YrPAHYM AJBBYMIH-I®A

ImynodepmenTHHMI aHAJI3

\4@7 IncTpykuis

3 BUKOPHCTAHHS TeCT-CUCTEMH
JJISi BU3HAYEHHS KOHLIEHTpauii aaL0yMiHy B cedi

AJIBBYMIH-I®A

IN VITRO 36epiratu npu 2-8°C

Tineku mu1st mpodecitHOTO BUKOPUCTAHHS.
Habip pospaxoBanmii Ha 96 BH3HAUeHb 3 YpaxyBaHHSIM XOJOCTHX 1 KaliOpyBaJIbHUX MPOO TPH BUTpaTI
PCaKTHURBIB BIJIOBIIHO Ii€1 METOIUKH.

IpuHuun meroay
VY HazjaHiil TecT-cuCTeMi BUKOPUCTOBYETHCS MPHHLUI KOHKYPEHTHOTO iMyHO(EPMEHTHOTO aHamizy. Y JIyHKY
IUIAHIIeTa 3 IMMOOLTI30BAaHUM AHTHI'CHOM (CHPOBATKOBUI ambOyMiH) BHOCSATH MOCHIIKYBAaHMH 3pa3oK Ta
KOH'IOraT (aHTH-aIbOYMiH aHTUTLIA, MiUeHI MEPOKCHIa3010). ANBOYMIH i3 3pa3ka KOHKYPYE 3 KOH'IOraToM 3a
3B'SI30K 3 aHTUTEHOM Ha MOBEpXHI JyHKH. [licias BiAMHBKHM akTHUBHICTH (epMEHTY, 3B'S3aHOTO HAa IMOBEPXHI
JYHKH TJIAHIIETY, TPOSIBISIETHCS TOJJaBaHHSAM CYOCTpaTy Ta BUMIPIOETbCs MpH AOBkHHI XBrii 450 nm (HM).
|IHTEeHCUBHICTH KOJLOPOBOT Peakilii 3BOPOTHBO MPOTOPIIiiiHA KiIJTBKOCTI albOyMIiHY B 3pa3Ky.

Kuiniune 3HaYeHHS
Haiibinein  paHHIM KpuTepieM pO3BHTKY miabetmyoi Hedpomatii (1o TMOSBH TPOTEiHYypii) €
MIKPOAJIbBYMIHYPIA. I1ig muM TepMiHOM MarOTh Ha yBa3i eKCKPEIiio allbOyMiHYy i3 CeUelo, 110 MEePEBHUIILYE
NPUIYCTHMI HOPMaslbHi 3HAUYEHHS, aJle HeAOCATal0ui CTYICHs IPoTeiHypii. Y HOpMi eKCKpEeTY€eThCS He OibIl
30 mg (mr) anpOymiHy 3a 700y, IO €KBIBAJICHTHO KOHIEHTpallii ambOyminy menm 20 pg/ml (Mkr/mi) y
pa3oBoMy aHaJIi3i ceui. 3 MOSABOIO MPOTEiHYpil eKcKkpenis anpOyminy i3 ceuero nepeBuinye 300 mg/d (Mr/no0).
Tomy mianason  MikpoansOyMmiHypii  ckiagae Bia 30 mo 300 mg/d (Mr/mo6) uu 20 mo 200 pg/ml (MKr/mi).
[TosiBa B XBOPOTO I[yKPOBUM Jia0E€TOM MOCTIHHOI  MIKpOaNbOyMiHypii CBiIYWTH MPO IIBUAKHHA PO3BUTOK
(nmpoTsirom Haitommwkunx 5-7 y (p.)) BupaxkeHoi crajii niabetuaHoi HedpomaTii.
Slxmo mpu pa3oBoMy aHali3i ceui HEOAHOPA30BO BUSBIISETHCS KOHIICHTPALlIS ATbOyMiHY OiJTbIII
20 pg/ml (Mkr/mi), To MOTPiIOHO mociiuKeHHs 1000Boi ceui. Ilpu BusBiIEeHHI B cedyi, 3i0paHoi 3a 100y,
KoHIeHTpanii anp0yminy Oinbmr 30 mg (Mr), 1 e 3HaYeHHs MiATBEPIKYEThCS B HACTYITHHX aHali3ax cedi,
noBTopeHux 4epes 6 1 12 wk (twxn), Bapro Buctasisatu giarno3 AIABETUYHA HE®POIIATIA i nounnaTtu
NpeBEHTHBHE JiKyBaHHS. OJHaK BapTO MaTH Ha yBa3i, 110 eKCKpeLlis anbOyMiHy i3 CEeUer0 MOKE IMiIBUIYyBaTHCS
miclisi iHTEHCUBHHMX (I3MYHUX HaBaHTa)XKEHb, NMPH iH(QEKIT CEeYOBHBITHMX NDISIXiB 1 3acTiiHOI cepieBoi
HEJJOCTAaTHOCTI.

CkJiag HaOopy
1. Ilnanurer 3 iMMOOLTI30BaHUM aHTHUreHoM, 8Xx12 jryHOK (1 1mIT.)
2. Crpiuka Juis 3aKiietoBaHHs mianmier (1 1mr.)
3. Habip kanioparopis ta kontpoito 1o 0.15 ml (mi) (Bceoro 5 kanioparopis: 0, 4, 40, 200,
400 pg/ml (mMxr/mi); 1 KOHTpOJ‘IB)
. bBydep mist pozsenenns 3paskis, kornenTpar 10x, 5 ml (vo) (1 ¢i.)
BigmuBarouunii po3unH, koHueHTpar 20x, 22 ml (mi) (1 ¢uir.)
Kon'torar, 11 ml (mi) (1)
Cy6ctpat, 11 ml (M) (1 ¢mn.)
3ynunstounii pozuus, 11 ml (M) (1 do.)
. IHCTpyKLis 3 BUKOpUCTAaHHS
10 [Tacopt

AHaTITHYHI XapaKTePHCTUKH
Yyrmusicte meroay: 0.5 pg/ml (mMkr/m).
OuikyBaHHI KOJMBaHHSA KOHTpoto 14-23 pg/ml (MKr/mo).
KoedirmienT Bapiaiii pe3ynpTariB BUu3HaueHb He Outbn 10%.
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YIPAHYM

Marepiag ajs 1ocaiaKeHHs
3 pankoBoi mopiiii cedi abo 3 m060Boi cedi BimbuparoTh 1 ml (mi1). 36epiratoTh 3pa3ku He Oumbine 24 h (rom)
npu 4-10°C. JloBroctpokoBe 30epiraHHs JOMYCKA€ThCS B 3aMOPOXKCHOMY BUTIIAAI npu Temnepatypi -20°C.
[ToBTOpHE 3aMOPOXKYBAaHHSA-BiITABaHHS HE PEKOMEHAYIOTHCS.
Ilepenik HeoOXiTHOr0 YCTATKYBaHHS
ABTOMaTHYHI OJJHO- Ta OaraToKaHaJIbHI J03aTOpH (hikcoBaHOTO a0 BapiabenbpHOro 00'emy 5-1000 pl (mki).
3aranpHe 1a00paToOpHE yCTATKYBaHHS.
Amnamnizatop imyHo(depmMeHTHHH 3 JoBx)UHOI0 XBII 450 nm (HM).
IlinroToBKa peareHTinB
1. Tlepen BUKOpHCTaHHSAM HaOip BUTPUMANTE NpH KiMHATHIHM Temmepatypi npoTsrom 30 min (xB). o uporo He
3HIMaWTe CTPIUKY JUIA 3aKJICIOBAHHS 3 TUTAHIIETY, II00 HE yTBOPIOBABCS KOHIEHCAT.
2. TlpurotyiiTe BimMUBArOUUil po3urH. [ IbOr0 KOHIEHTpAT po30aBTe y 20 pa3iB JUCTHIHOBAHOK BOJIOKO B
yucromy mocyni (1 ml (M) koruentpaty + 19 ml (i) auctuinboBaHol Boau). OTpUMaHUid PO34MH CTAOLILHUI
npotsaroM 5 d (100) mpu kiMHaTHi# Temnepartypi abo 30 d (100) y xononunsHuky 4-10°C.
3. llpurorylitTe HeoOXimHY KiIBbKICTh po3uuHy Oydepy mns posBemeHHs 3paskiB. s mbOro KOHIIEHTpAT
po3baBre y 10 pasiB muCTHIBOBaHOK BOMOI0 B uuctomy mocymi (1 ml (mu) konmentpaty + 9 ml (mo)
JUCTUIIBOBaHOI Boan). OTpUMaHuil po34YKH CcTablIbHUIA poTaroM 5 d (100) mpu KiMHATHIHM Temmepartypi abo
30 d (m06) y xonoguneuuky 4-10°C.
IIpoBeaenns anaxizy
1. TlomicTiTh y paMKy NOTPiOHY KiJIbKICTh CTPUIIIB - 12 TyHOK /U151 KaniOpaTopiB, KOHTPOIIIO Ta 3pa3KiB B
2 moBTOpax.
Buecits y mynku 90 pl (Mxm) Oydepy 11t po3BeIeHHS 3pa3KiB.
Buecith y mynku 10 pl (M) kanmiOpaTopiB, KOHTPOJIIO Ta AOCTIKYBaHUX 3pa3KiB.
Buecits y mynku 100 pl (Mxi1) KoH'forary.
IaxyOyiite 60 min (xB) mpu Temmneparypi 20-25°C, mepiognyHO CTPYyIIyroun abo Ha MerKepi.
Bigmuiite ctpunu 5 pa3iB BiIMUBAIOYNM PO3UMHOM.
Buecitp y mynku 100 pl (M) cyOerpary.
IakyOyiire 15-20 min (xB) npu Temneparypi 20-25°C B TeMHOMY MicIii.
. Brecitp y nyraku 100 pl (MKIT) 3yTHHSIOYOTO PO3YHHY.
10 Bumipsiite ontuuny minbHicTs (OLL) y ayHKax Ha aHamizaTopi iMyHO(QEPMEHTHOMY TpPU JOBXHHI XBHII1
450 nm (am). briank goTomerpa BUCTaBIIsITE IPOTH TTOBITPSI.
11. BukopucToByiiTe JTiHIITHO-IOTapUPMIYHNN METOT OOYNCITIOBAHHS 3HAYCHbD.
12. BusHauTe KOHIEHTPALiI0 albOYMiHY B JOCHIDKYBAaHUX 3pa3kax 3a JIOTIOMOT0I0 KalliOpyBaibHOT KPUBOI.
Ipumitkn
1. He 3mimryiiTe Ta He BUKOPUCTOBYHTE B OJHIH ITOCTAHOBIII PEareHTH Pi3HUX CEpiil.
2. Tlicns BUKOpUCTaHHS pEareHTy HeraiHO 3aKpUBaiTe KOKEH ()IIAKOH CBOEIO KPHUILIKOIO.
3. ¥Ycinpodu i crangapTy 0a)KaHO CTABUTH B JIBOX Mapajieysx (MOBTOpax).
4. BinMuBaHHS IUTAHIIETa MOXKE IPOBOAMTHCS SIK BPYYHY, TaK i 3 BUKOPHCTaHHSIM aBTOMAaTHYHHUX HPHUCTPOIB.
Buocutu no 250 pl (MK1I) BiZMHBAaIOYOrO PO3YMHY B JIYHKH INPH KOXHOMY BiJMHBaHHI. 3aTpuUMKa IpHU
BiIMHBaHHI («3aMouyBaHHs») He mnoTpiOHa. [licis 3akiHYEHHsS PYYHOrO BIJIMHBaHHS pPi3KO MEPErOpHITH
TUTAHIIIET Ha QUIBTPYBaIbHUN Mamip A BUIAICHHS 3IUIIKIB Oydepy.
Ipuxaan kaniépyBaabHoi KpuBoi (Bick X — KoHUEHTpais, pg/ml (Mxr/mi); Bice Y — OILI)
He BukopucToByBaTH 11 004nCIIIOBaHH: !
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PedepenTHi Betnunnn
I'pyHTyIOUKCh Ha pe3yibTaTax IOCHTIPKeHb, IPOBEIACHHX JA0OPaTOPIsSMU, PEKOMEHIYEMO KOPUCTYBATHCS
HOpPMaMH, IpUBeACHUMH HIK4e. Pazom 3 Tum, BianmosinHo 1o npasui GLP (I'aproi mabopaTtopHoi npakTHKH),
KO)KHa JTabopaTopis MOBHHHA camMa BHM3HAYMTH JUid cebe mapaMmeTpu HOPMH, XapakTepHi A oOCTe:KyBaHOi
OTTYJISII].

Exckpenist ansOymina 3 Konuentparnis ane0yminy
ceyero
Hopmoansoyminypist <20 pg/ml (MKr/mi) <30 mg/d (mr/m06) <20 pg/min (MKT/XB)
Mikpoans0yMiHypist 20-200 pg/ml (mxr/mi) | 30-300 mg/d (mMr/mo6) | 20-200 pg/min (MKT/XB)
MakpoansOymiHypist >200 pg/ml (MKr/moT) >300 mg/d (Mr/mo0) >200 pg/min (MKI/xB)

30epiranns Ta cTabLIbHICTH
I[Ticnst po3KpHUTTA MaKeTa PETeNbHO 3aKJICUTe JIyHKH, [IO0 3aJHMIIMINACS, CTPIUYKOI ISl 3aKJICIOBAaHHS, 100
3armo0irTH BIUIMBY BOJIOTH ITiJ] 9ac 30epiraHHs.
VYci xoMioHeHTH Habopy cTabifbHI 0 3aKiHYEHHS TepMiHy NPUAATHOCTI, 3a3HAYCHOTO HA ETHKETII, SKIIO
30epiratu Horo minbHO 3akputuM mpu 2-8°C. Ilig gac BHKOpHCTaHHS peareHTIB 3amoliratu 3abpymHEHHS Ta
HOTPAIUISTHHS TIPSMHX COHSYHHUX ITPOMEHIB.
He nonyckaerncs 3amopoxeHHs !

Bumoru 6e3nexu ta yruaizaumii
1. YHHKaTH MOTPAIUISTHHS B POT, 04l Ta Ha HIKipy. B pa3i moTpamisHHs, IPOMUTH BETUKOIO KiTbKICTIO BOJIU Ta
3BEPHYTHUCS 3a KOHCYJIBTAIIIEIO J0 JIiKapsl.
2. BukopuctoByBaTu 3ac00M 1HIMBIIyaJIbHOTO 3aXUCTY MPHU POOOTI 3 HAOOPOM.
3. 3He3apakeHHsI Ta yTWIII3allis PearcHTiB, CHPOBATOK, TECTOBUX CJANIIB UM CKISIHUX IUIACTHH POBOJUTH
3riTHO 3 YUHHHM 3aKOHOJIABCTBOM.

TpancnopryBanus
Habopwu TpaHCnOpTYIOTH BCiMa BUAAMHU 3aKPUTOTO TPAHCIIOPTY MpH Temriepatypi 1o 25°C.
JlonyckaeTbes TpaHCIIOPTYBaHHS IpU  cepeaHb01000B01 Temneparypi 37°C ue 6inbiue 72 h (roxn).

I'apanTii BUpoOHNKa
1. BupoOHHK TapaHTye BiJNOBIJHICTH SKOCTI HAaOOpiB BuMoram TY mpw JoJIepXKaHHI CIIOKUBAYEM YMOB
30epiraHHs.
2. FapanTiiiHuii TepMiH 30epiranns ctaHoBUTH 12 mth (mic) 3 AHS BUTOTOBIIEHHS HAOODY.

CuMBOJIM HA MPOAYKIIil
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[ Bupo6uuk BHIroToBJieHO: [lara upo6unursa I[IpuaaTHo 50: Tepmin npugarrocti Cepisi: Homep

cepii Bupi6 MeanyuHmiA A1 AiarHOCTUKH 1N Vitro I: ]
S

" BepertH Bil COHSYHOTO CBiTIIA 3Hak BiANoBigHOCTI TeXHIYHUM periaMeHTam Temneparypue

KoHcynbryliTech 3 IHCTPYKII€IO 13 BUKOPUCTAHHS

0OMeKeHHS & 3acropora. 3BepHITbCA A0 IHCTPYKIIT 3 BAKOPUCTAHHS U OTpUMaHH: iH(OopMaIlii moa0

3aCTEePEXKEHb, OMEePEHKEHD, 3aMTO0IKHUX 3aX0/1iB
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