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I®DA KOPTUKOCTEPOH

1. BBEAEHHSA

YKp.

1.1 BukopuctaHHsa 3a npM3HayYeHHAM

KopTukoctepoH IGA — ue iMyYHOEpPMEHTHUM aHania Ans KiJIbKICHOro AiarHOCTUYHOro BWUMIpHOBaHHSA
KOPTUKOCTEPOHY in vitro B cnposaTui abo nnasmi (nitin-renapmH abo unTpaTt niasmu).

1.2 3aranbHa iHpopMaLuifa Ta NOACHEHHSNA
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KOopTWUKOCTEPOH - L€e [JIIDKOKOPTUKOIL, WO BUAINAETLCA KOPOK HAAHUMPKOBUX 3ano3. KopTUKOCTEpOoH
YTBOPIETbCS Y BIiAMOBiAb Ha CTUMYNALIIO KOPU HAAHUPKOBMX 3a5103 aApeHOKOPTUKOTPOMHUM FOPMOHOM
(AKTI) i € nonepegHNKOM anbAoCTEPOHY. KOPTUKOCTEPOH € OCHOBHMM MOKAa3HWKOM CTpPeCy, OCKilbkKM CTpec
36inblwye BUpO6NEHHS KOPTUKOCTEPOIAIB.
JocnigxeHHsi, NoB’A3aHi 3 KOPTUKOCTEPOHOM i PIiBHAMW CTpecy, BKJ/OYalOTb MOPYLWEHHSA BiAHOBJIEHHS
[OBroCcTpokoBoi nam’aTi (1), XpoHi4yHe NiABULLEHHS KOPTMKOCTEPOHY Yepe3 0bMexeHHs B XapyyBaHHi (2) iy
Bignosigb Ha onikm (3). OKpiM piBHSA CTpecy, BBaXa€TbCsl, WO KOPTUKOCTEPOH BiAirpa€ BupiwanbHy posb Yy
peXuMi cHy Ta HecrnaHHs (4,5).
NPUHLINN TECTY
IOA KOpPTUKOCTEPOH — ue TBepAoda3HuM imyHodepMeHTHMI aHani3 (IM®A), 3aCHOBaHUN Ha NMPUHLMAI
KOHKYPEHTHOI0 3B’'A3yBaHHS.
JIyHKN MikponnaHweTa NOKPUTI NOAIKAOHANIbHUM aHTUTINIOM, CMPSIMOBAHMM Ha YHiKanbHY aHTUrEHHY AiNSHKY
MOJSIEKYNIM KOPTUKOCTEpPOHY. MMig Yac nepoi iHkybaLii KOpTUKOCTEPOH Y A0AaHOMY 3pa3Ky KOHKYPYE 3a
3B’A3yBaHHSA 3 MOKPUTUM aHTUTINIOM 3 AOAAHOKO MOJIEKY/IO KOH'IOraTy, sika € MOJIEKY/IOI0 KOPTUKOCTEPOHY,
KOH'IOroBaHoO 3 nepokcmaasor XpoHy. licns iHkybauii He3B'sa3aHMIM KOH'toraT i 3pa3ok 3MuBatoTbcs. [licns
[OoAaBaHHSA po34MHYy cybCcTpaTy iHTEHCMBHICTb 3abapBrieHHs, WO Ppo3BMBAETbCA, 0b6epHeHO nponopuiinHa
KOHLUEeHTpaUuii KOpTUKOCTEpPOHY B 3pa3ky. licnsa iHkybauii po3umnHy cybcTpaTy KOMOPUMETPUYHY peakuito pi3ko
NPUNUHSAIOTL WIAXOM A0AaBAHHSA CTOM-PO3UYNHY.
NONEPEAXXEHHA TA SACTEPEXXEHHA
Ller Habip npn3HayeHUn nuwe ans AiarHoCTUKKM in vitro. Tinbkn ans npodecinHOro BUKOPUCTaHHS.
Yci peareHTM UbOro TecCcTOBOro Habopy, £Ki MicTaTb cupoBaTky abo nnasMmy KpoBi ntoanHK, 6ynu
NpoTecToBaHi Ta MiATBepAXeHi HeratneHMMn Ha BIJ1 I/1I, HBsAg Ta HCV 3a npoueaypamu, cxBaneHnumum FDA.
OgHak nig 4yac BUKOPUCTaAHHSA Ta yTwuhisauii BCi peareHTU cnig po3rnsgatv K MoTeHuirHi 6ionoriyHo
Hebe3neuHi.
Mepen nNoyaTKOM aHani3y yBaXKHO MpouuTainTe iHCTpyKUito. BUKOpUCTOBYNTE AiAICHY Bepcito iHCTpyKUii 3
BMKOPUWCTaHHS, WO A0AAETbCA A0 Habopa. MNepekoHanTecs, Wo BCe 3p03yMino.
MikponnaHweT MiCTUTb CTpinu, WO BiApuBaOTbCA. BukopucTaHi nyHku cnig 36epiratm npu Temnepatypi Big 2
°C po 8 °C y repMeTM4YHOMY NakKeTi 3 Gonbrn Ta BUKOPUCTOBYBATU B HaAaHil pamui.
MineTyBaHHS 3pa3kKiB i peareHTiB Ma€E 34iNCHIOBATMCSA SIKOMOra WwBMALWe Ta B OAHAKOBIN NOCNiA0BHOCTI ANs
KOXHOro etany.
BukopucToBynTe pesepByapu nuvwe An8 OKpeMmx peareHTiB. OcobnmBo uUe CTOCyeTbCA cybcTpaTHUX
pe3epByapiB. BukopucTtaHHs pe3epByapa AN A03YBaHHS  poO34nHy cybeTpaTty, SKWIA  paHiwe
BWKOPWUCTOBYBABCS AJ151 PO3YMHY KOH'tOraTy, MOXe 3MiHUTKU KOAip po34MHy. He nepenuBealite peareHTn Hasag
y 1akoHW, OCKIiSIbKM Lie MOXe Npu3BeCcTu A0 3abpyaHEeHHS peareHToM.
PeTenbHO nepemiwanTte BMICT NyHOK MikponsaHweTa, wob 3abe3neuntn xopowi pesynbTaty TecTty. He
BUKOPUCTOBYITE MiKPOSYHKM MOBTOPHO.
He no3BonsAnTe nyHKam BMCUXATM Mi4 Yac aHanily; AodanTe peareHTW BiApa3y Nicns 3aBeplleHHs eTanis
NPOMUBAHHS.
MNMepen no4yaTKoOM TeCTy AanTe peareHTaM AOCArTU KiMHaTHOI TemnepaTypm (Bia 21 °C go 26 °C).
TeMmnepaTypa BNIMBaTUME Ha NMOKA3HUKM NOMMHAHHA aHanisy. O4HaK ue He BMNAMHE Ha 3Ha4YeHHS AN
3paskKiB NauieHTIB.
Hikonu He NineTymnTe poTOM i YHMKaNTe KOHTaKTy peareHTiB i 3pa3kKiB 3i WKipo Ta CIM30BMMKN 060/1I0HKaMMU.
He nanitb, He XTe, He NMUIATE Ta He 3aCTOCOBYMTE KOCMETUKY B MiCUSIX, A€ NMpaulooTb 3i 3pa3kaMun abo
peareHTamu 3 Habopy.
Opsrante ogHOpPA30Bi NaTEKCHI pyKaBmMukKM Nig 4Yac poboTu 3i 3pa3kamm Ta peareHTamun. MikpobHe
3abpyaHeHHs peareHTiB abo 3pa3kiB Moxe faTh xXMbHi pe3ynbTaTtw.
MNMoBoAXeHHS Cnig 34iMCHIOBATH BIANOBIAHO A0 Npoueayp, BU3HAYeHUX BiAMOBIAHUMM HaLOHANbHUMMN
iHCTpYKUisMK 3 6ionoriyHoi 6e3nekn abo NOTOXEHHSAM.
He BMKOpPWCTOBYITE peareHTu Nicas 3aKiH4eHHs TepMiHy NpuAaTHOCTI, 3a3Ha4YeHOro Ha eTukeTkax Habopy.
Bci 3a3HayeHi 06carn NOBMHHI BUKOHYBATUCA 3rigHO 3 NPOTOKONOM. ONTUMasnbHi pe3ynbTat TeCTyBaHHS
MOXHa OTpMMaTKn Sinwe Npu BUKOPUCTAHHI KanibpoBaHMx nineTok i NpUCTPOiB AN 3UMTYBaHHSA
MiKpOnJ/1aHLLETIB.
He 3MiwynTe Ta He BUKOPUCTOBYNTE KOMMNOHEHTM 3 HabopiB 3 pi3HWMM HOMepamu napTin. PekoMeHAYy€ETbCA
HE MIHATM NYHKW Pi3HUX NAaHWeTiB HaBiTb OA4Hiei napTii. Habopu mMornn 6yTn goctasneHi abo 36epiranncsa B
iHLWX YMOBaXx, i XapakTepuCTUKKN 3B'A3yBaHHSA NAACTUH MOXYTb AeLO Bigpi3HATUCS.
YHUKaNTe KOHTAKTY 3i CTOM-PO34YMHOM, WO MicTuUTb 0,5 MH2TAK4. Lie MoXe BUKIMKATK NMOAPA3HEHHS WKipK
Ta oniku.
Oeski peareHTn MictaTb Proclin 300, BND Ta/abo MIT sk KOHCepBaHTU. Y pasi noTpanisiHHsa B odi abo Ha
WKipy HEeramHo NpoMninTe BOAOHO.
Cy6cTtpat TMB mMae nogpa3sHioody Aito Ha WKipy Ta C1M30Bi 060N10HKK. Y pasi MOX/IMBOrO KOHTaKTy MPOMUTHU
Ou4i BESIMKOI KiNbKICTIO BOAW, @ WKipy — BEJIMKOK KiNbKICTIO BOAW 3 MUIIOM. Bumuinte 3abpyaHeHi npeametu
nepej nMOBTOPHUM BUKOPUCTAHHAM. Y pasi BAMXaHHS BMHECITb JIIOANHY Ha CBiXEe NOBIiTpS.
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20. XimikaTtv Ta nigrotoBneHi abo BUKOpUCTaHi peareHTU cnia 06pobnatn sk HebesneuHi BiAX0AM BiANOBIAHO A0
HauioHaNnbHUX IHCTPYKLUIN i3 6e3nekn 6ionoriyHoi Hebe3nekn Yn HOpMaATUBHUX aKTiB.

21. [Ansa oTpuMaHHsa iHdopMauii npo Hebe3neuHi pe4yoBMHM, WO BXOAATb A0 HAabopy, 3BEPHITbCA A0 NacnopTiB
6e3nekun. MacnopTn 6e3nekn AN LUbOro NPOAYKTY AOCTYMHi 3@ 3an1ToM.

4 PEAKTUBM

4.1 PeareHTn B Habopi

MS E-54310 9% JlyHkun MikpoTuTpaTopa
3MicT: cTpunn 12x8 (Ha JyactuHu), 96 NyHOK; JIYHKW, BKPUTI aHTUTINIOM NPOTU KOPTUKOCTEPOHY
(noniknoHanbHUM).
CtaHpapTM | KOHTPOAi - FOTOBI 4O BUKOPUCTAHHSA
KaTt.N°

KommoneHnT Crannmapr KoHueHTpauia HMonb/n  O06c¢car/ dpnak
MS E-5401 CraHgapT A 0 1 mn
MS E-5402 fcadfl CraHgapT B 5 1 mMn
MS E-5403  ganp CtaHpapT C 15 1 Mn
MS E-5404 A CranaapT D 30 1mn
MS E-5405  [agg CraHpapT E 60 1mn
MS E-5406  [cagg CraHpapt F 120 1 mn
MS E-5407  [agf CraHaapT G 240 1 mn
MS E-5151  [call KoHTponb1 ANsi KOHTPONBHUX 3HayYeHb 1 M
MS E-5152 KoHTponb2 Ta AianasoHiB 3BEPHITLCA A0 1mn

lT;e'.peTBOpeH [conTroLIZ eTukeTok abo K4 3Bity
) 1 HMonb/n =34.646 Hr/on
=0.34646 Hr/an

CraHpapTu BigkanibpoBaHo 3a TakMM eTanoHHUM MaTepianom: Cerilliant, kog C-117 Mictntb 6€3pTyTHUIA
KOHCEpBaHT.

MS E-544 Q[ONUGATE.CONC|250d (pepMeHTHMIA KOH'toraT- 250X KOHLeHTpaT
3mMicT: KopTMKOCTEPOH, KOH'IOroBaHWM 3 NepOKCUAA30t0 XPOHY; AMB. «[1pUroTyBaHHSA peareHTiB».
obcsr: 1 x 150 mkn

MS E-5461CONJUGATEDIL| Po3pig)KyBay KOH'lOraTy- roToBUi 10 BUKOPUCTAHHS

3MicT: MicTuTb 6€3pTYyTHNIA KOHCEPBAHT.

obcsr: 1 x 25 mn

SA E-0055/5UBSTRATE PoO34MH cy6CcTpaTy- roToBUii 10 BUKOPUCTAHHS
3MicT: TeTpameTun6eHsnamH (TMB)

obcsr: 1 x 25 mn

FR E-0080STOP-SOLN CTON PO3YMH - FOTOBMIN 10 BUKOPUCTAHHSA
3MicT: MictuTb 0,5 MH2TAK,,

YHUKanTe KOHTaKTy 3i CTON-PO34YMHOM. Lle MOXe CIpUUYMHUTN NoApa3HEeHHS LWKipU Ta OMiku.
obcsr: 1x 14 mn

IaeHTndikaui
A Hebe3neku:

H290 Moxe BMKIMKaATU KOPO3ito MeTaniB.
H314 Buknnkae cepio3Hi ONiku WKipy Ta NOLWKOMAXEHHS O4Yel.

FR E-0030WASH-CONCI40Y MMpoMMBHMIA PO3UNH- 40X KOHLIEHTPOBaHMIA

obcsar: 1 x 30 mn
avB. «lMpurotyBaHHs peareHTiB»

MpumiTka:JonaTkoBUit cTaHZapT A ANd po3BeAEHHS 3paska AOCTYMHMWIA 3a 3anunToM.
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4.2 HeobXxiaHi, ane He HapaHi maTepianu

e KanibpoBaHuii NpuUCTpi Ana 3uMTyBaHHS MikporniaHweTiB (450 HM, 3 eTa/IoOHHOK A0BXMHOKW XBUNi 620-
630 HM)

KanibpoBaHi MikponineTkn 3MiHHOI TOYHOCTI

B6upatounit nanip

AvctunooBaHa Boja

Tanmep

MinimeTpoBuii nanip abo nporpamMHe 3abe3neyeHHs ansg 06pobkn gaHux

4.3 YMoBM 36epiraHHs

Mpu 36epiraHHi npu TemnepaTypi Bia 2°C po 8°C HeBiaKpuTi peareHTn 36epiratoTb peakTUBHICTb A0
3aKiHYEHHS TEepMiHY NMpUAATHOCTI. He BUKOPUCTOBYMNTE peareHTu rnicnsa uiei gaTtu.

BiakpuTi peareHTn HeobxigHO 36epiratn npun Temnepatypi Big 2°C o 8°C. MikpoTuTpauinHi nyHKu cnig,
36epiratm npu Temnepatypi Big 2 °C go 8 °C. BiakpuBlKM nakeT 3 gonbru, cnig nogbatm npo Te, WwWob 3HOBY
MOoro WinbHO 3akpuTn. Biakputi Habopwu 36epiratoTb akTUBHICTb NPOTAroM 8 TUXHIB 3a yMOBM 36epiraHHs, K
onucaHo BuLe.

4.4 NMpurotyBaHHA peareHTiB
lMepen BMKOPUCTaHHSAM A0BEAITb YCi peareHTu Ta HeobXigHy KinbKicTb CTpUNiB A0 KiMHATHOI TeMnepaTypu.

MNMpomMnBHMI po34YNH

Jdopante genoHizoBaHy Boay A0 40-KpaTHOrO KOHLUEHTPOBAHOMO PO34YMHY AN MPOMUBAHHS.
Po36aBnTn30 MN KOHLEHTPOBAHOIo MPOMMBHOIO pO34MHYy 3 1170 MA ANCTUNBOBAHOI BOAW A0 KiHLEBOro
06’emy 1200 ™.

Po3BesneHmi i MpoOMUBHMI PO34YMH CTabiIbHME NMPOTSIroM 2 TUXXHIB Npu KiMHaTHIN TeMneparypi.

depMeHTHWI KOH'toraTt
Po3BeaiTb KOHUEHTpaAT dbepMeHTHOro KoHtoraty 1 + 249 y po3pigxyBadi KoH'toraTy.
Llei pO34uMH Cfiig roTyBaTu CBiXKKUM.

SAKLLIO BUKOPUCTOBYETLCS BECH MaHLWeT, po3eediTb 100 Mk pepMEeHTHOro KoHtoraty 24,9 MN po34YnHHMKA
KOH'toraTy.

SKLWO BeCb NNaHWeT He BUKOPUCTOBYETLCA 0Apa3y, NPUroTynTe nuwe HeobxigHy KinbKiCTb (EpMEHTHOro
KOH'toraTy.

4.5 YTunisauia Ha6bopy

YTunizauia Habopy Ta BCiX BUKOpPUCTaHMX MaTtepianiB/peareHTiB MOBWMHHA 3A4iACHIOBATUCA BignoBigHO A0
HauioHanbHMX HOpM. CneuianbHa iHdopMauia Ana Uboro NpoAyKTy HaBedeHa B nacnopti 6e3neku, po3ain 13.

4.6 Mowkop>keHi TecToBi Habopm

Y pasi 6yab-IKOro MOWKOAXEHHS TectoBoro Habopy abo KOMMOHEeHTIB BUPOOGHMK MNOBUHEH 6yTu
NpoiHOpMOBaHNI MUCbMOBO HE Mi3Hille HiX Yyepe3 TMXAEHb Nicns oTpuMaHHS Habopy. lMolwkKoaXXeHi okpeMi
KOMMOHEHTM HEe MOXHa BUKOPMUCTOBYBATU AN MPOroHy aHanisy. BoHwu noBuHHI 36epiratnca, nokn He 6yae
3HaNAEeHO OoCTaTouyHe piweHHs. lMicns uboro ix cnig ytmnisyBatu 3rigHo 3 odilintHMMKM NpaBunaMu.

5 3BIP TA NIATOTOBKA 3PA3KIB

Y ubOMy aHanisi MoXxHa BUKOPUCTOBYBATM CUpoBaTKy abo nnasMy (niTin-renap abo uutpaTtHa nnasma).

MpuMiTKa. 3pa3ku, WO MICTATb a3na HaTpito, He Cnig BUKOPUCTOBYBATU B aHanisi.
3aranoMm i YHUKaTn BUKOPUCTAHHSA FreMONITUYHUX, XOBTAHMYHMX abo ninemMiyHux 3paskie. a8 OTpUMaHHS
A0AaTKOBOI iHpopMauii 3BepHiTbCA A0 po34iny «Pe4yoBUHU, WO 3aBa)kakloTb>».

5.1 36ip 3pa3kiB

CupoBaTtka:Bi3bMiTb KpoB 3a AOMOMOrow BeHenyHkuii (Hanpuknag, Sarstedt Monovette ansa cuposatku),
pante M 3ropHyTMcs Ta BiAOKpeMTe cupoBaTKy UeHTpudikaui€elo npu KiMHATHIN TemnepaTypi. He
LeHTpudyrymte [0 NOBHOrO 3ropTaHHs. [lauieHTaM, SKi OTPMMYKOTb aHTUKOAryfAsHTHY Tepanil, MoXe
3HapobuTncsa 36inblUeHHS Yacy 3ropTaHHsA KpOBi.

nnasma:linbHy kpoB cnia 3i6patv B ueHTpUdYXHI NpobipkK, WO MICTATb aHTUKOArynsaHT (Hanpuknag,
Sarstedt Monovette 3 BignosigHMM NpenapaTtom nnasmu) i ueHTpudyryeaTm Bigpasy nicns 36opy.

5.2 36epiraHHsa Ta niaroroska 3pas3kiB

3pasku cnig 3akpuBaTu Kpuwkamu Ta 36epirati go 2 gHie npm Temnepatypi Big 2 °C go 8 °C nepea aHanisom.
3pas3ku, aki 36epiratoTbca NpoTarom Tpueanoro vacy (8o 15 micauis), cnig 3aMopo3nTuy nvwe ogMH pas npu -
20 °C nepepn aHanisom.

Po3MopoxeHi 3pa3ku cnij Kiflbka pa3iB nepeBepHyTU rnepes TeCTyBaHHSAM.
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5.3 Po3BeaeHHsA 3pa3ka

AKLWO nig Yac NoYaTKOBOro aHanisy 6yae BUABEHO, WO 3pa3oK MiCTUTb Ginblue aHaniTy, HiXX HaNBULLNIA
CTaHAapT, 3pa3oK MOXHa po36aBuTn cTaHAapToM A Ta NOBTOPHO MpoaHaniszyBaTun, Sk onucaHo B «Mpoueaypi
aHanisy».
[nsa po3paxyHKy KOHLEeHTpaUil uern koediuieHT po3BeaeHHsa cnia 6patu Ao ysaru.
npuvknaga:
a) Po3esegeHHsa 1:10: 10 mMkn 3pa3ka + 90 Mk cTtaHaapTy A (peTenibHO nepemiwaTu)
b) Po3BeneHHs 1:100: 10 Mkn po3BedeHHs a) 1:10 + 90 mMkn ctaHaapTy A (peTenbHO nepemiwaTu).
6 NOPOLIEAYPA AHANI3Y

6.1 3arasnbHi 3ayBa>eHHS

YcCi peareHTn Ta 3pa3Ku MOBUHHI HarpiTUCa A0 KiMHATHOI TeMrnepaTypu nepes BUKOPUCTaHHSAM. Bci
peareHTV NOBUHHI 6yTK 3MiwaHi 6e3 yTBOpEeHHS MiHW.

Micna no4aTKy TeCTy BCi KPOKM NOBUHHI 6yTK 3aBeplleHi 6e3 nepepsu.

BukopucTOoBYNTE HOBIi OAHOPA30Bi NJIACTUKOBI HAKOHEYHMKN NINETOK A8 KOXHOro CTaHA4apTy, KOHTPOJIO
abo 3paska, Wwob yHNUKHYTM nepexpecHoro 3abpyaHeHHs.

MornuHaHHA € dyHKUi€lo 4Yacy iHKybauii Ta TemnepaTtypu. lMepea noyaTkoM aHanizy peKkoMeHAYETbCS
niaroTyBaTM BCi peareHTn, 3HATM KOBMAYKM, 3aKpinuTu BCi HeobXiaHi NyHKM y TpuMadi Towo. Lle
3abe3neunTb piBHMI Yac Ans KOXHOro etany ninetyBaHHs 6e3 nepepsu.

Ak npaBuo, (bepMeHTaTMBHA peakuis € NiHIMHO NPoONOPUiMHOIO Yacy Ta TeMnepaTypi.

6.2 NMpoueaypa aHanisy

KoXeH LMK MOBUHEH MICTUTK CTaHAapTHY KPUBY.

1.

© W N O

3akpiniTe MNOTPIGHY KiNbKiCTb IYHOK MiKpOMJI@HLWET B TPMMadi paMmKu.

Po3noginite 20 MK KOXHOIMo cTaHaapTy, KOHTPOJIKO Ta 3pa3KiB 3a A0NOMOro HOBMX O4HOPA30BUX
HaKOHEYHUKIB Y BiANOBIAHI TYHKMN.

Po3noainite 200 MKN (hePMEHTHOIO KOH'tOraTy B KOXHY JTYHKY.

PeTenbHo nepemiwanTte NpoTarom 10 cekyHA. Ha UbOMy eTani BaX/IMBO 3abe3neymTi NoBHE 3MillyBaHHS.

IHKYybyTE 60 XBUNMH NpU KiMHATHI TeMnepaTypi.

LLIBMAKO CTPYCiTb BMICT TYHOK.

Mpomunite nyHku 3 pasun 400 MK pO3BEAEHOTrO MPOMUBHOIO PO3YMHY Ha JIYHKY, SKLLO BUKOPUCTOBYETHCA
NPUCTPIN AN MPOMUBAHHSA MJ1AHLETIB.

- abo -

npomuiite nyHkn 3 pa3su 300 MK po3BeAEHOro MPOMUBHOIO PO3YMHY Ha SIYHKY AN PYYHOrO MPOMUBAHHS.
Pi3ko nocTykanTe nyHkamm o6 abcopbyroumin nanip, wWob BnaanuTK 3aaunLLKoBi Kpani.

Ba>xnavBa npumMmitka:

YyTAuUBICTb | TOYHICTb LbOro aHasni3zy 3Ha4HOK MipOol0 3aNeXNUTb BiJ NPaBUIbHOIO BUKOHAHHA

npoueaypwv npaHHs!

Oonante 100 MKN po3unHY CybCTpaTy B KOXHY JIYHKY.

InkybynTe 15 XBMAMH Npu KiMHATHIM TemnepaTypi.

3yNuHiTL bepMeHTaTUBHY Aito, AoAaBlun 50 MK CTOM-PO3UYNHY B KOXHY JTYHKY.

BusHaute nornmHaHHs (OIN) po3uMHy B KOXHiM nyHUi Npn 450 HM (3unTyBaHHSA) i npn 620 - 630 HM
(BigHIMaHHA dOHY, peKOMeHA0BaHO) 3a AONOMOIo NPUCTPOIO ANS 3UNTYBAHHS MiIKPOM/IaHLLETIB.
PekoMeHAYETHCA 3UNTYBaATU NYHKU NPOTSAroM 10 XBUAMH Nicns AoAaBaHHA CTOM-PO3YNHY.

6.3 O6uncneHHs pesynbraTtis

1.
2.

O6uuncniTb cepefHi 3HaYEHHS NOMIMHAHHSA A5 KOXHOro Habopy cTtaHAapTiB, KOHTPOSIB i 3pa3KiB Naui€eHTIB.
BukopucTtoBytoumn norapmdMiyHnUin MiniMeETpOBUI Nanip, NnobyaynTe ctaHAapTHY KpUBY, BiAKaBlIW cepeaHe
3HAYEHHS MOrfIMHAHHA, OTPMMaHe Bi4 KOXHOr0 CTaHAapTy, MPOTWU WNOro KOHUEeHTpauii 3i 3Ha4YeHHSM
NMOr/IMHAHHA Ha BepTUKanbHiN (Y) OCi Ta KOHUEHTpAUIE Ha ropm3oHTanbHin oci (X).

B1KOPUCTOBYIOUM CEpeAHE 3HAUYEHHS MOMMNHAaHHA ANS KOXHOro 3paska, BU3HauTe BiANOBIAHY
KOHLUeHTpaLito 3i CTaHAApTHOT KPUBOI.

. ABTOMaTW4YHUIA MeTOA: Pe3ynbTaT B IHCTPYKUISIX 3 BUKOPUCTaHHS 6ynM po3paxoBaHi aBTOMATMYHO 3a

A0MNOMOrol MiagroHKN KpuBOi 3a 4 napameTpamun (nepeBaxHMMM MeToaamu € 4 napameTpu Poabapaa a6o 4
napametTpu Mapksapaa). IHwWi dyHKuUii 06pobkn AaHNX MOXYTb AAaTW AeLLO iHLWIi pe3ynbTaTty.
KoHueHTpauito 3pa3kiB MoXHa npoyntatn 6e3nocepeaHbo 3 L€l CTaHAApPTHOI KpUBOI. 3pasku 3
KOHUEHTpaLuisMn, BULLMMW 32 HaNBULIKUIA CTaHA4ApT, HeobXxiaHO AoaaTKoBO po3baBnTn abo NOBIAOMUTY SAK

> 240 HMONb/N. AN po3paxyHKY KOHUEHTpauin uen koediuieHT po3seaeHHs cnig 6paTtn go yesaru.
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6.3.1 Mpuknaa TMNOBOI CTaHAAPTHOI KPUBOI

HacTynHi gaHi nuwe ans AeMOHCTpauii Ta He MOXYTb BUKOPUCTOBYBAaTUCS 3aMiCTb reHepoBaHMUX AaHUX Mig
yac aHanisy.

CraHnpapt OnTuyHi oamHmui (450 HM)
Crangapt A (0 HMOnb/N) 2.31
Crangapt B (5 HMonb/N) 1.69
Crangapt C (15 HMonb/n) 1.35
Crangapt D (30 HMOAb/N) 1.10
Crangapt E (60 HMOAb/N) 0,87
CraHpgapTt F (120 HMONb/N) 0,63
Crangapt G (240 HMonb/N) 0,48

7 OYIKYBAHI HOPMAJIbHI 3HAYEHHA

HacTiinHo pekoMeHAYeTbCA, Wob KoxHa nabopaTopis BM3Ha4yana BAacHi HoOpMasbHi Ta HEHOPMasibHi 3HAUYEHHS.

Y pocnigXXeHHi, NnpoBeAeHOMY 3a y4acTo NMpaKTUYHO 340poBuX cyb’ekTiB 3a gonoMorot IMA Ha OCHOBI
KOPTUKOCTEPOHY, 6ynn oTpuMaHi Taki AaHi:

5TVIC_ 2 5TVIC_
e TMC' [iana3oH (MiH. -
Kin | CepenHe | Meagiana | 95 TlpoueHTunb 97,5 " TpoueHTunb Makc.)
HaceneHnHs bK |(HMOnb/n)|(HMONbL/N) (HmMonb/n) (HMonb/n) (HMonb/n)
YONOBIKU 62 14.4 11.7 5,0-32,7 3,6 - 36,9 2,78 - 52,0
KIHKK 64 11.7 9.4 3,0-29,6 2,1-41,7 1,6 - 50,0
Bcboro 126 13.0 10.3 3,4-32,5 2,8 -40,8 1,6 - 52,0

3HayeHHsA B Hr/an 6ynu po3paxoBaHi LWASXOM MHOXEHHS BUMIPAHUX 3HadeHb (Y HMONb/n) Ha 34,646, Ak
onucaHo B po3aini 4.1.

TNC
Cepeni 5TMC_ ggT™C 2.5 "=
< . TNC . .
HaceneHHs n n MegiaHa MpoueHTMNb 97,5 "MpoueHtTnnb  |diana3oH (MiH. - MaKc.)
(Hr/an) | (Hr/an) (Hr/An) (Hr/an) (Hr/an)
YO10BiKM 62 | 494,9 | 402,0 173,7 - 1128,3 123,2 - 1272,6 95,5-1791,4
XIHKM 64 | 401.5 | 322.2 104,9 - 1019,6 71,6 - 1436,9 55,1 - 1724,2
Bcboro 126 | 447.4 355,0 117,1 - 1118,3 96,5 - 1405,7 55,1-1791,4

Pesynbtatn cami no cobi He NOBMHHI 6yTWM €AUHOI MNPUUMNHOK Oyab-AKUX TepaneBTUYHWUX Hacnigkis.
Pe3ynbtaTth cnig cniBeBigHECTU 3 iIHWWMN KAIHIYHUMU CMIOCTEPEXEHHAMM Ta AiarHOCTUYHUMKU TeCTaMu.

8 KOHTPOJ1b AKOCTI

HanexHa nabopaTopHa npakTuMka BuMarae, wob KOHTPOAi MPOBOAMINCS 3 KOXHOK CTaHAApPTHOK KPUBOIO.
HeobxigHO nepeBipuUTW CTaTUCTUYHO 3HaYyLWy KiNbKiCTb KOHTPOAiB, Wo06 BCTaHOBUTWM CepefHi 3Ha4yeHHs Ta
NMPUMNHATHI Aiana3oHn Ansa 3abe3nedyeHHss HanexHoi poboTu.

PekoMeHAYETLCA BMKOPUCTOBYBATM KOHTPOJIbHI 3pa3ku BiANOBIAHO A0 AepXaBHUX i deaepanbHUX HOPM.
PekoMeHAYETbCA BWKOPUCTAHHSA KOHTPOSIbHMX 3paskiB AN 3abe3neyeHHs MNOBCAKAEHHOI AOCTOBIPHOCTI
pe3ynbTaTiB. BUKOPUCTOBYITE KOHTPO/Ib IK HA HOPMailbHOMY, TaK i Ha NATONOrYHOMY PiBHAX.

KoHTponi Ta BianosigHi pe3ynbTatv nabopaTtopii KOHTPONO AKOCTI BKa3aHi B cepTudikaTi KOHTPOO SAKOCTI,
KU JofaeTbCa A0 Habopy. 3HauyeHHs Ta Adiana3oHW, 3a3HauyeHi B apKylWi KOHTPOJIO SKOCTi, 3aBXAau
BiAHOCATbCS A0 NMOTOYHOI NapTii Habopy i NOBMHHI BUKOPMUCTOBYBATUCS A1 MPSIMOro MOPiBHAHHSA pe3y/bTaTiB.
TakoX peKOMeHAYETbCS BUKOPUCTOBYBATM HauiOHanbHi abo MiXKHapoAHi NporpamMun ouiHKM AKOCTi, Wwob
3abe3neunTn TOYHICTb pe3ynbTaTiB.

BukopuncToByiTe BiANOBIAHI CTATUCTUYHI METOAN ANA aHaNi3y KOHTPOJIbHUX 3HAYEHb | TeHAEeHUI. SAKLWwo
pe3ynbTaTu aHasni3y He BiANOBiAalTb BCTAHOBJEHUM NMPUAHATHUM Aiana3oHaM KOHTPOJIbHMX MaTtepiasnis,
pe3ynbTaTu NauUiEHTIB Cnig BBaXaTn HediCHUMU. Y LUbOMYy BMNaaky, 6yab nacka, nepesipTe HACTYMNHI TEXHIYHI
obnacTi: NpUCTpOi A03yBaHHSA Ta Yacy; GOTOMETpP, TEPMiHM NPUAATHOCTI peaKTuBiB, yMOBU 36epiraHHs Ta
iHKy6auii, MeToamM acnipauii Ta NpoMMBaHHS.

MepeBipmBLWN BULLE3a3HAYEHI MYHKTW | HE 3HAMLIOBLUM XOAHUX MOMUOK, 3BEepHiTbCA 6e3nocepeaHbO A0
anctpub’totopa abo BupobHuka.

9 TEXHIYHI XAPAKTEPUCTUKU
9.1 lInHaMiuyHuMiA giana3oH aHanisy

[iana3oH aHanisy crtaHosuTb Big 1,68 0o 240,0 HMonb/N.
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9.2 CneuundivyHicTb aHTUTIN (NepexpecHa peaKTUBHICTb)
HacTtynHi pevoBuHM 6ynu nepesipeHi Ha NepexpecHy peakTUBHICTb aHanisy:

MepexpecHa
KOMMOHEHT peaKTUBHICTb
KopTunkocTepoH 100 %
lMporectepoH 7,4 %
[ e30KCMKOPTUKOCTEPOH 3,4 %
11-[erinpoKOpTUKOCTEPOH 1,6 %
KopTunson 0,3 %
lMperHeHonoH 0,3 %
IHWi ctepoign <0,1 %

9.3 Yytnusictb

AHaNITUYHY YYTAMBICTb KOPTUKOCTEPOH IDA po3paxoByBanu LWASXOM BifHIMAHHS 2 CTaHAAPTHMX BigXWUeHb i3
cepefHbOro 3HayeHHsa 20 NOBTOPHMX aHanisie ctaHgapTy A Ta ctaHosuaun 0,589 Hmonb/n.

Mexa 6naHk aHanisy (LoB) ctaHoBuTb 0,527 HMonb/AN.
Mexa BuasneHHs (LoD) ctaHoBuTb 1,680 HMONbL/A.
Mexa KinbkicHoro snsHaueHHs (LoQ) ctaHoBuUTb 4,462 HMOb/ .

9.4 BiaTBOpPIOBaHICTb
9.4.1 B aHanisi

BapiabenbHicTb y Mexax aHanisy BM3Hayanu WNSaXOM BUMIpIOBaHHSA KOXHOro 3paska 10 pasis 3a umkn (n =
10):

CepegHe
3pa3ok n (HMONb/N) CV (%)
1 10 6.8 7.7
2 10 62.3 3.8
3 10 122.5 3.3
4 10 160,0 5.8

9.4.2 . Mix aHanizamm
BapiabenbHicTb MiX aHanizaMu BU3Ha4anu LWASXOM BUMIpOBaHHS KOXHOro 3paska 10 pasiB 3a uMka NpoTsrom 3
aHiB (n = 30):

CepepnHe
3pa3ok n (HMONb/N) CV (%)
1 30 7.0 10.8
2 30 63,0 6.1
3 30 115.6 6.4
4 30 153.9 5.0

9.4.3 Mixx napriamMu
Bapiauii Mix aHanizamu (Mix napTiaMn) BU3HaAYaIn LWASXOM BUMIPIOBaHHA KOXHOIO 3pa3ka 6 pasiB 3a
aonomoroto 3 pisHux napTin Habopy (n = 18):

CepepnHe
3paszok n (HMonb/N) CV (%)
1 18 7.2 3.4
2 18 55.6 13.7
3 18 61.7 1.3
4 18 159.4 4.3

9,5 BignHOB/IEHHSA

3pasku 6ynu 36arayeHi WNSXOM AoAaBaHHSA PO34YMHIB KOPTUKOCTEPOHY 3 BiAOMOIKO KOHUEHTpaLi€to.
BiaHoBneHHS (%) 6yno po3paxoBaHO LWISIXOM MHOXEHHS CMiBBIAHOLWEHHS BUMIPSAHUX i O4iKyBaHUX 3Ha4YeHb
Ha 100.

3pasok 1 3pa3ok 2 3pa3ok 3 3pa3ok 4

KoHueHTpauisa (HMonb/n) 48.2 66.8 115,0 118.5
CepepHe BigHoBNeHHS (%) 112.1 108.6 109.2 107.9
BiA 110.1 107.3 103.6 99,0

[Oiana3oH BigHoBNEeHHS (%)
113.8 110.5 114.2 114.9

Habupae 4nHHOCTI:
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9.6 JliHiNHicTDb

3pa3kuM BWUMIpOBanM Hepo3BeAeHMMU Ta B CepilHMX poO3BeAeHHSX 3i cTaHgapToM A. BigHoBneHHs (%)
pO3paxoByBaan LLASAXOM MHOXEHHS CMNiBBIAHOLWEHHS O4YiKyBaHUX i BUMIpSIHMX 3Ha4veHb Ha 100.

3pasok 1 3pa3ok 2 3pa3ok 3 3pa3ok 4

KoHueHTpauis (HMonb/n) 49.4 117.3 147.4 238,9
CepegaHe BigHOBEHHA (%) 101.1 104.6 97.4 106,0
] ) BiA 96.2 100,6 91.8 95,0

[iana3oH BigHOBNEHHS (%)
4o 108.9 111.3 100,6 114.9

10 OBMEXXEHHSA BUKOPUCTAHHA

HagaiviHi Ta BigTBOptOBaHi pe3ynbTat 6yayTb OTPMMaHI, SKLWO npoueaypa aHanidy BUKOHYETbCS 3 MOBHUM
PO3YMiHHSAM IHCTPYKLIiN-BKNAAULWIB i 3 AOTPMMaHHSAM HanexHoi nabopaTopHOi NpakTukn. byab-sake
HEeHanexHe NoBOAXEeHHA 3i 3pa3kamu abo MoamdikaLis LbOro TeCTy MOXe BMJIMHYTU Ha pe3ynbTaTty.

10.1 BnavBato4i pe4oBUHU

FemornobiH (mo 1 mr/mn), 6inipy6iH (mo 0,5 mr/mn) i Tpurniuepuam (o 7,5 Mr/mn) He BNAMBaKTb Ha
pe3ynbTaTu aHanisy.

10.2 Brpy4aHHsa nikiB
[lo cborogHi Ham He BiAOMi peuyoBUHK (NiKKN), SKi BNIMBAOTb Ha BUMipIOBaHHS KOPTUKOCTEPOHY B 3pa3Ky.

10.3 EcekT XyKa BUCOKOI 03U
EdekT BUCOKOI 403N HEBIAOMUN ANSt KOHKYPEHTHUX aHanisis.

11 OPUOANYHI ACNEKTHA

11.1 [ocroBipHIicTb pe3ysbTaTiB

BunpobyBaHHA He0obXiAHO NPOBOAMTU TOYHO BiAMNOBIAHO A0 IHCTPYKLUIMN BUPOBGHMKA LWLOAO BUKOPUCTAHHS. Kpim
TOro, KOpuUCTyBay MOBWHEH CyBOpo aoTpumyBaTtucsa npaswun HIM (HanexHoi nabopatopHoi npakTuku) abo
iHWMX BiANOBIAHMX HaLiOHaNbHMX CcTaHAapTiB i/abo 3akoHiB. Lle 0cobnmBo akTyasbHO ANSi BUKOPUCTAHHS
KOHTPOJIbHUX peareHTiB. Baxxnmeo 3aBXAu BKIOYATU B Npoueaypy TECTyBaHHSA AOCTATHIO KifIbKiCTb KOHTPONiB
ANs NigTBEpAXEHHS TOYHOCTI TecTy.

Pe3ynbTaTu TecTy AilCHi, nuwe SKWO BCi KOHTPOJi 3HAaXOASATbCS B MeXaxX BKas3aHWX Aiana3oHiB i SKLWO BCi
iHWi napamMeTpu TecTy TaKoX BiAMNOBiAalTb chneuudikauigaM aHanisy. Y pasi 6yab-akux cymHiBiB abo
3aHENOKOEHHS, 6yab Nnacka, 3B'sSXiTbCs 3 BUPOOHUKOM.

11.2 TepaneBTUYHI Hacnipgkun

TepaneBTUYHI HacnNiAKN HIKONM He MOBWHHI 6asyBaTnca nuwe Ha nabopaTopHMX pesynbTaTtax, HaBiTb SKLLO
BCi pe3ynbTaTu TECTIB Y3roAXYHTbCS 3 MyHKTaMMW, K 3a3HadeHo B NyHkTi 11.1. byab-sknii nabopatopHuii
pe3yfnbTaT € NMLe YaCTUHO 3arasibHOI KJiHIYHOT KapTUHM MauieHTa.

Jlvwe B TMX BUNaakax, Konum nabopaTtopHi pe3ynbTatm NPUNHATHO Y3rOAXYHTbCS i3 3arafsibHOK KAiHIYHOK
KapTUHOIO Maui€eHTa, MOXHa OTPMMaTU TepaneBTUYHI HACiAKW.

CaM pe3ynbTaTt TeCcTy HiKONM He NMOBUHEH ByTU EANHUM BMU3HAYaibHUM HAaKTOPOM AN OTPUMaHHS Byab-aKux
TepaneBTUYHUX HaCNiaKiB.

11.3 BignoBiaanbHICTb

Byab-aka moaudikauia TectoBoro Habopy Ta/abo 3aMiHa uuM 3MiwWyBaHHA 6yAb-SIKMX KOMMOHEHTIB Pi3HUX
napTin 3 O4HOro TecToBOro Habopy Ha iHWWI MOXEe HeraTuBHO BMJIMHYTM Ha O4iKyBaHi pe3ynbTaTu Ta
BaNigHiCTb 3aranbHOro Tecty. Taki moaudikauii Ta/abo 06MiHM pobnATb 6yab-aKi BMMOrM WOAO 3aMiHU
HeAiNnCHMMU.

MpeTeHsii, nogaHi yepe3 HenpaBwuibHE TAYMaYeHHS KNIEHTOM pe3ynbTaTiB 1abopaTOpHMX AOCAIAXEHD
BiANOBIAHO A0 NYHKTY 11.2, TaKOX € HEAINCHUMN.

HesBa)katouun Ha ue, y pasi 6yab-aKoi npeTeHsii BiAgnoBiganbHiCTb BUpOH6HMKA He NOBMHHA NepeBuLLyBaTH
BapTICTb TECTOBOro Habopy.

BupobHMK He Hece BigNoBiAabHOCTI 3@ MOWKOAXEHHSA TECTOBOro Habopy nig Yac TpaHCNOPTYBaHHS.
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