IHCTpyKLUis i3 3acTOCYBaHHS

130261004M: 100 TecTiB y Habopi
130661004M: 50 TecTiB y Habopi
130761004M: 30 TecTiB y Habopi

REF

C€
MAGLUMI® 25-OH BiTtamiH D (IXJ1A)

H NPU3HAYEHHSA

Habip nae 3amory BUMKOHYBaTU iMyHOXEMINIOMIHECLIEHTHUIA aHani3 in vitro Ansi BU3Ha4YeHHs kinbkicHoro Bmicty 25-OH BitamiHy D y cupoBaTui Ta nnasmi kposi
NOAMHM 32 AONOMOrOK MOBHICTIO aBTOMATUYHOMO XeMintoMiHeCLeHTHOro iMyHoaHanisatopa cepii MAGLUMI 14 iHTerpoBaHoi cuctemu cepii Biolumi; Takox uew
aHania BUKOPUCTOBYETLCA SIK AOMOMIXKHWIA 3aci OUiHKM HegocTaTHOCTI BiTamiHy D.

i cTucnui onuc

BitTamiHom D HasvBaloTb PEYOBMHM 3 TPYMU XKUPOPO3UYMHHMX CEKOCTEpOidiB, WO € noxigHumu xonectepuHy' 2. BitamiH D mae 2 GioekBiBaneHTHi opmu.
BitamiH D2 (D2), Takox BigoMui1 sik eprokanbLmudepor, opraHiaMm 0OTPUMYE 3 XapyoBKX NPOAYKTIB POCIIMHHOTO MOXOKEHHs Ta XapyoBux aobasok’ 3. BitamiH D3
(D3), Takox BigomuiA sik xonekanbumdepon, nepeBaxHo BUPODbNsiETbCA B opraHiaMi BHacnigok Aji Ha Wwkipy ynbTpadioneTy B coOHAYHOro cBiTna; TakoX opraHiam
OTPUMYE Oro 3 NPOAYKTIB Ha KWTaNT pub’a4oro Xupy, pi3HOMaHITHUX BiTaMiHi30BaHWX NPOAYKTIB (MOMOKa, COKiB, MaprapuHiB, NOrypTiB, CyXMX CHifaHKIB Ta coi) i
xapyoBux go6asokz-5. BitamiH D nepeTBoptoeTbcsi B MediHui Ha 25-rigpokcn-giTamiH D (25-OH BitaMiH D), sSiKMil € OCHOBHUM LMpPKymiolo4Mm Giomapkepom
BiTamiHy D. Y Hupkax 25-rigpokcu-BitamiH D nig pieto  depmenTy D-1a-rigpokcunasm (CYP27B1) nepeTBOPIOETLCA Ha CBOK aKTUBHY hopMmy —
1,25-aurigpokcu-gitamin D8 7. 25-OH BitTamiH D € HaibinbwmM 3a KinbkicTio MeTabonitom BiTamiHy D B opraHiami Ta Haiikpawum iHAMKaTOPOM cTaTycy
BiTamiHy D'. [lediunt BiTamiHy D € nowwmpeHoto npobrnemoto B GaraTbox KpaiHax CBiTy. 3a icHyl4MMM ouiHKaMu, Bif AediunTy W HeAoCcTaTHOCTI BiTamiHy D
ctpaxgae npubnuaHo 30 % i, BignosigHo, 60 % AiTei i 4OPOCUX Y CBITI®. PU3nK BUHUKHEHHS AediumnTy BiTamiHy D 3a3Buyai noe’s3aHui i3 He4OCTaTHIM Yacom
nepebyBaHHSI Ha COHLI, OOMEeXeHOIo KINbKICTIO BiTaMiHy B pauioHi XxapyyBaHHs abo MOripLUeHMM BCMOKTYBaHHAM WOro B kuiikax. HamnpocTiwmii cnocio
nepesipuT, YM BUCTAYae opraHiamy BiTamiHy D, — BM3HAuMTM KOHUeHTpauito 25-rigpokcu-gitTamiHy Dy  kpoBid. [ediuut BitTamiHy D Ha eTani
BHYTPILUIHLOYTPOBHOrO PO3BUTKY Ta B AUTUHCTBI MOXE CMPUYUHUTU 3aTPUMKY PO3BUTKY Ta AedopmalLlito KiCTOK, BigoMy sik paxiT®. JediuuT BiTamiHy D y Aopocnux
MOXeE CrpUYUHATY abo MiaCcMIBaTK OCTEONEHIID 1 OCTEONOPO3, OCTEOMArALII0 Ta M'SI30BY CrabKiCTb, a TakoX MiABULLYBaTY PU3MK NeperioMis kicTok'0.

0 NPUHUMN Ol TECTY

IMyHOXeMintoMiHeCLIeHTHUI1 aHani3 3a TUNOM CeHABiva.

3pasok, marHiTHi mikpocdepu, Bkputi aHTuTinamm o 25-OH Bitamivy D, Ta 6ydepHuin po3unH peTenbHO NepemillyioTbesi, iHKyOylOTbCA Ta NMPOXOAATb LMK
BiAMUBaHHA Nicns ocagXXeHHst B marHiTHomy noni. lMicnsa usoro pogatotses MiTkn ABEI 3 iHWwuvmu aHtutinamm go 25-OH Bitaminy D, BinbyBaeTbcs peakuisi 3

YTBOPEHHSIM KOMMMEKCIB 3@ TUNOM CeHABiva, a nicns Hel — iHKybyBaHHS. Micns ocagXeHHs B MarHiTHOMY Noni 3NMBAETLCA CynepHaTaHT i BUKOHYETBCS Le OANH
uukn BigmuBaHHsA. llicna uboro gopalTbea crtaptepyu 1 i 2 AnA 3anycky XeMmiNtoMiHECLEHTHOI peakuii. |[HTEHCMBHICTb CBITNOBOro curHanmy BUMIPIOETHCH
OTOENEKTPOHHMM NMOMHOXYBadeM Y BiAHOCHMX CBiTNoBux ognHuusax (BCO) i € nponopuiiHoto Ao KoHueHTpauii 25-OH BitamiHy D y 3pasky.

0 PEATEHTU

Cknapg HaGopy

KoMMOHEHTH onuc 100 TeCTI.B y 50 TeCTIE.! y 30 'recm.a y
Habopi Hab6opi Ha6opi

MarHiTHi MarHiTHi mikpocdepw, BkpuTi aHTUTInamm go 25-OH BitamiHy D (npnbnusHo

mikpocdrepu 10,0 mkr/mn (ug/mL)), y HaTpin-poccaTHomy GydepHomy po3unHi, NaN3 (<0,1 %). 25 mn (mL) 1,5 M (ml) 1,0 M (mL)

Kan|6paTop. AHTVII'el.-| 25-OH BiTamiHy D B HU3bKiln KOHLEHTpaLii B kKapboHaTHOMY BydepHomy 1,0 mn (mL) 1,0 mn (mL) 1,0 n (mL)

HU3bKOro pPiBHA po34mHi, NaN3 (<0,1 %).

Kan|6paTop. AHTVII'el.-| 25-OH BitamiHy D y BuCOKiln KOHUEHTpalUii B kap6oHaTHOMY 6ydepHoMy 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)

BUCOKOIO PiBHSA po3umHi, NaN3 (<0,1 %).

Bydep AueTaTHuWii BydepHUin po3UKH. 14,5 mn (mL) 8,0 mn (mL) 5,4 mn (mL)

. Mitka ABEI 3 aHTuTinom go 25-OH sitamidy D (npn6nusto 0,500 mkr/mn (ug/mL)) y

Mirka ABEI HaTpin-poccaTHomy GydepHomy po3unHi, NaN3 (<0,1 %). 17,5 mn (mL) 9.5 mn (mL) 6,3 mn (ml)
AHTUreH 25-OH BiTaMiHy D B HM3bKil koHUeHTpauii (20,0 Hr/mn (ng/mL)) y

KouTpon 1 kap6oHaTHomy 6ycdepHomy po3umHi, NaN3 (<0,1 %). 1,0 M (mL) 1,0 M (mL) 1,0 M (mL)
AHTureH 25-OH BitamiHy D y Bucokiit koHueHTpauii (50,0 Hr/mn (ng/mL)) y

KowTpone. 2 kapboHaTHoMy 6ydepHomy po3unHi, NaN3 (<0,1 %). 1,0 M (mL) 1,0 M (mL) 1,0 M (mL)

Yci peareHTn HagaTbCsl B FOTOBOMY 4O BUKOPUCTAHHS CTaHi.

MonepeaXeHHsA i 3acTepexxeHHA

e [IpusHayeHo Ans AiarHoCTUKK in vitro.

Jlnwe anst npodecinHOro BUKOPUCTaHHS.

BxwuBaiiTe 3BMYaiiHUX 3aCTepexHUX 3axofiB, 060B’A3koBYMX Nig Yac poboTu 3 ycima nabopaTopHUMK peareHTaMu.

Cnig yxvBaTu BignoBiAHMX 0COBUCTMX 3acTepPEeXHUX 3axodiB AN YHUKHEHHS KOHTaKTy Byab-sIkMX YacTUH Tina 3i 3pa3kamu, peareHTaMu Ta KOHTPONbHUMMU

3paskamMu 1 JOTPUMYBaTMCS MICLLEBMX BUMOT LLOA0 poBGOTU Nif Yac TECTYBaHHS.

3anopykoto OTpUMaHHS JOCTOBIPHUX pe3ynbTaTiB € AOCKOHare BOSOAIHHSA TEXHIKOI aHanisy 1 YiTke JOTPMMaHHS! IHCTPYKL, HaBEAEHWX Ha BKNaaWLLIi yNakoBKu.

He BukopucToByiTe Habip nicns 3akiH4eHHs CTPOKY NMPMAATHOCTI, 3a3HA4YE€HOro Ha eTUKETL|.

He BMKOPUCTOBYINTE KOMMOHEHTM 3 Pi3HMX NapTii abo Big Pi3HWMX peareHTiB 04HOYACHO.

YHuKaiiTe YTBOPEHHS NiHW B YCiX peareHTax i npenapartax (3paskax, kanioparopax i KOHTPOSIbHUX 3pa3kax).

Yci Bigxoau GionoriyHnx 3paskiB, BionoriyHnx peareHTiB i BUTPaTHUX MaTepianis, WO BUKOPUCTOBYIOTLCSA ANst NPOBEAEHHS TECTY, CNif BBaXaTu NOTEHLiHO

iHcbikoBaHMMM 11 yTUMI3yBaTH iX BIAMNOBIAHO 4O BUMOT MICLEBUX HOPM.

e Lleii BUpi® MiCTUTb a3ua HaTpito. A3 HaTPilo MOXe BCTyNaTh B peakLito 3i CBUHLIEM YM MiHUMK eneMeHTaMu TpyOonpoBoAiB, yTBOPHOYM BUOYXxoHebe3neyHi
a3unam metanis. MNicnsa ytunisauii cnig npommntn Tpybuy BENMKOLO KinbKicTio BOAW, abu 3anobirtn yTBopeHHio BiaknageHb asuais. [logaTkoBy iHopMmaLito MOXHa
3HalTV B NnacnopTax 6e3neku NpoayKTy, siki HaA4AKTLCA HAa BUMOTY NPOdECINHUX KOPUCTYBaYiB.

MpuwmiTka. MNpo Byab-aKi cepiosHi iHUMAEHTW, NOB’A3aHi 3 NpUCTpoem, cnig nosigommntn komnaHito Shenzhen New Industries Biomedical Engineering Co., Ltd.

(Snibe) abo ii BNOBHOBaXXeHNX NPEACTABHMKIB, @ TAKOX KOMMNETEHTHI OpraHu BaLLoi KpaiHu.

NMoBoaXeHHA 3 peareHTaMu

e Lllo6 He ponycTuTK 3abpyaHEHHS, NOTPIBHO BAAraTV YMCTi pykaBW4KM Nig Yac po6oTy 3 HabopoMm peareHTiB | 3paskamu. [Mig yac poboTn 3 Habopom peareHTiB cnig
3aMiHUTU pyKaBWYKW, SKi KOHTaKTyBanmWu 3i 3paskaMu, Ha YMCTi, OCKiNbKW MOTPannsHHA MaTtepiany 3paska MOXe MNpu3BecT A0 OTPUMAaHHSA HEAOCTOBIPHWX
pesynbTaris.

® He BukopucTOBYyITE AedeKTHi Habopu, 3okpema Habopy 3 NOPYLLEHO rEPMETUYHICTIO YLLiNbHIOBaNbHOI NNIBKW, KanamMmyTHUMW peareHTamu, HasiBHICTIO ocagy
B peareHTax (3a BUHATKOM MarHiTH1X mikpocdep) abo Habopu, KOHTPONbHI MOKa3HUKK SIKUX HEOAHOPAa30BO BUXOAMNM 3@ MeXi AONYCTUMOrO Aiana3soHy. AKLWO
Habip € gedekTHUM, 3BepHiTbCs 4o kKoMnaHii Snibe abo ii odiuinHoro guctpub’ioTopa.

®  ABGW YHUKHYTW BUNAPOBYBaHHS PiAVHM 3 BiOKPUTUX HAOOPIB peareHTiB y XONoAUNbHUKY, PEKOMEHAOBAHO 3anevyaTaTi BigkpuTi Habopyu repmMeTusy4ot MNiBKOH,
LLIO NOCTa4YaETbCst pa3oM 3 YNakoBKOK. YLUiNbHIOBanbHa nniBka € 04HOPa3oBo; 403aMOBUTU i MOXHa B komnaHii Snibe abo ii odiliiHMX AMCTpnG’toTopIB.

® |3 4acom Ha NpoknaaLi MoXyTb HAKOMWUYyBaTUCS BUCOXT 3anMULLIKV PianH. 3a3Bu4ait BOHM SBMsSIOTL COBOK CONbOBUIA 0ca i HE BNNMUBAIOTL Ha pe3ynbTaT aHarniay.

e BuKOpUCTOBYWTE BIigKPUTUI BNOK peareHTiB B 04HOMY aHanisaTopi.
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IHCTpyKLUis i3 3acTOCYBaHHS

® |HCTpPYKLUIi LOAO NepemillyBaHHA MarHiTHUX Mikpocdep HaBedeHo B pO3Aini Lboro Bknaguiia, NpucBsAYeHOMY MiaroToBLi peareHTiB.

e [lopaTkoBy iHpbOpMaLiito MPO NOBOMXEHHS 3 peareHTamu nifg Yac BUKOPUCTAHHSI CUCTEMW HaBeAEHO B IHCTPYKLT 3 BUKOPUCTaHHA aHanizaTopa.
36epiraHHA Ta cTabinbHiCTL

® He 3amMopoxyWTe 6nok peareHTiB.

e 36epiraiite Habip peareHTiB y BepTUKanbHOMY MOMOXEHHI, 106 3a6e3neunTu NoBHy AOCTYMHICTb MarHiTHUX Mikpocdep.

e BepexiTb Big NPSAMUX COHAYHUX NPOMEHIB.

CT1abinbHicTb peareHTiB

Y HenopyLueHi ynakosui npu Temnepatypi 2-8 °C [0 KiHUS 3asBNeHOro TepMiHy NpuaaTHoOCTI
Y BigkpuTOMY cTaHi npu Temnepatypi 2-8 °C 6 TWXHIB
YcepeauHi cuctemmn 4 TUXKHI

CTabinbHiCTb KOHTPONbLHUX 3pa3kKiB

Y HenopyLueHi ynakosui npu Temnepatypi 2-8 °C 00 KiHUS 3asiBNEeHOro TepMiHy NpuaaTHOCTI
Y BigkpuTOMy cTaHi npu Temnepatypi 10-30 °C 6 roguH

Y BigKkpuUTOMY CTaHi npu Temnepatypi 2-8 °C 6 TxXHIB

Y 3aMopoxxeHoMy cTaHi npu TemnepaTypi —20 °C 3 micsaui

KinbKicTb LMKNIB 3aMOPOXYBaHHSA 1 PO3MOPOXKYyBaHHS He Ginblwe 3 pasiB

H 36IP | NIArOTOBKA 3PA3KIB

Tunu 3pa3skis

Jlnwe 3a3HaveHi HUxKYe 3pasky NponLnm BUNpobyBaHHsS Ta BU3HaHI NpuaaTHUMKU AN aHanisy.

Tunwu 3paskiB MpoGipkn AnsA 36upaHHs 3paskiB

Mpobipkn 6e3 goaaTkoBMX / AONOMIKHUX pevyoBUH abo Npobipku 3 akTMBAaTOPOM 3ropTaHHst abo

reriemM Ta aKkTuBaTopoM 3ropTaHHs

Mnasma EOTA-K2

e 3asHaueHi TMnNu 3paskiB TecTyBanucs 3 Nnpobipkamu Ansi 36MpaHHs 3paskiB, siki Oyny AOCTYMNHI HA PUHKY HA MOMEHT TeCTyBaHHs1, To6To Byno NpoTecToBaHO He
BCi 4OCTYNHI Npobipku Bif ycix BUpOBHMKIB. CucteMu 36MpaHHs 3paskiB pisHUX BUPOBHUKIB MOXYTb MICTUTMW Pi3Hi MaTepianu, ski B AKX BUNagKax MOXYTb
BMNMBaTK Ha pe3ynbTaTtu TecTiB. ig Yac BUKOpUCTaHHsi Npobipok Ans 36upaHHs 3paskiB cnig HeyXubHO 4OTPUMYBAaTUCS BKa3iBOK BUPOOHWMKIB NPOBipok.

CraH 3pa3skiB

® He BMKOPWCTOBYINTE HaAMIpHO reMoni3oBaHi 3pa3ku, 3pa3ku 3 HaAMIpHOLO rinepninigemieto Ta 3pasku, siki MatoTb SIBHIi 03HaKu MiKpOOHOro 3abpyaHEHHS.

e [lepLU HiX NOYMHATU LEHTPUDYTYBaHHS, NEpPEKOHaMTeCs, L0 NpoLiec Koarynsuii B cMpoBaTLji NOBHICTO 3aBepLlumBcs. [eski 3pasku cmpoBaTku, 0cobmMBo B3ATI
B MauieHTiB, WO NpUiAMaloTb aHTMKoarynsHTM abo TpoMOBoniTMkM, MoXyTb NoTpebyBaTtu Ginblue Yacy ans koarynsuii. AKWOo noyaTtn ueHTpudyryBaHHs 4o
MOBHOI Koarynsuii, NpUcyTHICTb ibpMHY B 3pa3ky cMpoBaTKu MOXe NPU3BECTU A0 OTPUMAHHSI XMOHMX pe3ynbTaTiB.

e 3pasku He MatoTb MICTUTU PiGpuH abo iHWI TBEpAi OMILLKM.

® BukopucTOBYiiTe 0AHOPA30BI NiNeTKN abo KiHYMKKM NiNeTOoK, Wob YHUKHYTM NepexpecHoro 3abpyaHeHHs.

MiagroroBka Ao aHanisy

e Yci 3pa3ku NoTpiGHO NepeBipaTU Ha HasiBHICTL NiHW. Mepen noyaTkoM aHanisy niHy cnig BUAanuTK 3a A0NOMOoro nabopaTopHoi nanuyku. BukopuctoByiite
[ANS KOXHOrO 3pa3ky HOBY Nanuyky, abu yHUKHYTU nepexpecHoro 3abpyaHeHHs.

* [lepen nepemillyBaHHAM 3aMOPOXEHi 3pasku chif MOBHICTIO pO3MOPO3NTU. PeTenbHO nepemiluante po3MOpOXeHi 3paskin y BUXPOBOMY 3MilllyBaYi Ha HU3bKil
LWBMAKOCTI abo LNAXOM 06epexHOro nepeBepTaHHs. BukoHanTe BidyanbHWUI KOHTpONb 3paskiB. Y pasi BUSIBNEHHS cTpaTudikauii us poswapyBaHHSA
nepemillante 3pasku, AOKN BOHW He CTaHyTb BidyaribHO OAHOPIAHNMU. AKLWO 3pa3kn He Byno nepemillaHo HanexHUM YMHOM, OTPUMAaHI pesynbTaTn MOXYTb
6yTV HeOCTOBIPHUMM.

e 3pasky He MOBUHHI MICTUTK (DIBPVH, ePUTPOLNTK 1A iHWI TBEPAi AoOMilKKn. 3pa3sku, WO BigNoBiAaThb Uil yMOBI, 34aTHi 3abe3neunTn HagiviHi pedynbTaTu; nepeq
TECTYBaHHSM ix HeobxiaHo LueHTpudyrysatn. OuuLleHnin 3pas3ok cnig NepeHecTn 4o BCTaBkM Ans 3paskis abo B AonoMmixkHY Npobipky Ans TecTyBaHHs. Y pasi
BMKOPUCTaHHS LIeHTpUdYroBaHNX 3paskiB i3 NinigHUM LLapoM NepeHocuTU chif nuwie oduLLeHnid 3pa3ok 6e3 ninemiyHoro maTepiany.

e (O6G'eM 3paska, NOTPiIGHMIA 41151 OQHOPA30BOro BU3HAYEHHS B LiIbOMY TeCTi, CTaHOBUTb 10 Mk (pL).

36epiraHHA 3pa3kiB

3pasku, oumLLeHi Bif po3aintoBaya, epuTpoumTiB i 3rycTkiB, MOXyTb 36epiratucs fo 8 roguH npu Temnepatypi 10-30 °C, go 7 gHiB npu Temnepatypi 2—8 °C abo

0o 12 micsyie y 3amopoxxeHomy cTaHi npu TemnepaTypi —20°C. 3amopoxeHi 3pa3ku npuaaTtHi 4O BUKOPUCTaHHS, SIKLWO BOHM 3a3Hanu He Oinblie 2 umknis

3aMOPOXYBaHHS 1 PO3MOPOXYBaHHSI.

TpaHcnopTyBaHHA 3pa3kiB

® YnakoBka ¥ MapKyBaHHSA 3paskiB MaloTb BiAMOBiAaTW 3aCTOCOBHMM BMMOraM MICLEBOrO 3aKOHOAABCTBA LUOAO TPAHCMNOPTYBAHHA KMiHIYHWMX 3paskiB Ta
iH(hikoBaHMX PEYOBMH.

® [lepeBuilyBaTh HaBefeHi BULLE OBMeXeHHS LWoao 36epiraHHs 3a6opoHeHo.

Po3BeaeHHs 3pa3kiB

e 3pa3kn, y aKMx KoHueHTpauis 25-OH sitamiHy D BuxoguTb 3a Mexi Aiana3oHy aHaniTM4HOro BUMIPIOBAHHS, MOXHa PO3BECTW, BUKOPUCTOBYHOYM npoLeaypy
py4HOro po3sefeHHs. PekomeHaoBaHa nponopuis po3seaeHHs ctaHoBuUTb 1:2. KoHueHTpauis po3seaeHoro npenaparty mae nepesuiysaty 75,0 Hr/mn (ng/mL).

e [1ns po3BefdeHHs BpyYHY NOTPIGHO MOMHOXUTY pe3ynbTaT Ha koedilieHT po3BeaeHHs!.

e BukopucToByiiTe BignoBigHi po3spigxysadi abo 3BepHiTECA 40 KoMnaHii Snibe 3a koHCynbTauielo nepes BUKOHAHHAM PO3BEAEHHS BPYYHY.

l NPOLIEAYPA

Hapani matepianu

TecT Ha 25-OH BitamiH D (IXA), eTUKeTKM 3i LUTPUX-KOAaMN KOHTPOSNbHUX 3paskiB.

HeoGxigHi MaTepianu, Aki He BXOAATL A0 KOMMIIEKTY NOCTa4YaHHA

e 3aranbHe nabopatopHe obnagHaHHs.

® [1OBHICTIO @aBTOMaTUYHNIA XEMIMIOMIHECLLEHTHUI iMyHOaHanisaTop Maglumi 600, Maglumi 800, Maglumi 1000, Maglumi 2000, Maglumi 2000 Plus, Maglumi
4000, Maglumi 4000 Plus, MAGLUMI X3, MAGLUMI X6, MAGLUMI X8, a6o iHTerpoBaHi cuctemu Biolumi 8000 Ta Biolumi CX8.

e [lopaTkoBi akcecyapu, NOTPIOHI ANst 3a3HaYeHUX BULLIE aHANi3aTopiB, BKMOYAIOTk peakUintHuiA Moay b, cTapTepu 1+2, KOHLEHTpaT ANsi NPOMMUBAHHS, CBITNOBY
npoby, HakoOHEeYHUK i peakLUiiHy BcTaBkKy. [epenik KOHKPETHUX akcecyapiB i XapaKTepUCTUKN akcecyapiB Ans KOXHOI MoAeri MOXHa 3HanTh B iHCTPYKUii 3
BMKOPUCTaHHS BiAMoOBIgHOrO aHanisaTopa.

e [1nsi OTPUMaHHSI JOCTOBIPHUX pe3ynbTaTiB TECTY BUKOPUCTOBYWTE akcecyapu, peKkOMeHA0BaHi komnaHieto Snibe.

Mpouepypa aHanisy

MigroToBka peareHTiB

e BuTarHite Habip peareHTIB i3 ynakoBku i ornsiHbTe BiACiku 6110ka peareHTiB i 30kpema YLLiNnbHIOBanbHy NMiBKY Ha HasiBHICTb BUTOKIB. SAKLLO O3HaK BUTOKIB He
BUSBMNEHO, 06epexXHO 3HIMITb YLLiNbHIOBaNbHY NNiBKY.

e BigkpuiiTe ABepusiTa 30HM peareHTiB; TpUManTe pyuyky Habopy Takum uyuHoM, wob6 RFID-mitka 6yna nopyd i3 uyyTnuBol 30HO ckaHepa RFID-miTok
(npnbnusHo 2 c); cuctema nogacTb 3BYKOBUI CUrHAN; OAWH 3BYKOBUIA CUrHam 03Havae, Lo peareHT YCrilHO po3ni3HaHo.

e Tpumatoum peareHT BepTUKanbHO, BCTABTE NOro Y BiNbHY AOPKKY AN peareHTiB.

e [lepeBipTe, Yn NpaBUbHO BiAOOPaKaeTbCS iHDOPMAaLLisi PO peareHT y NporpamMHOMY iHTEpPdEeNCi; SKLLO Lie He Tak, NOBTOPITb ABa 3a3HaYeHi BULLE KPOKW.

CupoBaTtka
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IHCTpyKLUis i3 3acTOCYBaHHS

e PecycneH3yBaHHSA MarHiTHUX Mikpocdpep BigbyBaeTbcsl aBTOMATUYHO MICNS 3aBaHTaXeHHst Habopy, Ynum 3abe3nevyeTbCst NOBHE PiIBHOMIPHE BiAHOBMEHHS
cycneHsii nepes BUKOPUCTaHHSAM.

KanibpyBaHHs aHanisy

e BubepiTb TecT ans kanibpyBaHHA Ta BMKOHaNTe onepauito kanibpyBaHHs Ha ekpaHi 30HW peareHTiB. [JoknagHiwy iHpopmauiio Npo BNOpsiAKYBaHHS AaHWX
KanibpyBaHHs AMB. y NPUCBAYEHOMY KanibpyBaHHIO PO3Aini iHCTPYKLIi 3 BUKOPUCTaHHS aHanisaTopa.

® BukoHaliTe NOBTOpHE KanibpyBaHHs 3 AOTPMMaHHSAM iHTepBany, 3a3Ha4yeHoro B LibOMy BKaAuLui.

KoHTponb skocCTi

® Y pasi BUKOpUCTaHHS HOBOI NapTii nepeBipTe abo 3MiHiTb AaHi KOHTPOSO SKOCTI.

e BukoHalTe 34MTYBaHHS LUTPUX-KOAY KOHTPOIO SIKOCTi, BUGEpIiTh BiAMOBIAHI AaHi KOHTPOO SIKOCTi Ta BUKOHaWTe TecTyBaHHSA. [loknagHiwy iHdbopmauito npo
BMOpsAAKYBaHHSA 3pa3kiB A KOHTPOSO SAKOCTi AMB. Y MPUCBAYEHOMY KOHTPOIO SIKOCTi PO34ini iHCTPYKLIT 3 BUKOPUCTaHHS aHanisaTopa.

TecTyBaHHSA 3paskis

e [licns ycnilwHOro 3aBaHTaXXeHHs1 3pa3ka BMOEepiTb Liel 3pasok Ha ekpaHi, 3MiHiTb nmapameTpu aHanidy Ans 3paska, sikui Tpeba TecTyBaTu, i BUKOHaNTe
TecTyBaHHs. [loknagHiwy iHdopmaLiio Npo BNOpAAKyBaHHA B3ATUX Y NaLieHTa 3paskiB AMB. y NPUCBAYEHOMY BMOPSAKYBaHHIO Npenaparis po3aini iIHCTPYKLii 3
BMKOPWUCTaHHS aHarnisaTopa.

[inst OTpUMaHHS MakcmanbHO ePeKTUBHUX pe3ynbTaTiB NOTPIGHO TOYHO AOTPMMYBATUCh IHCTPYKLIT 3 BUKOPMUCTaHHS aHanisatopa.

KanibpyBaHHs

BiactexeHHs: uen metoq Byno cTaHAapTU30BaHO LUMSXOM MOPIBHSAHHA 3i CTaHAAPTHUM eTarnoHHUM MaTepianom 2972a HauioHanbHOro iHCTUTYTY cTaHAapTiB i

TexHonorin (National Institute of Standards and Technology, NIST).

3acTocyBaHHs creuianbHO NpuU3HaveHnx kanibpaTopis Aae 3Mory ckopuryBati pedpepeHcHy KpuBy 3a AOMOMOroto 3adikCoBaHUX 3HaYeHb BiGHOCHUX CBITMOBUX

oauHuupe (BCO).

[MNoBTOpHe kanibpyBaHHA pekoMeHOoBaHe:

® y pasi nepexoay Ha HOBY NapTito peareHTiB abo ctapTepis 1+2;

® KOXHi 28 gHiB;

® nicns cepBicHOro obcnyroByBaHHsi aHanisaTopa;

®  SKLLO MOKa3HWKN KOHTPOMNbHUX 3pa3KiB BUXOAATL 32 MeXi BCTAHOBIIEHOrO Aiana3ony.

KoHTponb sikocTi

[Ina BU3HAYEHHSA BUMOT KOHTPOMIO AKOCTI AN LbOro TECTY PeKOMEHA0BAHO BUKOPUCTOBYBATU KOHTPONbHI 3pa3ku; ANa nepesipku edpeKTUBHOCTI TECTIB KOHTPOMb

cnig NpoBOAWMTM 3 OAHWUM MOBTOPEHHAM. 3aranbHi pekomeHAauii LWOoAO0 KOHTPOMK SKOCTi MOXHa 3HanWTM B OnybnikoBaHWMX IHCTPYKUiSX, Hanpuknag y

pekoMeHgauiax C24 IHCTUTYTY KniHiYHKX | nabopaTopHux ctaHgapTis (Clinical and Laboratory Standards Institute, CLSI) a6o iHwmx!!.

KoHTponb SKOCTi pekoMeHZ0BaHO 34iliCHIOBaTK pa3 Ha [eHb BUKOPUCTaHHst abo 3rigHO 3 BUMOramu MiCLEBMUX HOPM, BUMOramu cepTudikaii Ta npouenypamu

KOHTPOIto SIKOCTi Bawoi nabopaTopii. KoHTponb SKocTi MoXHa 34iicHioBaTK 3a AonomMoroto TecTy Ha 25-OH BitamiH D:

® nicns KOXHOro kaniépysaHHs Habopy;

e y pasi nepexogy Ha HOBY napTito ctapTepiB 1+2 abo KOHUEHTPaTy ANsi NPOMUBAHHS.

KoHTponbHi 3pa3kn npusHayeHi nuwe ana cuctem MAGLUMI Ta Biolumi i BUKOPMCTOBYIOTLCSA NWLLE 3 BiANOBIAHMMUW peareHTamu, Lo MatloTb Taki cami NoYaTKoBI

cim umncpp Homepa MAPTII. KoxeH LinboBuWit NOKasHWK | AianasoH HaBeaeHo Ha eTUKeTL.

lNepea BUKOPUCTAHHSIM iHLUMX KOHTPOMbHWUX 3paskiB Crif OUIHWUTK iXHIO CYMICHICTb i3 UMM TecTom. Cnia ycTaHOBWUTU BiAMOBIAHI AianasoHn 3HaveHb ANS BCiX

BMKOPUCTOBYBAHUX MaTepianiB KOHTPOO SKOCTI.

KOHTpOnbHi NokasHUkM MatoTb ByT B MeXax BCTAHOBMEHOrO Aiana3oHy; SKLWO OAMWH i3 KOHTPOSIbHUX MOKA3HMKIB BUXOAMTb 32 MEXi BCTAHOBMEHOrO Aiana3oHy,

Cnif, BUKOHaTW NOBTOPHE KanibpyBaHHS Ta NMOBTOPHE TECTYBaHHS KOHTPOMbHUX 3pa3kiB. SKLLO KOHTPOMbHI MOKa3HMKKU, OTPUMAaHI Nicns yCrnilHOro KaniopyBaHHs,

cTabinbHO BUXOASATb 3@ MeXi BU3HaAYeHUX dianasoHiB, pe3ynbTaT TECTYBaHHSA NaUieHTIB He cnif AOKyMEHTYBaTK; KpiM TOro, Crig;:

® MepeBipuTH, YN He CNNNB TEPMIH NPUAATHOCTI MaTepianis;

® nepekoHaTuCcs, LWo 6yno NnposeAeHo NnaHoBe TexHiYHe 06CnyroByBaHHS;

® YMNeBHUTUCS, LLO TECT 3AiNCHIOBABCSA i3 AOTPUMAHHSAM iHCTPYKUINA, HaBeAEHMX Ha BKNaAULLi yNakoBKu;

® 3anoTpebu 3BepHyTUCS NO AoMoMOry Ao kKomnaHii Snibe abo i odiuiiH1x AUcTpuG’toTopIB.

FAKLIO KOHTPOSbHMX 3paskiB y Habopi HedOCTAaTHLO ANSt BUKOPUCTAHHS, 3aMOBMsANTe AoaaTkosi KoHTponi 25-OH BitamiHy D (IXJ1A) (REF: 160201262MT) y

komMnaHii Snibe abo ii odiLinHMX gucTpnb’oTopIB.

0 PE3YNbTATH

Po3paxyHok

AHanizaTtop aBTOMaTU4YHO PO3paxoBye KOHLUEeHTpauito 25-OH BitamiHy D B KOXHOMY 3pa3ky Ha OCHOBI kanibpyBanbHOi KpuBOI, sika GyayeTbcs 3a MeToaoM

2-TOYKOBOro kanibpyBaHHs pedepeHcHoi KpuBoi. OguHMUE BUMIpOBaHHs € Hr/mn (ng/mL). JoknagHiwy iHdopMauito MOXHa 3HaWTU B iHCTPYKUii 3

BMKOPUCTaHHS aHanisaTopa.

IHTepnpeTauis pesynbTaTiB

3a JaHumu niTepaTypHUX mxepen, Ans BU3HadeHHs cratycy 25-OH BitamiHy D B opraHiaMi NponoHyeTbLCA BUKOPUCTOBYBATM Taki Aiana3oHn 3Ha4YeHb:

Crartyc BiTamiHy D PiBeHb 25-OH BiTamiHy D, Hr/mn (ng/mL)
Lediunt <10

HepocTtaTHbO 10-29

LocTtaTHbO 30-100

Hagnuwok >100

Micna obcTexeHHa 576 kniHiYHO 3g0poBuMX OCiO y KuTai 3 KBiTHSI MO XOBTEHb Ta 3 nucTonaga no 6epeseHb Byno BM3HAYEHO AOMYCTUMI HOPMU ANS TecTiB Ha
25-OH BitamiH D, 3Ha4YeHHs KX HaBeOEHO HUXYe:

Micaub Kinbkictb CepepHe, Hr/mn (ng/mL) 2,5-1—97,5-1 nepueHTUNb, Hr/Mn (ng/mL)
KBiTE€Hb — XXOBTEHb 296 25,875 6,8-53,9
Jluctonapg — 6epeseHb 280 21,588 6,0—46,1
3aranom 576 23,791 6,5-50,3

BwmicT BiTamiHy D Moxe 3anexaTtu Big Takux akTopis, sk reorpadiyHui perioH, nopa poKy, palioH XapyyBaHHsi Ta eTHiYHE NMOXOMKEHHs'2. PekoMeH0BaHo B

KOXHil nabopaTtopii BU3HauMT1 BNacHuii pedepeHTHUIN iHTepBan.

ll OBMEXEHHA

e PesynbTaTu TECTy cnig po3rnsaaTti B KOHTEKCTI icTopii XBOPOOU, AaHMX KMiHIYHOrO 06CTEXEHHSs NauieHTa 1 iHLWWX JaHUX.

e Ao pesynbTaTh TecTiB Ha 25-OH BiTamiH D He BignoBigaTb KNiHIMHUM AaHWUM, ANs iX NiATBEPKEHHS HEOBXiAHO BUKOHATU AOAATKOBE TECTYBAHHS.

e [eTepodpinbHi aHTUTINA B CMPOBATLi KPOBi MOAUHM MOXYTb BCTynaTu B peakuilo 3 iMyHornobyniHamu peareHTiB, BNMBaKO4YM Ha pesynbTaTt iMyHoaHanisis
in vitro. Y naujieHTiB, sSiki perynsipHo KOHTaKTytoTb i3 TBapuHaMu abo nNpoAyKTaMu CMpoBaTKW KPOBI TBAPWH, iCHYE PU3MK Takoi iHTepdepeHLii, BHacnigok voro
MOXYTb CNOCTEpIraT1cst aHoMarbHi NokasHUkM'3.

® bBakTepianbHe 3apaxeHHs 3pa3kiB MOXe BMNuMBaTh Ha pesynbTaTi JOCHIAXKEHHS.

0 CNEUU®IYHI TEXHIYHI XAPAKTEPUCTUKU

Y upoMy po3gini HaBeaeHi penpe3eHTaTUBHI XapakTepuCTUKkW. PesynbTatu, oTpumaHi pisHMMu nabopaTopisMu, MOXYTb BiApi3HATUCS.

TouHicTb

TouHicTb BM3Hayanacs 3a JONOMOroK TecTy, npenapariB i KOHTPONbHMX 3paskiB 3a npoTokonoM (EP05-A3) IHCTUTYTY KniHiHUX i nabopaTopHux ctaHaapTiB

(Clinical and Laboratory Standards Institute, CLSI): y aBox okpemMux napanenbHuWx BUNpoOyBaHHSAX LOAHA NPOTAroM 5 AHIB Yy TPbOX Pi3HMX LEHTpax 3

BMKOPUCTaHHSIM TPbOX MapTiii Habopis pearenTis (n = 180). Byno oTpMmaHo 3a3HayeHi HUx4Ye pesynbTaTu.
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CepefHe, Y mexax BUNpobyBaHHS Mix BUnpo6yBaHHAMM BigTBOplOBaHICTL
3pasok Hr/mn (ng/mL) CraHa. Bigx., Hr/mn % koed. CraHa. Bigx., % koedp. Bap CTtaHa. Bigx., Hr/mn % koed.

(n =180) (ng/mL) Bap. Hr/mn (ng/mL) ’ ’ (ng/mL) Bap.
Myn i3 cuposatkoto 1 13,867 0,586 4,23 0,287 2,07 0,947 6,83
Myn i3 cuposaTkoto 2 40,166 1,472 3,66 0,750 1,87 1,904 4,74
Myn i3 cuposaTtkowo 3 79,459 2,715 3,42 1,526 1,92 4,938 6,21
Myn i3 nna3moto 1 13,825 0,531 3,84 0,256 1,85 0,703 5,08
Myn i3 nnasmoto 2 39,038 1,476 3,78 0,919 2,35 2,069 5,30
Myn i3 nnasmoto 3 80,576 2,292 2,84 1,344 1,67 3,674 4,56
KoHTponb 1 19,833 0,791 3,99 0,270 1,36 1,080 5,45
KoHTponb 2 49,236 1,764 3,58 0,901 1,83 2,219 4,51

Liana3oH niHinHocTi

1,50—150 Hr/mn (ng/mL) (BU3Ha4a€eTbCA 3@ MEXEID KiNMbKICHOI OLLIHKM Ta MakCUMyMOM pedepeHCHOT KpUBOT).

IHTepBan peecTtpauii

0,500-300 Hr/mn (ng/mL) (BU3HaYa€eTLCA 3a MeXeEL0 BUSBMEHHS Ta MakCUMYMOM pedpepeHCHOI KpUBOI, MOMHOXEHUM Ha PeKOMeHA0BaHy NpOornopLilo PO3BEAEHHS).

AHaniTuyHa yyTnUBICcTb

Mexa xonocrtoi npo6u = 0,050 Hr/mn (ng/mL).

Mexa BusienenHs = 0,500 Hr/mn (ng/mL).

Mexa kinbkicHoi ouiHkn = 1,50 Hr/mn (ng/mL).

AHaniTnyHa cneumdiyHicTb
IHTepdbepeHLin

IHTepdpepeHLis BU3Ha4anacsa 3a AOMOMOrol TeCTy; A0 TPbOX 3pa3kKiB i3 Pi3HOI0 KOHLIEHTPALIE0 aHanisoBaHOro KOMMOHEHTa A0AaBanvcs PeYOBUHM, NOTEHLIHO 34aTHI
CNPULMHUTY eHporeHHy abo ek3oreHHy iHTepdhepeHLito, 3a npoTokonoM (EP7-A2) IHctutyTy KniHiYHKX i nabopaTtopHux ctaHgapTis (Clinical and Laboratory Standards

Institute, CLSI). Moxvbka BUMIpIB ANS pEYOBWH, 30aTHUX CNPUYMHUTY iHTepdbepeHLito, He nepesuiLye +10 %. Byno oTpumaHo 3a3HayeHi Hux4e pesynbTaTi.

IHTepdepeHuin Makc. piBeHb BiACYTHOCTI BNNUBY IHTepcbepeHLin Makc. piBeHb BiACYTHOCTI BNNuBy
Binipy6iH 80 mr/an (mg/dL) PesmaToigHuin daktop 1500 MO/mn (IU/mL)

emorno6iH 500 mr/gn (mg/dL) AAA 398 AO/mn (AU/mL)

IHTpaninig 300 mr/an (mg/dL) BioTuH 0,5 mr/an (mg/dL)

CeyoBuHa 20 mr/mn (mg/mL) Mapikanbyuton 25 Hr/mn (ng/mL)

MepexpecHa peakTUBHICTb

MepexpecHa peakTUBHICTb BU3HAYanacs 3a AONOMOrOK TECTY; 40 TPbOX 3pasKiB i3 Pi3HOK KOHLEHTpaLielo aHanisoBaHOro KOMNOHeHTa AoAaBanncs NOTeHLiNHI
nepexpecHi peareHTn 3a npotokonoM (EP7-A2) IHcTuTyTy KniHiyHMX i nabopatopHux ctaHgaptie (Clinical and Laboratory Standards Institute, CLSI). Moxubka
BMMIPIB ANA PEYOBUH, 3AaTHUX CNPUMUHUTK iHTepdepeHLito, He nepesuLlye £10 %. Byno oTpMmaHo 3a3HayeHi Hk4e pesynbTaTu.

MepexpecHui peareHT

Makc. piBeHb BiACYTHOCTI BNNUBY

MepexpecHui peareHT

Makc. piBeHb BiACYTHOCTI BNNuBY

Bitamin D2

1000 Hr/mn (ng/mL)

Bitamin D3

1000 Hr/mn (ng/mL)

1,25-gurigpokcun-sitamin D2

100 Hr/mn (ng/mL)

3-eni-25-OH-BiTamit D3

100 Hr/mn (ng/mL)

1,25-purippokcmn-sitamin D3

100 Hr/mn (ng/mL)

NMoHapno30BuM «Xyk»-eheKT y BUNaaKy BUCOKUX KOHLIeHTpaLin
Y Tectax Ha 25-OH BiTamiH D noHapno30Buin «Xyk»-edekT y BUNaaKy BUCOKUX KOHLUEeHTpauin (go 600 Hr/mn (ng/mL)) He cnocTepirascs.
MopiBHAHHA MeTOAMK
MopiBHAHHSA aHanidy Ha 25-OH BiTamiH D 3 iHWIMM iMyHOMOTiYHMM aHani3oM cepiliHoro BUpOGHULITBA NPOAEMOHCTPYBAo Taky kopensuito (y Hr/mn (ng/mL)):

KinbkicTb NnpoTectoBaHux 3paskis: 106.

MopiBHsHHA MeTogoMm MaciHra — Babnoka: y = 1,0034x-0,1728, 1 = 0,937.
KoHueHTpaLis B KniHiYHMX 3pa3kax cTtaHoBuna Big 3,4 ao 155,1 Hr/mn (ng/mL).
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l 3HAYEHHSA CUMBONIB

41

[MB. iHCTPYKLiO 3 BUKOPUCTaHHSA

TemnepaTypHuiA giana3oH
(36epiratv npu Temnepatypi 2-8 °C)

BmicTy goctatHbo Ans <n> TecTiB

Linm Gokom goropwm

MeauuHuin npunag ons giarHocTukw in vitro

Homep 3a kaTanorom

MapkyBaHHsi CE

Bupo6Huk

KiHueBa AaTa TepMiHy npuaaTHOCTI

BepexiTb BiA NPSAMUX COHAYHUX NPOMEHIB

YnoBHOBaXeHW NpeacTaBHUK B EBPONENCbKOMY COO3i

Cknag Habopy

Koga naprii

3Hak BiANOBIAHOCTI TEXHIYHUM pernameHTam
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