTbCA BUKOPUCTOBYBATU CUPOBATKY 3aMiCTb Mnasmm
ANA BUABNEHHA KiNbKOCTi HALlWMX BHYTPILUHIX AaHWX.

MIArOTOBKA PEATEHTIB

1. TMepep BWKOPWUCTAHHAM, [AOBECTU BCi KOMMOHEHTW Habopy [0 KiMHaTHOI
Temnepatypu (18 — 25 °C (°C)). AKwo Habip He byae BUKOPWCTAHO 3a OANH
pas, BUNHATW INLLIE CMYXKKW Ta peareHT! AnA Lboro AOCNIAKEHHS, a peLTy
CMY>OK Ta peareHTiB 3aJIMWUTY B HEOOXiAHOMY CTaHi.

2.  CraHpapt - po3sectu CraHpgapt 3 1.0 mn (mL) Po3umHHuka pnsa
CraHpapty, BuTpumaTy Nnpotarom 10 XBUAMH Npu KiMHaTHIN TemnepaTypi,
obepexHo noTpycutn (o6 He cniHWMTK). KoHueHTpauia cTaHaapty Y
BMXiAHOMY PO3uMHi cTaHoBMTb 4000 nr/mn (pg/mL). Cnouatky cnig
po36aBuTK BMXiAHWA po3unH Ao 2000 nr/mn (pg/mL), a posseneHwin
CTaHZapT CNYXUTb B AKOCTi HaWBULWOro ctaHgapty (2000 nr/mn (pg/mL)).
Motim nigroTyBat 7 nNpobipok, wo mictatb 0.5mMn (ML) Po3unHHuMKa ans
CraHpapTy, i BUKOPWCTaTM PO3BEAEHWI CTaHAapT, Wob oTpumatn cepii
noABIHOrO pPO3BeAEeHHA BIAMOBIAHO OO MaJloOHKA, MOKa3aHOro HuKue.
MepeA HACTYMHVYM [OAABAHHAM, PETENbHO MepeMmilaTi KOXHY MpobipKy.
BctaHOBWTM 7 TOYOK pO3BEfEHOro CTaHAapTy, Takux Ak 2000 nr/mn
(pg/mL), 1000 nr/mn (pg/mL), 500 nr/mn (pg/mL), 250 nr/mn (pg/mL), 125
nr/mn (pg/mL), 62.5 nr/mn (pg/mL), 31.2 nr/mn (pg/mL), a octaHHi EP-
npob6ipkn 3 PosumHHMKOM ana CraHpapty € xonoctum Ak O nr/mn
(pg/mL).

TINbKM ANA JOCNIAMEHD. HE BUKOPUCTOBYBATU B AIATHOCTUYHWUX MPOLIEAYPAX.



Mpobipka 1 2 3 4 5 6 7 8 9

nr/mn

(pg/mL)

4000 2000 1000 500 250 125 62.5 31.2 0

3.

PeareHT A anA BUABNEHHA Ta peareHT B Ana BuABnNeHHA - nepep
BMKOPUCTAHHAM, HEAOBro KpyTWTM abo UeHTpudyrysaT BUXiAHWNA
MaTepian AnA BuABneHHA A Ta BuaABneHHA B. Po3sectn ix o 100-KkpaTHOI
poboyoi KoHLeHTpaLii 3a gonomorow po3uuHHMKa A i B ana aHanisy
BiANoBiAHO.

MpomMuBHUIA po3umnH — possectt 10 mn (ML) KoHUeHTpaTy MpoMuBHOro
po3umHy (30x) 3 290 mn (mL) AeioHizoBaHOT abo AUCTUNBOBAHOT BOAK, W06
npurotysat 300 mn (mL) MpomrBHOro po3umnHy (1x).

TMB cy6cTpart - AcnipyBaTy HeobXifiHy AO3Yy PO3UVHY CTepPWITi30BaHMMM
HaKOHeYHUKaMW i He 31IMBaTU 3aNULWKK PO3YMHY Ha3ag Y GrakoH.

Mpumirtka:
1.
2.

PobuTu cepiliHe po3BeaeHHsA 6e3nocepefHbo B yHKaX He [JO3BOMAETbCA.
NigroTtyBaTn cTaHaapTy NpoTarom 15 XBUNUH nepep aHanizom. byab nacka,
He po3umHAlTe peareHTV Npu Temnepatypi 37 °C (°C).

Byab nacka, petenbHo BifHOBITb CTaHAapTy abo pobounin PeareHT A i B gna
BUABNEHHA BiANOBIAHO A0 IHCTPYKLIi, @ TAKOX YHUKaWNTe NiIHOYTBOPEHHA Ta
obepexHO nepemilwyinTe [O MOBHOTO PO3YMHEHHA KpucTanis. Lo6
MiHiIMi3yBaT! HETOYHICTb, CMPUYMHEHY MineTyBaHHAM, BUKOPWUCTOBYWTE
HeBenvKi 00'eMM Ta nepekoHanTecs, WO ninetopu BigkanibposaHi.
PekomeHpyeTbca HabupaTy binbLue, Hixk 10 Mk (UL) B ofHY nineTky.
BigHoBneHi CraHpapTu, peareHT A [AnA BUABNEHHA Ta peareHT B ana
BUABMIEHHA MOXKHA BUKOPWUCTOBYBATM TifIbK/ OAUH pas.

AKwo y KoHueHTpaTi (30x) MPOMMBHOrO PO34KHY YTBOPUANCA KpUCTanu, TO
Harpiiite oro fo KiMHaTHOT TemnepaTypmn Ta obepexHo nepemilaiTte ao
NOBHOIO PO3YMHEHHA KpuUcTanis.

3abpyaHeHa BOAa UM KOHTeliHep ANA  MPUrOTYBaHHA  peareHTy,
BNIMBATUMYTb Ha pe3y/bTaT BUABJIEHHSA.

NIArOTOBKA 3PA3KIB
1.

Mwn Hecemo BigNOBiganbHICTL NMWe 33 cam Habip, ane He 3a 3pasku, AKi
BMKOPUCTOBYIOTbCA Mif Yac aHanisy. KopucTyBau noBrHeH nigpaxysatu
MOX/NBY KiNbKiCTb 3pas3kiB, BUKOPUCTaHWX B Linomy TecTi. byab nacka,
3a3janerigb NifroTynTe AOCTATHIO KiNbKiCTb 3paskKiB.

MigrotyBaT KOHUeHTpauilo nepef aHanisom. fAKWO 3HayYeHHA He
3HaxXoAATbCA B fianasoHi CTaHAApPTHOI KPWBOI, KOPWUCTyBadi MOBWHHI
BW3HAYUTN ONTUMaNbHe PO3BEAEHHSA 3Pa3KiB ANA KOHKPETHMX AOCTiAKEeHb.
3pa3ok cnig po3sectn posunHom PBS.

AKWO 3pa3kM He BKasaHi B MOCIOHWKY, HeoOXigHWI nonepegHin
eKCMepPUMEHT ANA BU3HAUEHHA LiiCHOCTI Habopy.

3pa3ky BUYYEHMX TKaHWH abo KNiTUH, NPUrOTOBMIEHI 33 AOMOMOrOK
6ydepa AnAa  XiMiYHOrO JNi3UCy, MOXYTb CRAPWYMHUTU HecnoAiBaHi
pesynbtat IOA yepes BNANB feAKMX XiMIYHUX PEYOBVH.

Yepes AMOBIpHICTb HEBIANOBIAHOCTI MiXK aHTUFE€HOM iHLLIOTrO MOXOAMEHHSA
Ta aHTWTINOM, WO BUKOPUCTOBYETbCA Y HalWMx Habopax (Hanpuknag,
aHTUTINA HauineHi Ha kKoHGopMaLiHWIA eniTon, a He NiHiNHKIA eniTon), AeAki
HaTUBHI abo peKOMOiIHaHTHI GiNKM HWKUX BUPOBHWKIB MOXYTb He
poO3ni3HaBaTUCA HaLLOW NPOAYKLi€E.

Mig BnnmBom ¢aKTopiB, BKIOYAOUM MXKUTTE3AATHICTb KNITWUH, KiNbKICTb
KNiTMH abo uac Bigbopy 3paskiB, Habip He MOXe BUABWTY 3pasku 3
CynepHaTaHTy KINITUHHOI KyNbTypu.

PekomeHpay€eTbCA BUKOPUCTOBYBATW ANA TeCTy CBiXi 3pa3ku, AKi AOBro He
36epirannca. B iHWomy Bumagky B LMX 3paskax Moxe BigbyTtmcA
ferpagauia i peHatypanisauia 6inka, i ToMy Le MOXe Npu3BecTn Ao
HenpaBWIIbHUX Pe3ynbTaTiB.

MPOLUEEAYPA AHANI3Y
1.

BusHaunTM nyHKM [OnA  po3BefeHMX CTaHAapTy, OnaHKy i 3paska.
MNigrotysatn 7 nyHoK Ans cTaHAapTy, 1 NyHKy AnA 6naxky. fogati no 100
MKA (UL) KoxHoro i3 po3BeaeHb cTaHAapPTy (YnTalTe MigrotoBKa peareHTis),
6naHKy Ta 3paska y BianoBifHi NyHKV. HaKpyTV repmMeTNYHOI0 MiBKO ANA
nnaxweris. IHKybyBaTh npoTarom 1 rogmuHu npu Temnepatypi 37 ° C (°C).
Bupanuti pifnHy 3 KOXHOI NYHKK, HE MUTU.

3. [Jdopatm 100 mKkn (UL) pobouyoro po3umHy peareHTy A AnA BUABNEHHA Yy
KOXHY JIYHKY, HakpuTW JNYHKU TFepMeTVYHOK NAiBKO Ta iHKyOyBaTu
npotarom 1 roguHu npw Temnepatypi 37°C (°C).

4. AcnipyBaTu po3uvH Ta npomuTun 3 350 mMKkn (uL) 1x MpomnBHOro po3unHy
KOXHY JIYHKY, BUKOPWCTOBYIOUM MAALWKY 3 WAPULOM, 6GaraTokaHanbHy
nineTKy, Pi3HOCTOPOHHI fo3aTop abo aBTOMUIAKY, i 3anUWNTK Ha 1 ~ 2 XB.
MOBHICTIO BUAANNTU 3aNWLIKN PIAVHN 3 YCiX NYHOK, BUTPYCUBLUN NAaHWeT
Ha abcopbytoumnin nanip. MosHicTio npomuiite 3 pasu. Micna ocTaHHbOroO
NPOMVBaHHA, BUAANMUTK 3anuwkm MpommeHoro 6ydepy wnaxom acnipauii
abo pekaHTauii. IHBepTyBaTVM NnaHWeT i BWUTepTU Koro abcopbyoumm
nanepom.

5. [Jdopatu 100 mkn (uL) pobouoro po3uvHy peareHTy B ana BuABneHHsa y
KOXHY JIYHKY, HakpuTW NYHKU TFepMeTWYHOK NAiBKOKW Ta iHKybyBaTtu
npotarom 30 xsunuH npu Temnepatypi 37°C (°C).

6. MoBTOpWUTK NpoLIEC acnipyBaHHA/MPOMMBAHHA 3arasiom 5 pasis, AK Le 6yno
npoBeAeHo y NYHKTI 4.

7. [Oopatn 90 MKn (UL) po3umHy cy6cTpaTty y KOXHY NyHKY. Hakputi HOBOO
repMeTUYHO NniBKoto. IHKybyBaTn 10 - 20 XBUnuH npu Temnepatypi 37 °C
(°C) (He 6inbwe 30 xBwunuMH). 3axuwaTty Big ceitna. licna nogaBaHHs
PO3UmnHy cybCTpaTy pigviHa cTaHe CMHbOIO.

8.  [Jopatu 50 mkn (UL) cTon-po3umnHy y KOXHY nyHKy. Micna gopasaHHA Cton-
PO3UMHY, piAviHa CTaHe XXOBTO. 3MiLLATU PiAUHY, NOCTYKYOUM NNAHLLETOM.
AKLWO Konip He 3Aa€TbCA PIBHOMIPHMM, 06epeXHO NOCTYKalTe NNaHWeToM,
o6 peTenbHO NepemiwaTi.

9. Buganutu BCi Kpanni Boau Ta BigOWTKM NanbuiB Ha AHI NAaHWerty, i
nepeKoHanTecs, WO Ha MOBEPXHi piguHM Hemae OynbbawokK. [oTim
3anycTUTN 34MTyBay MIKPOMJIAHLLETIB i HEeraHO NPOBEeCTM BUMIPIOBAHHA
npw 450 HM (nm).

MpumiTka:

1. MigroroBKa Ao aHanisy: B3ATY BiANOBIAHY KiNbKICTb NIYHOK AN1A KOXHOrO
eKCreprMeHTy Ta 3abpaTy 3alBi NyHKM 3 MIKpOMnnaHLeTiB. PewTy nyHOK
cnip 3akputK i 36epiraty npu Temnepatypi -20 ° C (°C).

2.  [opaBaHHA 3pasKkiB abo peareHTiB: Byab nacka, BUKopucToByiiTe
cBiXo npuroToBneHnii CtaHgapt. O6epexHO A0AABATU 3Pa3KM Y NYHKHU,
Ta obepexHOo nepemiwysath, Wo6 He yTBOpwnacs niHa. He Topkatucs
CTIHOK NyHKW. [InA KOXHOro etany npoueaypw, 3aranbHuUN 4ac BHECEHHSA
peareHTiB abo 3paskiB O [OOCNIAXYBAHOrO MMaHLIETY HE MOBMHEH
nepeswyBatn 10 xBunuH. Lle 3a6e3neunTb piBHWIA NpongeHnin yac ans
KOXHOFO eTany nineTyBaHHA, 6e3 nepepsun. PeKOMeHAYETbCA KOMitoBaTU BCi
CTaHAapTU Ta 3pa3Kku, Xoua Le He noTpibHo. LLlob yHUKHYTM nepexpecHoro
3abpyfHeHHs, 3MiHIOWTe HaKOHEeYHVWKM [AnA NineToK Koniu  fAopaeTe
CTaHAapTW, 3pa3kM Ta peareHTW. TakoX, BMKOPUCTOBYNTE OKpeMi
KOHTEHepM AJ1A KOXKHOTO peareHTy.

3. IHKyGauin: [ns 3abe3neyeHHA TOYHWMX Pe3ynbTaTiB, HeOOXigHO, w06
YWiNbHIOOYa MiBKa HaNeXHMM YMHOM MpuaArana Ao MiaHweTa nig yac
eTanis iHKybauii. He 3anuwaty nyHKN HENOKPUTMMM Ha TpUBanui nepiog
MiXK eTanamu iHKy6auii. Micna Toro, AK peareHTV AOAAOTLCA A0 NYHOK
cTpunis, Hikonn HE gossonatu ctpunam BUCUXATU nig vac aHanisy. Yac i
TemnepaTypy iHKybaLii HeobXiAHO KOHTPONIOBATY.

4. TpomusaHHA: [TpoLieaypa MUTTA € KPUTUYHOL. [TOBHE BUAANEHHA PiaVHN
Ha KOXHOMY eTani Ma€ BaXkNMBe 3HaYeHHA N1 XOPOLIOi NPOAYKTUBHOCTI.
MicnA oCTaHHLOrO MUTTA BUAANWUTW 3anUWOK [IPOMUBHOrO PO3YMHY
wnaxom acnipauii abo AekaHTauii, Ta BUAANUTK Kpanii BoAW Ta BigbUTKn
nanbuiB Ha AHi NnaHwerta. HegoctaTHE NPOMMBaHHA MOXe NpuU3BecTn Jo
MoraHol TOYHOCTI Ta MOMWIKOBO MifiBULEHOTO 3UMTYBaHHs abcopouii.

5. KoHTponb w4acy peakuii: cnoctepirati 3a 3MiHOIO KOnbopy nicna

fofaBaHHA cy6crpaTty TMB (Hanpuknag, cnoctepiratit KoxXHuX 10 XBUNKH),

AKLWO Konip 3aHagTo rMubokuiA, 3a3ganerigb AofanTe CTOM-PO3YuH, o6

YHUKHYTM HagMIpHO CWUNbHOI peakuii, Wo npusBefe A0 HETOYHOro

3unTyBaHHA abcopbuii.

TMB cy6cTpat nerko 3abpyAHIOETbCA. 3axuLLaTh Bif CBiTNa.

7.  BonoricTtb HaBKONMLLIHBOrO CepefoBULLa, WO CTaHOBUTb MeHLwe 60%, Moxe
NeBHVM YMHOM BMAMBATW Ha KiHLEBI NOKa3HMKKN, TOMY B TaKOMy BUNaAKY,
peKoMeH/yETbCA, BUKOPUCTOBYBATW 3BOJIOXKYBaY NOBITPA.

o

APUHUUN TECTY

MikponnaHLueT, AKUIA BXOAUTb AO LbOro Habopy, 6yB nonepeaHbO MOKPUTUI
aHTutinom, cneundiyHum go NT-ProBNP. CtaHgapTi abo 3pasku noTim gofatm y
BiANOBIAHI NYHKN MIKPOMNAHLUETY 3 aHTUTINIOM, fiIKe KOH'toroBaHe 3 6ioTUHOM, i €
cneuyndiyuHum go NT-ProBNP. MMoTiM, aBiguH, KOH'lOroBaHWii 3 NepoKCuzasorn
xpoHy (HRP), popatn y KOXHy nyHKy MikponnaHweTy Ta iHKy6ysaTtu. Micna
fofaBaHHA po3unHy TMB cyb6cTpaty, 3MiHIOBaTW KONIP MOXYTb NiMwe Ti NyHKK,
AKi - MicTATb  6ioTUH-KOH'loroBaHe aHTUTINO o NT-ProBNP Tta asiguH,
KOH'loroBaHuii 3 gepmeHTOM. Peakuis ¢pepmMeHT-CybCTpaTy 3akiHUYEeTbCA, NicnA
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[OAABaHHA PO3UMHY CipyaHOi KUCNOTW, a 3MiHa KONbOpYy BUMIPIOETbCA
CnekTpoGOTOMETPUYHO MNpY AOBXUHI xBuni 450 HM (nm) = 10 HM (nm).
KoHueHnTpauito NT-ProBNP y 3paskax noTim BM3Ha4aloTb LIAXOM MOPIBHAHHA
OLL 3pa3kKiB Ao cTaHOapPTHOT KPUBOI.

OBYUCNIEHHA PE3YJIbTATIB

O6UNCNNTY CepepHE 3HaYeHHs MOBTOPHUX 3UMTYBaHb AJIA KOXXHOIO CTaHAapTy,
KOHTPOMIO Ta 3paskiB Ta BIAHATU CepefHI0 HYNbOBY CTaHAAPTHY OMNTUYHY
wWinbHicTb. CTBOPUTU CTaHAAPTHY KPUBY 3 KOHLeHTpaLi€to NT-ProBNP Ha ociy Ta
abcopbuieto Ha oci X. Hamantoite KpuBy HaliKpalloro nigxoay yepes Toukwm, i i
MOXHa BUW3HAUUTK 3a JOMOMOrOK PerpeciiHoro aHanisy. AKWo 3pasku 6ynu
po3BeAeHi, KOHLUeHTpauilo, AKYy 3uMTanu 3i cTaHAapTHOI KpuBOi, NOTPiGHO
NMOMHOXUTU Ha KoediLiEHT po3BefeHHsA.

TUNOBI AAHI

o6 nonerwut po3paxyHoK, No3Haummo 3HaueHHa OLL ctangapTy (Ha oci X)
NpoOTU BIAOMOI KOHLeHTpauii cTaHpapTy (Ha oci Y), xoua KOHUeHTpauia €
HEe3aneXHOo 3MiHHOI, a 3HauyeHHA OLL - 3aneXxHoto 3miHHOW. OfHaK, 3HaYeHHA
OLL cTaHpapTHOI KPMBOT MOXKYTb 3MiHIOBAaTUCh 3aNeXHO Bifj YyMOB NpoBefeHHA
aHanisy (Hanpuknag, onepaTtop, MeTOA NineTyBaHHA, MeToh MPOMMBaHHA abo
BNAWB TemnepaTypu), pPeKoMeHAyeTbcA nobygyBatn rpadik AaHux ana
BCTaHOB/EHHA CTaHAAPTHOI KPUBOI 1A KOXKHOro TecTy. Hnxkue HaBefeHa Tunosa
CTaHOapTHa KpYBa NnLie Ans AoBifOK.
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TunoBa ctaHpaapTHa Kpua ana NT-ProBNP niogunn, IOA.
AIANA30H BUABJIEHHA
31.2 - 2000 nr/mn (pg/mL). KoHueHTpauii cTaHAapTHOI KpuUBOI, LWO

BUKopuncToByloTbcA AnAa IOA craHosmnu 2000 nr/mn (pg/mLb), 1000 nr/mn
(pg/mL), 500 nr/mn (pg/mL), 250 nr/mn (pg/mL), 125 nr/mn (pg/mL), 62.5 nr/mn
(pg/mL), 31.2 nr/mn (pg/mL).

YYTNIUBICTb

MinimanbHa BuasneHa gosa NT-ProBNP, Ak npasuno, ctaHOBUTb MeHLle 12.6
nr/mn (pg/mL). YytnmeicTb LbOro aHanisy abo HUXHIO Mexy BuABMeHHA (LLD)
BM3Hauann AK HaWHWXKYY KOHLeHTpauilo  6inka, fAKy MoxHa 6yno
andepeHLilosaTy Bin Hyna. i BU3HauMNM WNAXOM AOAaBaHHA ABOX CTaHAAPTHIX
BiAXUNeHb OO CepefAHbOro 3HauyeHHA OMTUYHOI LWifbHOCTI ABaAUATMA NOBTOPIB
HYNbOBOrO CTaHAAPTY Ta 06UMCNEHHA BiANOBIAHOI KOHLEHTpaLii.

CNEUNODIYHICTD

Llenn aHani3 BiApi3HAETbCA BMCOKOIO YYTAMBICTIO Ta 4yAoBOK creundiyHicTIo
wopo BuasneHHA NT-ProBNP.

He cnoctepiranoca 3HauyHoi NepexpecHoi PeakTUBHOCTI abo iHTepdepeHUii Mix
NT-ProBNP Ta aHanoramm.

Mpumitka:
Yepe3 o6MeXeHHs Y CyyacHMX HaBMYKax Ta 3HAHHAX, MU He MOXEeMO BUABUTW

nepexpecHy peakTuBHicTb Mix NT-ProBNP Tta BcCima aHanoramu, TOMYy
nepexpecHa peakLia Bce Lie MoXKe iCHyBaTu.

BIAHOBJIEHHA

MaTpuui, nepepaxoBaHi  HuXue, OynM  HacMYeHi  MEBHUM  PiBHEM

pekombiHaHTHoro NT-ProBNP, a koedilieHTn BigHOBNEHHA pO3paxoByBanu
LUINAXOM MOPIBHAHHA BUMIPAHOrO 3HaYEHHA 3 OYiKyBaHOIO KinbkicTio NT-ProBNP
y 3pasKax.

[Oiana3oH CepefiHe 3HaUYeHHs
Marpuua BigHOBNEHHs (%) P (%)
CupoBartka (K-CTb = 5) 92-103 97
EATA nnasma (K-CTb = 5) 85-96 91
lenapuHoBa nnasma (K-cTb = 5) 79-92 86

JIHINHICTb
JliHiMHiCTb  Habopy nepeBipAnM LUNAXOM TeCTyBaHHA 3pasKiB  HacMYeHUX
BiANoBigHO KoHueHTpauielo NT-ProBNP Ta ix cepiiHuMu po3BeaeHHAMN.
Pe3ynbTaTn 6ynn NpofeMOHCTPOBaHI Yy BifCOTKAaX 06UMCIEHOI KOHLEHTpaLii o
OYiKyBaHOI.

3pa3sok 1:2 1:4 1:8 1:16

Cuposarka 84-102% 92-103% 83-97% 85-99%
(K-cTb = 5)

EATA nnasma 80-96% 79-92% 90-101% | 84-103%
(K-cTb = 5)

fenapurosannasma | g; g4, 80-95% 84-96% 93-106%
(k-cTb = 5)

TOYHICTb

TouHicTb B aHanisi: 3 3pasku 3 HU3bKMM, CepefiHiM Ta BUCOKUM piBHem NT-ProBNP
6ynun npoTtectoBaHi 20 pasis Ha OAHOMY NiaHLETI, BiANOBIAHO.

TouHiCTb MiX aHanizamu: 3 3pasKkm 3 HU3bKMM, CepeaHiM Ta BUCOKUM piBHem NT-
ProBNP 6ynu npoTtectoBaHi Ha 3 pi3HUX NnaHLWweTax, No 8 NOBTOPIB ANA KOXHOrO.
KB(%) = CB/cepeaHe X 100

B aHanisi: KB<10%

Mix ananizamu: KB>12%

CTABUIbHICTb

CTabinbHicTb Habopy IOA BM3HAYAETLCA CTyMeHeM BTPATU aKTUBHOCTI. PiBeHb
BTPaTV UbOro Habopy CTaHOBUTb MeHWe 5% [0 [aTW 3aKiHYEHHA TepMiHy
npUAATHOCTI NPY BiANOBIAHUX yMOBaXx 36epiraHHs.

o6 miHimi3yBaTh AOAATKOBMIA BMAMB Ha NMPOAYKTUBHICTb, MOPAAOK poboTh Ta
YMOBW B nabopaTtopii, To clifi CyBOPO CTEXMTM 3a TEMMNEPATYPOIo B NPUMILLEHHI,
BOJIOFICTIO  MOBITPA,  TemnepaTypot  iHKyb6atopa. TakoX  HacTiliHO
pekoMeHAyeTbCA, Wo6 aHanis MpPoBOAWB OAWH i TOW camwii onepaTtop Bif
noyvaTky Ao KiHUs.

KOPOTKUWIA ONUC NPOLIEQYPU AHAJNIZY

1. TigroTyBaTtu BCi peareHTw, 3pa3ku Ta CTaHAapTH;

2. Jopaty 100 mkn (pL) ctaHpapTy abo 3paska o KOXKHOT nyHKW. IHKybyBaTH 1
roavHy npu temnepaTtypi 37°C (°C);

3. Acnipysatn Ta gopgatm 100 mkn (uL) npurotoeneHoro peareHty A ans
BMABNEHHA. IHKybyBaTL 1 rognHy npu Temnepatypi 37°C (°C);

4. AcnipyBaTi Ta npomutu 3 pasu;

5. Jdopamm 100 mkn (ulL) npurotoBneHoro peareHTy B pana BuABNEHHA.
IHKy6yBaTh 30 XxBUAMH Npu Temnepatypi 37°C (°C);

6.  AcnipysaTtu Ta npomnTi 5 pasis;

7.  Dopat 90 mkn (UL) Po3umHy cybcTpaty. IHKy6yBaTh 10-20 XBUAMH npw
Temnepatypi 37°C (°C);

8.  Hdopatn 50 mkn (uL) CTon-po3unHy. 3untaTty HeramHo npu 450 HM (nm).

BAXJIUBA NPUMITKA

1. Yepe3s OOMEXEHHHA Cy4yacHWX YMOB Ta HayKOBWX TEXHONOriA, MU He
MOXeMO MOBHICTIO NpoBecTy BCebiuHy igeHTUdIKaLio Ta aHani3 cMpoBUHY,
L0 HAJAETbCA NOCTaYvabHMKaMU. TakKMM YMHOM, MOXKITMBI AKICHI Ta TEXHIYHI
PU3UNKM BUKOPUCTaHHA Habopy.

2. OcTaToyHi pesynbTaT aHanisy 6yayTb TiCHO MnoB'A3aHi 3 TepmiHOM Al
NpoAyKTiB, TOMy Habip Cnif BUKOPUCTOBYBATU A0 3aKiHUEHHA TepMiHy fii. |,
6yab nacka, 36epirante Habopw BiANOBIAHO A0 IHCTPYKLI.

3. Habopw 3 pi3HMX nNapTil MOXYTb AeLWO BiAPI3HATUCA 3a Aiana3oHom
BUABNEHHA, YYTAMBICTIO Ta YacoM pO3BUTKY Konbopy. bypab-nacka,
npoBeAiTb AOCNIAKEHHA BIANOBIAHO [0 IHCTPYKLUil, WO AoJaeTbcA [0
Habopy, a eneKTPOHHI IHCTPYKUii 3 Haworo Beb-canty € nuwe ana
O3HalOMNEHHA.

4. He nepemiwyiite Ta He 3aMiHIONTe peareHTU 3 OAHOro NIOTYy Ha iHWWNA.
BrikopuncTOBY#WTE TiNbKW peareHTu, Lo NocTayvanTbCa BUPOOHNKOM.

5. 3axuwanTe BCi peareHTV Bif BNAUBY CUIbHOIO CBiTNa Nif yac 36epiraHHA Ta
iHKy6aUii. YCi iAKW 3 peareHTaMu NOBVHHI 6yTH WiNbHO 3aKpUTUMU, LWO6
3anobirT BMMApOBYBaHHIO Ta 3abpyAHEHHI0 MikpoopraHisamamu. TMB
cyb6CcTpaT MOBMHEH 3anuwaTtnca 6e36apBHWMM MOKKM BiH He BCTyNWUTb B
peakuito 3 pepMeHTOM, AKNI 3B'A3YETHCA 3 MIKPONIaHLIETOM.

6. Y nyHKax Moxe OyTu HeBMpa3Ha pPeyoBUHA, KON MaHLLET BiAKPMBAETbCA
Bneple. Lle He BnAMHe Ha KiHUeBi pe3ynbTaTu aHanisy. He Bunmarite
MiKpOMMaHLWeTy 3 Mileyka ansa 36epiraHHA 6e3 HeobxiAHOCTI.

7.  HenpaBunbHi gii nig yac NigrotToBKM Ta 3aBaHTa)XeHHA peareHTiB, a TaKoXK
HenmpaBufibHe  HanalwTyBaHHA 3uMTyBaya MOXYTb Npu3BecTM Ao
HenpasWIbHUX pe3ynbTaTiB. MiKponnaHLWeTHNI 34nTyBay i3 NPOMYCKHO
3gaTHicTio 10 HM (nm) abo MeHLwe Ta fgiana3oHOM ONTUYHOI WinbHOCTI 0-3
OLL npwu 450 + 10 HM (NM) BONYCKAETLCA ANA BUMipOBaHHA abcopbuii. byab
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nacka, yBaXHO npounTanTe iHCTPYKUilO Ta HanawTynte iHCTPYMEHT A0
noyaTky JOCHiAKEHHSA.

BigmiHHICTb Y nigroToBsLi 3pa3kiB Ta KOXHOMY eTani NPOBEAEHHA aHanisy
MOXe [aTu pi3Hi pe3synbTatu. [nAa OTpMMaHHA Kpawuvx BiATBOPIOBaHUX
pe3synbTaTiB Cifi KOHTPOMIOBATV POBOTY KOXKHOMO KPOKY Mif} Yac aHanisy.
KoxeH Habip MpoWWOB TeCcT Ha KOHTPONb AKOCTi. OfHak pe3ynbTatu
KiHLl,eBI/IX CrnoumBadis MOXYTb CynepeynTn Hallnm BNacHUM faHUM yepes
fenki HecriofiBaHi YMOBW TpaHCMOPTYBaHHA abo pi3He obnagHaHHA B
naboparopii. Po36ixHicTb B aHanisi MiXK Habopammn Pi3HMX MAPTIA TaKoX
MOXe BUHMKATU yepes BuLLeBKasaHi GakTopu.

Habopw pisHMX BUPOGHWKIB 3 OOHUM i TUM e NPOAYKTOM MOXYTb AaTu
Pi3Hi pe3ynbTaTi, OCKINbKN M1 He MOPIBHIOEMO Hally NPOAYKLIO 3 iHWNMKN
BUPOGHMKaMN.

CraHpapT Habopy Ta iMyHOreH, LO BUKOPWCTOBYIOTbCA ANA OTPUMAHHA
AHTWTIN, 3a3BUYali € peKOMBIHAHTHUMY BiNkamu, OCKiNbKY Pi3Hi GparmMeHTn,
CUCTEMM BUPAXKEHHS, CMOCOOY OUMLLEHHSA MOXYTb BUKOPVCTOBYBATUCA ANA
OTPMMaHHA PeKOMBIHaHTHOrO 6inka, TOMy MM He MOXXeMO rapaHTyBaTy, Lo

Habip MoXe BUABUTU PeKOMOIHaHTHUIA 6INOK Bif iHLWLMX KOMMaHiiA. OTxe, He
Habip ana

peKoMeHIY€ETbCA BUKOPWCTOBYBATH
peKoMbiHaHTHOro 6Ginka.

3ACTEPEXEHHA

CTON-pO3umH, 3aNPONOHOBAHMNI ANA BUKOPUCTAHHA 3 UMM HaBOPOM, - Lie PO3UMH
kucnotu. Oparaiite 3axvCT AnA ouel, PyK, 06aMYYA Ta 3aXMCHUI OAAT Mif vac

BUKOPWCTaHHA LbOro Matepiany.

BUABNEHHA HECMPABHOCTEN

BUABNEHHA

Mpo6nema MmoBipHa npuyuHa Kopurytoui gii
HenpasunbHa nigrotoBka 3abe3neynTn NpaBusbHe
CTaHAAPTHOI KPUBOI po3BefieHHsA
Morana
HepocraTHe npoMuBaHHA Ta MpaBunbHe NpoMMBaHHA Ta
cTaHpapTHa L L
acnipauis acnipadis
KpuBa -
. MNepeBipnTtn Ta
HeTouHe ninetysaHHA R .
Bigkanibpysatv fosatopu
HepoctaTHe npoMuBaHH#A 3abe3neynTn JOCTaTHE
NIYHOK NPOMMBaHHA
HepocTaTHE 3MilyBaHHA Ta BignogigHe acnipyBaHHA Ta
acnipayisa peareHTis 3MillyBaHHA peareHTiB
o 3MiHiTb Ta BUKOPUCTOBYINTE
Morana HaKoHeYHUKY, KOHTenHepK Ta .
. . . HOBI HAKOHEYHUKWN AnAa
TOYHiCTb yLwinbHoBayi NOBTOPHO ) .
[103aTOpIB, KOHTENHepK Ta
BMKOPMWCTOBYIOTbCA . )
yulinbHoBaui
. Mepesiputn Ta
HeTouHe nineTyBaHHA . .
BigKkanibpysatv fosatopu
HepocTaTHil obcAr peareHTy Binkanibpysatu fosatopu Ta
[OAAHNI [0 NYHOK [ofaTtu BigNoBigHI peareHTn
. . 3abe3neynTy JOCTaTHIN Yac
HenpaBunbHuii yac iHKybaLii ;
iHKy6aLii
HenpasunbHa Temnepatypa PeareHTn Harpitn go
iHKy6awii KIMHaTHOI TemnepaTtypu
Husbki , 3miwaTtn KoH'toraT i cybcTpart,
Momunka peareHTy KoH'toraty R
3HaYeHHA KONip NOBMHEH YTBOPUTUCA
abo cybcTpaty )
o Bigpasy
OTPMMYBATWCA NPaBUN
He pogaHo cton-po3uvH A p 4 ) P
aHanisy y nocibHuKy Habopy
. 3unTyBaTN NPOTArOM
3unTyBaHHA nicna
peKoOMeHZI0BaHOro yacy B
3a3HauyeHoro yacy )
NoCiGHUKY
. BignosigHo 36epirati 3pa3ok
HenpasunbHe 36epiraHHA A A P pa:
- Ta BUKOPUCTOBYBATW CBiXi
3paskiB
3pasku
3HayeHHA . BukopwncTaTi HanexHumn
HenpaBunbHuii 3abip Ta )
3paska ) ) MeTop 3abopy Ta NifroToBKM
nigroToBKa 3paskKis
npo6
Mana KkinbKicTb aHanity y BukopwncTaTi HoBUMI 3pa3ok
3paskax Ta NOBTOPUTU aHani3

BUPOBHUK

MyBioSource, Inc.
153308, Can-fiezo, KanigopHis
92195-3308, CLUA
men.: 1.858.633.0165
¢hakc: 1.858.633.0166
e-mail: sales@mybiosource.com
www.MyBioSource.com

DIAME

Trade

TOB «/IIAMEB TPEV[]»
syn. CumoHa lemntopu, 25
M. lsaHo-OpaHkiecok, 76014
men.: +38(0342) 775122
¢akc: +38(0342) 775 123
e-mail: info@diameb.ua
www.diameb.ua
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