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OQKCIMNYATAUNOHHAA AOKYMEHTALNA
Ha MeAULUNHCKNE U3aenns:

PeareHT Butpoc obwunii 25-OH ButammH D B KacceTe (25-OH Vitamin D Total Reagent
Pack) ona konuyecTtBeHHOro onpegeneHna obwero 25-OH ButamunHa D
NWMMYHOXEMUNKOMUHECLEHTHBIM METOAOM B CbIBOPOTKE KPOBM Ha aHanmsatopax cepumu
VITROS

Ha6op kanmbpaTtopoB Butpoc o6wnin 25-OH Butamunu D (25-OH Vitamin D Total
Calibrators) gna KonnyectBeHHOro onpegeneHunsa obuiero 25-OH ButammnHa D
UMMYHOXEMUNIOMUHECLLEHTHBIM METOL0OM B CbIBOPOTKE KPOBU Ha aHanusatTopax cepumu
VITROS B cocTaBe

MpounssoanTens:
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2019

3NEKTPOHHAS KONHA 0GOPMAEHA LIEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHIA



KOMms

I, PHILLIP JONES, of Windsor House, Victoria Street, Windsor,
Berkshire, England, Notary Public duly admitted and sworn.

DO HEREBY CERTIFY AND ATTEST:

That | have no reason to doubt the authenticity of the document
hereunto annexed namely Declaration, dated 30th October 2019 and
signed for and on behalf of Ortho Clinical Diagnostics by Bethan Coles,
Regulatory Affairs Associate.

IN TESTIMONY WHEREOF | have hereunto set my hand and
affixed my Seal of Office, in the Town of Windsor aforesaid, this day
Thursday, 31st October 2019.

Regulated by the Faculty Office of the Archbishop of Canterbury
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«YTBEPXOEHO»/ «<APPROVED»

OpTto-KnuHukan AnarHoctuke

®ennHap Mepoys, MNMenkoen, bpumkena, CF35 5PZ
BenvkobputaHus

(Ortho-Clinical Diagnostics,

Felindre Meadows, Pencoed, Bridgend, CF35 5PZ,
United Kingdom)

Harta/Date: 30 October 2019
Name/®WNO: Bethan Coles
(noanucek/signature):

JomkHocTb/Position: Regulatory Affairs Associate

Meuyatb/Stamp:

OQKCMNYATAUNOHHAA JOKYMEHTALNA
Ha MeAMLUUHCKNE N3eNNA:

PeareHT Butpoc o6wunin 25-OH ButammH D B KacceTe (25-OH Vitamin D Total Reagent
Pack) pna konnyecTBeHHOro onpegeneHna obwero 25-OH sutamumHa D
NUMMYHOXEMUMIOMMUHECLLEHTHLIM METO/O0M B CbIBOPOTKE KPOBM Ha aHanmsaTopax cepuu
VITROS

Hab6op kanunbpatopoB Butpoc o6uwunii 25-OH sutammH D (25-OH Vitamin D Total
Calibrators) gns Konn4yecTBeHHOro onpeaeneHmsa obuwero 25-OH sutammHa D
NWMMYHOXEMUTIOMUHECLLEHTHBIM METOA0M B CbIBOPOTKE KPOBW Ha aHasmnsaTopax cepuu
VITROS B cocTaBe

I Mpowu3soguTens:
OpTto-KnuHukan AnarHoctuke, ®ennHap Megoys, MeHkoed, bpnmxena, CF35 5PZ, BenukobputaHua
(Ortho-Clinical Diagnostics, Felindre Meadows, Pencoed, Bridgend, CF35 5PZ, United Kingdom)
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MepeBOA C aHrMIICKOro A3bIKa Ha pyCcCcKuii A3bIK

A, oNNANMN OXOHC, BuHasop Xayc, Buktopua Ctput, BuHasop, Bepkwnp,
AHI NS, HoTapuyc, AO/MKHbIM 06pa3oM AONYLLEHHbI K NPaKTUKe U NPUBEAEHHbI
K npucsre,

HACTOAW MM NOATBEPX A N CBUWAETENBCTBYIO:

YTO Y MEHSA HeT KaKux-nmbo OCHOBaHWW rnogBepratb COMHEHWUI MOA/IMHHOCTb
npunaraemMoro [JOKyMeHTa, a WMeHHO «[eknapupyemblii [OKYMeHT» 0T 30
OKTSA6pa 2019 roga, noAnMUCAHHOrNO OT WMMeEHUM KomnaHuu «OpTo-KanHukan
OnarHoctuke» (Ortho-Clinical Diagnostics) betaH Koyns, cOTpyAHWKOM oOTAena
HOPMaTMBHO-MNPaBOBOr0 PerynMpoBaHus.

B NOATBEPXOEHWE BbIWEW3/TOXEHHOIO a ckpennsdi HacToAwmia
OOKYMEHT CBOEW MNOAMUCLID U [O/HDKHOCTHOW neyaTbld B BblleyKa3aHHOM T.
BuHpasope, cerogHs, B yeTBepr, 31 okTa6pa 2019 roga.

<MnoAnucaHo>

PNNNNM A>XKOHC
Hotapwnyc

+44(0) 1753 851 591

MoXxn3HeHHasn NLEeH3KSA

MpoLWMTO 1 CKPenaeHOo nevaTbio HoTapuyca:
<Kpyrnas penbedHas neyatb HoTapuyca:
oM XOBAPA OXXKOHC; HOTAPUYC; AHI NA>

Perynupyetcs KaHuensipueii cyaa apxmenuckona KeHtepbepmuinckoro
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[Oata: 30 okTa6psa 2019 roga
®UNO: betaH Koyns
<nognucaHo>

[OMKHOCTb: Cotpyanux OTAENA HOPMATUBHO-MPABOBOrO PerynnMpoBaHus

MeyvaTsb:

<l Tamn: OpTo-KnuHukan [AnarHocTumke;
MeHKoen, BennkobputaHma>
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«YTBEPXAEHO»/ «<APPROVED»

OpTto-KnuHukan AuarHoctuke

®ennHap Megoys, MNMeHkoed, bpngxeHg, CF35 5PZ
BennkobpuTtaHus

(Ortho-Clinical Diagnostics,

Felindre Meadows, Pencoed, Bridgend, CF35 5PZ,
United Kingdom)

[Hata/Date:

Name/® O
(mognuce/signature)

JomkHocTb/Position

MevaTs/Stamp

QKCMNYATAUNOHHAA JOKYMEHTALUWNA
Ha MeANLMHCKNE N3AeNNA:

PeareHT Butpoc obwuii 25-OH ButammnH D B KacceTe (25-OH Vitamin D Total Reagent
Pack) ona KonmyecTBeHHOro onpegeneHunsa oowero 25-OH sutammnHa D
NUMMYHOXeMU/TIOMUWHECLEHTHBIM METOAOM B CbIBOPOTKE KPOBM Ha aHanmsatTopax cepuu
VITROS

Habop kanubpatopoB Butpoc obwnin 25-OH Butamuu D (25-OH Vitamin D Total
Calibrators) gna KonuyecTtBeHHOro onpegeneHns oouero 25-OH sButamuHa D
NWMMYHOXEMUTIOMUHECLEHTHBIM METOAOM B CbIBOPOTKE KPOBM Ha aHanmsatopax cepuu
VITROS B cocTaBe

MpounssoauTens:
Opto-KnuHukan AuarHoctuke, ®ennnHgp Megoys, MNeHkoen, bpupxkena, CF35 5PZ, BennkobputaHus
(Ortho-Clinical Diagnostics, Felindre Meadows, Pencoed, Bridgend, CF35 5PZ, United Kingdom)
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l. OBWAA NHD®OPMALNA

1. HasaHue nsgenua:

PeareHT Butpoc o6wumii 25-OH ButammH D B KacceTe (25-OH Vitamin D Total Reagent Pack)
LN KOIMYeCTBEHHOr0 onpefeneHus obuero 25-OH sutamuHa D
NMMYHOXEMWUTIOMUHECLIEHTHBIM METOZOM B CbIBOPOTKE KPOBUW Ha aHa/mM3aTopax cepuu

VITROS

Hab6op kanubpatoposB Butpoc obwmin 25-OH ButamuH D (25-OH Vitamin D Total
Calibrators) gnsa KonMyecTBeHHOro onpeaeneHns obulero 25-OH ButammHa D
WMMYHOXEMU/TIOMUHECLEHTHBIM METO0M B CbIBOPOTKE KPOBU Ha aHanm3aTopax cepum

VITROS B cocTaBe:

1 3 komnnekTa Kanubparopos (25-OH Vitamin D Total Calibrators ) yposHeid 112, 1,0 mn

- 6 (p1aKOHOB.
2. KannbpoBoyHas KapTa fioTa - 1 LwT.
3. MMpoTokon KapTa- 1 wWr.

4. TUKETKMN CO LUITPUX-KOLOM KanmbpaTopos - M0 8 LIT. HA KaXAbIA 13 2-X YPOBHEN

KannépaTopos (Bcero 16 WITPUX KOLOB).

KopoTKue Ha3BaHUsi, KOTOPbIe 6YaAyT MCMONb30BaThCS Jasiee Mo TEKCTY:

Ha3BaHune

PeareHT Butpoc o6wuii 25-OH ButamuH D B KacceTe (25-OH
Vitamin D Total Reagent Pack) gnsa KofiM4ecTBEHHOro
onpeaeneHms obuwero 25-OH BuTamuHa D
OI/IMMyHOXQMI/InIOMVIHeCLLeHTHbIM MeTOZOM B CbIBOPOTKE KPOBU
Ha aHanmn3aTtopax cepun VITROS
Habop kanubpaTopos Butpoc o6wumii 25-OH ButammH D (25-
OH Vitamin D Total Calibrators) gnsa KonmyecTBeHHOro
onpegeneHus obwero 25-OH BuTammHa D
NMMYHOXEMUTIOMUHECLLEHTHBIM METOAOM B CbIBOPOTKE KPOBW
Ha aHanusartopax cepun VITROS B cocTase
HassaHue TecTa
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KopoTkoe Ha3BaHue

PeareHT VITROS tVitD

Ha6op kannbpatopos VITROS
tVitD

Tect VITROS tVitD
(VITROS 25-OH Vitamin D Total)



AG6peBnaTypa NnponsBoanTensa Ang gaHHoro Tecta: tVitD

2. HasBaHwue v agpec npon3BogunTensd

OpTo-KnuHukan OuarHocTtuke, ®ennHap Megoys, MNeHkoen, bpugxkena, CF35 5PZ, BennkobputaHus
(Ortho-Clinical Diagnostics, Felindre Meadows, Pencoed, Bridgend, CF35 5PZ, United Kingdom)

. NHCcTpyKLunm
Cm. MpunoxxeHune
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MpunoxeHune 1

K 3KCM/yaTaumoHHOMW JOKYMEeHTaLnm
(Attachment 1
to Operational Documentation)

MHCcTpyKLUN
(Instruction for Use)

- UHCTPYKLUMA Ha
PeareHT VITROS tVitD (25-OH Vitamin D Total Reagent Pack)

- MHCTPYKLUMNSA Ha
Ha6op kanubpatopoB VITROS tVitD (25-OH Vitamin D Total Calibrators)
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]Product» Kannépatops! - /10T 700 1 Bbile

Imimiifs<edi«uno»t>c »

NHCTPYKUWNA tVitD

VITROS NmMmyHOoAnarHoctnyeckne rnpoaykrbl 684 2894
PeareHT BuTtpoc o6wwmin 25-OH ButamuH D B KacceTe
(25-OH Vitamin D Total Reagent Pack)

VITROS VMmmyHoAnarHoctnyeckne npoaykrbl

Hab6op kannbpartopoB Butpoc O6wuii 25-OH ButammH D
(25-OH Vitamin D Total Calibrators)

684 2693

Ha3HauyeHue 1 coctaB n3genus
TONbKO NSt AUArHOCTUKM in Vitro.
VITROS nmmyHogmarHocTudeckme npoayktbl PeareHT Butpoc o6wmii 25-OH ButamuH D B kacceTe (25-OH Vitamin
D Totai Reagent Pack) ons konvyectBeHHoro onpegeneHus obéuero 25-OH sutamuHa D
MMMYHOXEMW/TIOMUHECLIEHTHLIM METO0OM B CbIBOPOTKE KPOBU Ha aHasim3aTopax cepun ViTROS
4 [ns KonuuecTBeHHOro onpegeneHns obwero 25-OH ButamuHa D B CbIBOPOTKE KPOBU YesioBeka
NMMYHOXEMUMIOMUHECLEHTHBIM METOAOM C MOMOLL b0 aHanu3aTopos cepum VITROS (VITROS ECI/ECIQ, VITROS 3600,
VITROS 5600, VITROS XT 7600),
PesynbTathl Tecta VITROS 25-OH Vitamin D Total ncnonb3ytoTcs A1a OLeHK OCTaToO4HOCTY BUTaMuHa D B opraHuame
yesnioBeka, a TaKke, NoslyyYeHHble pesybTaTbl MOrYT UCMO/b30BATLCA B COUETAHWUMN C APYTUMMN KIMHUYECKAMU UK
nabopaTopHbIMU AaHHbIMU, YTOObI MOMOYb K/IMHULMCTY B SIEYEHUWN NaLMEHTOB.
VIiTROS nmMyHogmarHocTuieckue npoayktel Ha6op kanmbpatopoB Butpoc o6uwmii 25-OH ButamuH D (25-OH
Vitamin D Total Calibrators) ansa konnyectseHHoro onpegeneHuns obuiero 25-OH ButammnHa D
NMMYHOXEMUTIOMUHECLIEHTHBIM METOAOM B CbIBOPOTKE KPOBW Ha aHanmsatopax cepum VITROS B coctaBe
1. 3 komnnekTa kanubpaTtopos (25-OH Vitamin D Total Calibrators ) ypoBHeli 11 2, 1,0 M - 6 dh1akoHOB.
2. KannbposouHas kapTta nota -1 wr.
3. MNpoTokon kaprta - 1 wr.
4. DTUKETKN CO LUTPUX-KOAOM KanmbpaTopos - No 8 WT. Ha KaxAblli 13 2-X YpOBHEW KannbpaTopos (Bcero 16 WTpUX KO4O0B).

[na kannbposkn aHanusatopos cepum VITROS (VITROS ECI/ECIO, VITROS 3600, VITROS 5600, VITROS XT 7600)
npu KONMYEeCTBEHHOM onpeaeneHnmn oblero 25-OH BuTaMmuHa D B CbIBOPOTKE KPOBMW YesioBeka
MMMYHOXEMUTIOMUHECLLEHTHBIM METOLOM.

O6uwee onucaHne Tecta

ButamvH D npefcTasnseT coboii X1popacTBOPUMbINA CTEPOUAHBIA FOPMOH, KOTOPbIA MOXET 6blTb NPeACcTaBneH B ABYX
copmax: ButammH D2 (aprokanbundepon) n ButamvH D3 (xonekansuudepon). ButamuH D cuHTesnpyeTcs 13
X0necTeprHa npu BO3AelCTBAN Ha KOXY CO/THEYHOrO cBeTa Wnm Yepes notpebnenune nuwm. ButammH D
rMApoKCMNNpyeTcsa B NeveHn ¢ obpasosaHneM 25-OH-ButamuHa D, KOTOpbI Aanee rugpoKcuaMpyeTcs B noykax ¢
obpasoBaHMem 61MONOrMYeckn akTuBHol chopmbl, 1,25- (OH)2 BuTammHa D. AKTuUBHas chopma BuTammHa D perynupyetcs
napaTvpeovaHbIM rOPMOHOM B Na3Me KpoBM M YPOBHAMU kaunibLma u dooccopa. AkTuBHas dopma, 1,25- (OH)2
BuTaMuHa D, yBenmumBaeT KuLIeyHyo abcopbLumio kanbLmua n rocdopa, KoTopble HeO6X0AVMbI 4151 peryiMpoBaHns
KOCTHOro meTtabonusma. Meta6onutsl BUTammnHa D, CBSi3aHHble C TPAHCMOPTHLIM BUTaMWH-D cBA3biBatOLLMM GesikoM,
LMPKYNNPYIOT NO BCEMY OpPraHn3My, Npu aToMm koHueHTpaums 1,25-(OH)2 sutamuua D B 1000 pa3 Huxe, yem 25-OH-
BuTamurHa D 1 umeeT nepuog nonypacnaga 4 yaca, B CpaBHeEHUN C Nnepuogom nonypacnaga 2-3 Hegenn gna 25-OH-
BuTammnHa D. MoaTtomy, onpefenexHne metabonuta 25-OH Vitamin D fBnseTca Hanbonee HafexXHbIM KIMHUYEeCKM
nokasarenem cratyca ButamuHa D. ' Takxe ypoBHM cogepxaHnus , 25-OH Vitamin D cBuaeTenbCTBYOT O 3anacax
BUTaMunHa D B opraHvu3me 1 KoppenupyroT € KIMHUYeCKUMy cumntoMamu gedomumuta sutammuHa D. B koHue 18 Beka
BuTamvH D Bnepsble 6bln NPU3HAH BaXHbIM KOMMOHEHTOM AueTbl B NpochunakTke paxuTa. B nocnegHee Bpems
nccnegoBaHns nokasanum, 4To geduunT ButammHa D MOXeT 6biTb CBA3aH C XPOHWYECKUMU 3a60n1eBaHNsAMU, TakuMm Kak
pak (rpyam, TONCTOM KUK U NpOCTaThl), CepAey“Ho-cocyancTble 3aboneBaHns, 0CTeonopos, 0CTeoManaums u,
HEKOTOPbIMU ayTOMMMYHHbIMY 3a60/1eBaHUAMM.

|_|pVIHL|,VII'IbI npoueaypbl
Vcnonb3yeTca mMeTof KOHKYPEHTHOrO UMMYHODEPMEHTHOrO aHanim3a, KOTopbIi BKIOYaeT BbiIcBO6OXAeHNe 25-OH-
BuTamuHa D B 06pasLe 13 TpaHCNOpPTHOro 6enka, ¢ NOMOLLbIO AeHaTypauuu 6enka 3a cyeT HU3Koro pH 1 ero
nocnefyoLLein KOHKypeHumn co cBoboaHol dopmoli 25-OH ButammHa D, meueHHoI nepokcuaasoin xpeHa (HRP) 3a
MecTa CBfA3blBaHNSA. KOHKYpeHTHas peakuys OCyLLeCTBAAETCSA B /IyHKE, NOKPbITOW MOHOK/I0HANIbHbIMW aHTUTenamu K
Butamuny D (anti-Vitamin D). Bce HecBA3aHHble KOMNOHEHTbI YAANSAOTCA B NpoLecce NPOMbIBKA.
CB#3aHHble HRP-KkOHbOraThbl U3MepsaTCs B IIOMUHECLLEHTHON peakuumn. A B MUKPONyHKM f06aBNSeTCA peareHT,
cofepxalinii NIOMUHOTEHHbI cybcTpaT (NPou3BoAHOE MIOMUHOMA U NEPKUCIOTHASA COJb), U areHT nepeHoca 3/1eKTPOHOB.
CBeuyeHve BO3HUKAET Npu OKUC/IeHUM NPOU3BOAHOMO IIOMUHONA C MOMOLLBI0 Nepokcuaasbl. AreHT nepeHoca 3/1eKTPOHOB
(3amMeLLEHHbIN aleTaHnnma) ycunmeaeT ypoBeHb NoJsly4aemoro CBEYEHWS U NPOSIOHTNPpyeT Bpems amuccun. danee
CBETOBblE CUrHasTbI onKempytoTes CucteMold. KonnyecTso cBsidaHHoro ¢ HRP KoHblorata 06paTtHO NPOnopLMOHabHO
KOHUeHTpauun 25-OH ButammHa D B obpasLe.

Bepcua 9.0 Pub. No. GEM1360_XUS RU 1u3 14
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Kanuépatopbl - J1oT 700 u Bbile

tVitD

v ArrF ~"m s *

NHCTPYKLNA

Tun Tecta Cucrema* Bpems nHky6aumm BpemMs fo Temnepatypa
nepeoro TecTa
pesynbTarta

KowkypeHTHbii ummynnoiii  ECI/ECIQ, 3600, 16 MUHYT 24 MUHYTHI 37°C

aHanm3 5600, XT 7600

He BCe NPOAYyKTbI U CUCTEMBbI JOCTYMHBI BO BCEX CTPaHax.

Cxema Peakuuun

TyHKa, NokpbITas

MpepoynpexaeHnsa v

PeareHTbl

23 14

BHVMAHWE:

BHUMAHWE:

25-OH Vitamin D B o6pasue

25-OH V»tamin D meueHHbI1 HRP

Mepbl NPeaoCTOPOXHOCTU

Mo TeHUMaIbHO MHKPEKLIVIOHHB IV MaTepuan

MpoayKThl YerloBe4eCKoli KPoBU, MOCTaB/IAEMbIE KaK KOMMOHEHTbI HaGopa
peareHTOB VITROS 25-OH Vitamin D Total Calibrators, nosy4eHbl 0T AOHOPOB,
npoLUeaLmX MHAVBUAYabHOe TecTupoBaHve. O6pasLibl OHOPOB NMokasasv
OTpULATENbHbIN pe3y/ibTaT Ha NOBEPXHOCTHbI aHTUreH renaTuTa B (HBSAQ) n
aHTVTena B/pyca ummyHogedmumTa venoseka (HiV 1+ 2) nrenaTura C(HCV).
CwmaTepuasiom crieflye T 06pallaThest Kak € NOTeHLWaIbHO MHADEKLIMOHHBIM.

Heo6xoavmo co6/ioaaTb Mepbl NPEAOCTOPOXHOCTY NpY 0GPALLIEHNN C
MaTepuariaMmv 1 o6pasLiamm YesIoBEHECKOrO NMPOUCXOXxXaeHsI. Bce o6pasLbl AOMKHBI
paccMaTpMBaTLCS KakK MO TEeHUMaNTbHO VHCDEKUMOHHBIN MaTepuast. Hi oguH MeToz,
TECTUPOBAHVS HE rapaH TUPYeT MOJHYH0 YBEPEHHOCTH B OTCY TCTBUM
VHOPEKLIMOHHBIX areHToB Bupyca renaTuTa B, Cu B/Y (HiV 1+2) wwm apyrux
MHPEKLIVIOHHBbIX areHToB. Co6pasuamn, TBEPALIMM VKUAKAMU 0TXo4amu, a

TakKxe C KOMNoHeHTaMn TecTa cregyeT 06paLLl,aTbCH NnyTwinsnpoeaThb B o
COOTBETCTBUM C 0A06PEHHBLIMM HOPMaMU WM PYKOBOACTBaMM MO GMO/OMHeCcKon

6e3onacHocTY (B.4. CLSIdocumentM29). A

CopepxmnT ProCrin 950 (CAS2682-20-4)

PeareHT 1 KanmbpaTop K peareHTY VITROS25-OH VitaminD 7blalcogepxaT
0.5% MpoknH 950. H317:MOXeT BbBbIBATHL &/UIEPryyeCKyto PeakLio HO KOXe.
P280: ncrnonb3osaThb 3alMTHbIE NepyaTKW, oaexay, Ouku nmMacky. P302+P352:
npy NoMNagaHnn Ha KOXyY MPOMbITb 60/bLLMM KOMHYECTBOM BOZb! C MbIIOM.

M33+P313: Npy pasgpaxkeHnn KOXn obpaTuTbea K Bpady. P363: MNoMbITb
rPsi3HYyIO oAex/y nepes, NOBTOPHbLIM MCMO/b30BaHEM

ObpaLLgriTech Ha caii T www.ortnoclinical.comgana nonyyveHns 6onee Nogpo6HoONA
MHGpopMaLmm

BHUMAHWE

O]

CopepxaHune Kaccetbl PeareHTta

1 kacceTa peareHTa COAEPXUT:

O6bem 06pasLa

60 mMKkn

100 NyHOK C NOKpbITUEM (bakTepuanbHbI CTpenTaBuamnH, CBA3bIBaloLwas cnoco6HOCTb £0.33 NMONb MOHOKIOHANbHBIX
oBeubux IgG/Ha nyHky)

Pub. No. GEM 1360 XUS_RU

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Bepcusa 9.0



1%“5@; Calibrators - Lot 700 and above
NHCTpyKuns tVitD

¢ 6.9 M/ KoHblOrMpoBaHHOro peareHta (HRP-25-OH VitD) ¢ nowagunHoii CbiBOPOTKOM, Bbl4bUM raMMa-rio6yuHoM 1
aHTUMUKPOGHBLIM areHTom*

* 10.0 mn gnccouumpytoLLero peareHta B 6ychepe ¢ aHTUMUKPOGHBIM areHToM*
*0,5% MMpoknuH 950 (Proclin 950)
O6paweHne c PeareHTOM
* PeareHTbl /10CTaBNAIOTCA FOTOBLIMU K UC/10/1b30BaHMIO.

+  ®nakoHbl C peareHTammn cofepxar roMoreHHbIe XUAKMe peareHTsl, KoTopble He TpebyeTcs nepemelumBaThb 1
BCTPAXWBATbL Nepes, 3arpysKkoit B cuctemy

* Kaky o6bIx pacTBOpPOB A1 UMMYHHOIO aHanm3a Ha 6enkoBoli OCHOBe HenpasW/bHOe obpalleHue C peareHTom
MOXET BbI3bIBaTb 06pa3oBaHue neHbl Ha NOBEPXHOCTW peareHToB. W36eraiite B36anTbiBaHUsA, KOTOpOe MOXeT
Bbl3BaTb 06pa3oBaHKe NeHbl 1 Ny3bipeit

Mpn cnabom BCTPSXMBAHUM MOXET BO3HWUKHYTb HE3HAUUTE/IbHOE KOMIMYECTBO MeEHbl, KOTOpask MOXeT 6bITb
npovrHopuposaHa npréopom
" B 3TOM clyuae MOXHO OXMAaTb HeraTuBHbIE CABUTY B NOJSTyHaeMbIX pe3ysibTatax

. Ecnm ecTb HEO6XOAMMOCTbL MCMONb30BaHNSA YyNakoBKWN C peareHTtamu nocne nageHna nnn BctpaxmBaHusa, 1o
npeasapuTesibHO cefyeT NoCTaBUTb KOHTPO/IN KavyecTBa C BbICOKOI 1 HU3KOM KOHLI,EHTpaLI,VIeVI B NoBTOpE.

XpaHeHuVe n nogrotoska PeareHTta

PeareHT YcnoBus xpaHeHus CrtabunbHoOCTb

3aKpbITbli BxonogunnbHuke 2-8°C [lo ncteyeHnsa cpoka rogHocTn. Cpok
rogHOCTY 46 Hefenb € Aathbl
N3roTOBMEHNS.

OTKPbITbI Ha 60pTy ( @aHanusatop BKIOYEH) < 8 Hepgenb

OTKPbITbI BxonoaunbHuke 2-8°C < 8 Hepenb

¢ PeareHT VITROS 25-OH Vitamin D Total MoxeT ucnonb3oBaTbCs A0 UCTEUYEHNUS CPOKa rOAHOCTM, YKa3aHHOro Ha
KapTOHHOI ynakoBke. He ncnonb3yiite nocne NcTevyeHus cpoka rogHocTn

. He 3amopaxuBalite 3aKpbITble YNakoBKN peareHta

* Bo usbexaHue KOHAeHcauun peareHTbl CrieflyeT 3arpyxaTtb Ha 60pT HENOCPECTBEHHO U3 XONOAWbHUKA
*  OTKpbITble yNakoBku credyeT XpaHUTb UK Ha GOPTY UK B XONOANIbHUKE B CeLMabHOM 3aKpbITOM ALLMKE C
ocyLumTenem.
TpaHcnopTupoBka PeareHTa

XonoannbHuk 2-8 "C npu OTHOCUTENbHON BnaxkHOCTU OT 20 Ao 80%.
CopepxaHue Habopa KannbpatopoB

* 3 KomnnekTa kanuépatopos Kk peareHTy VITROS 25-OH Vitamin D Total AByX ypoBHel
(mermapaTvpoBaHHbIN-3aMOPOXEHHbI 25-OH BuTaMuH D B 4enioBEYECKOW CbIBOPOTKE C aHTUMUKPOGHbLIM
areHToM*, 06béM passegeHnst 1.0 Mn), HOMUHabHble 3HaveHns: 28 n 120 Hr/mn (70 n 300 HMONb/ )

* KanubpoBouHasa kapTta nota
* [lpoToKon KapTa
e 16 WTpux-KO4OB AN KanmbpaTopa (No 8 Ha KaxAblil YpoBEHb)
*0,5% [MpoknuH 950 (Proclin 950)
MpaBunna obpaweHnsa c Kanmbpatopamu

* lcnonb3oBaTb peareHTbl TOrO Xe /10Ta, YTO U Habopblikanmbparopos. Mepes Mcnob30BaHNeM akkypaTHO
nepemeluartb MoBecTn Ao Temnepartypbl 15-30°C. Kaxgas ynakoBka COAEpXUT peareHT B KOJIMYecTBe Kak
MUHUMYM Ha 6 npoueayp KainbpoBKu.

* Bo u3bexaHne KOHTaMUHALMN U UCNAPEHNUA KannbpaTopb! criefyeT XpaHuTb B 3aKpbITbiX NPo6upkax. OrpaHnybTe
BPEMSA HaxoxaeHus kanubpartopa Ha 60pTy (NOAPOGHOCTY B MHCTPYKLUMM ANSA Nofnb3oBaTens Baleli Cuctemst).
Kannbpatopbl cnegyeT BepHyTb B XOMO0AWNbHUK MPU NepBO BO3MOXHOCTU WM UCNONb30BaTb a/IVKBOTbI.

XpaHeHne n nogrotoBka Kanmé6patopos

Kanu6patop Ycnosus xpaHeHus CTabunbHOCTb

3aKkpbITbT BxonogunbHuke 2-8'C [lo ucteyenmnsa cpoka rogHocTn Cpok
rogHocTn 46 Hepenb c Aatbl
M3rOTOB/IEHUSA.

OTKpbITbIA, BOCCTAHOB/IEHHbI BxonogunsHuke 2-8°C <7 pHei

OTKpbITbIN, BOCCTAHOB/IEHHbI Bmopo3unbHuke -20°C <13 Hepensb

Kanuépatopsbl VITROS 25-OH Vitamin D Total noctaBnsieTca gernaparnpoBaHHbIMU-3aMOPOXEHHbIMU.

Kanu6patopbl VITROS 25-OH Vitamin D Total MoXeT ncnosb30BaTbCA [0 UCTEYEHNA CPOKA FOAHOCTM, YKa3aHHOro Ha
KapTOHHOI ynakoBke. He ncnosnb3yitTe nocne UCTeveHns cpoka rogHoCcTy.

TecTt VITROS 25-OH Vitamin D Total ncnonb3yet 120 mkn KannépaTopa Ha kaxgoe onpegeneHune. Kannépartopsbl
MOXHO cpasy 3arpyxatb Ha 6opT cuctembl. Vinm oT6mpaTb anmnkBOTbl B OTAE/bHbIE NPOGUPKU (HEO6XO0AMMO
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Kanuépatopsbl - SloT 700 1 Bbiwe 1 EB*

tvitD MHCTPYKLINS

yunTbiBaTb MEPTBbLIA 06BEM), KOTOPbIE MOXHO NOMETUTL NpUIaraemMbIMU LITPUX-KoAamu. [ nonyyeHus
MHopMaLmMy No pacyeTy HE06X0AUMOro MMHUMAasIbHOro 06bEMa 06paTnTeCh K «pyKOBOACTBY NOMb30BaTeNA» ANS
Baweii Cuctembl.

* B npouecce kanmbposku Tecta VITROS 25-OH Vitamin D Total aBToMaTuyeckn Ucnonb3yeTcs aHanv3 B ABYX
nosTOpax.

» Tepep pa3BefeHnem kanmbpaTopa CHUMKUTE ¢ dhlakoHa 3aKpyUmBatoLLYOCS KPbILIKY W BbIHbTE PE3UHOBYIO MPOGKY.

¢ JInohmnunsnpoBaHHbIii kanubpaTtop pasBoauTca 1 mn AUCTUANUPOBaHHOW BOAbI C TeMnepaTtypoit 15-30°C B TeueHue He
MeHee 15 MUHYT akkypaTHbIM BpalleHnem nakoHa. He BcTpsxusarth! V3beralite nosiBAeHUs NeHbI U My3bIPbKOB.

¢ OTKpbITble BOCCTAHOBMEHHblE KannbpaTopbl MOXHO 3amMopo3uTb (He 60nee 04HOro LuKia 3aMopo3Kn/pasmoposkm).
TpaHcnopTupoBka Hab6opa Kannb6partopos
XonoaunbHuk 2-8 °C npu OTHOCUTENbHOW BnaxkHoCTK oT 20 fo 80%.

3a6op, NogrotoBka n XpaHeHue Ob6pa3uos
MoaroToBkKa NaLMeHToOB
Hwvkakoli cneuyansbHOl NOArOTOBKM NaLMEHTOB He TpebyeTcs.
PekomeHayemble o6pasLbl
CbiBOpOTKA
He pekomeHayemble obpasybl
e He ncnonb3yiite MyTHble 06pasLbl. MyTHOCTL B 06pasLe MOXET BANSATbL Ha pesynbTaThbl TecTa.

¢ [nasma:
LintpatHasa nnasma

[enapuHoBas nnasma

Mnasma ¢ EDTA
Ocobble Mepbl NPeAOCTOPOXHOCTHU

BAXHO: Mo coobLueHnsaM HekOTOpble yCTpoiicTBa 3abopa 06pa3LoB OKasbiBalT BAUSHUE HA Apyrne
aHanm3vpyemble BeLECTBa 1 TecTbl*. B CBA3N C HAMUMEM pasfinyHbIX yCTPOUCTB A/1a 3abopa
o6pa3uos kKomnaHnss ORTHO-CLINICAL DIAGNOSTICS He MOoXeT AaTb OAHO3HAYHOIO
yTBEPXAEHNS OTHOCUTE/IbHO PaboThbl CBOVX NPOAYKTOB C 3TUMK YCTpoiicTBaMu. YbeauTecs,
4TO YCTPOWCTBO 3a60pa COBMECTMMO C AAHHbIM TEeCTOM.

3abop n noarotToska o6pasuos
* 3abop 06pasLioB NPON3BOAAT B COOTBETCTBUM CO CTAHAAPTHLIMU Npoueaypamu 3abopa. *
*  O6pasLpl [JO/MKHbI ObITb akKypaTHO OTAe/IeHbl OT KIETOYHOTO Matepuana.
« O6pasubl NnepeMeLllVBalOT NyTeM nNepesopaymBaHnsa NPpobUpKM 1 OCTaBNAIOT HarpeTbes A0 Temnepatypbl 15 - 30°C nepefn
MCNob30BaHNEM.
«  Kaxgbllii TecT VITROS 25-OH Vitamin D Total ucnonb3yet 60 mMkn o6pasua ans kaxgoro onpegeneHus. Mpy aTom He
N yunTbIBaETCS MEPTBbI 06BLEM UCMOb3YEMOro KoHTeliHepa. [11a YyTOYHEHNs feTaneil UCNo/b30BaHNSA MUHUMa/IbHOrO
o6bema 06pasLioB A1 HAMO/IHEHVSI @MKOCTeli U KOHTelHepoB, CM. «pyKOBOACTBO No/b3oBaTens» AN1a Baleli
Si CuCcTembl.
MpaBuna obpal,eHns 1 ycnoBuUsa XpaHeHns
*  O6pasLbl XpaHAT B 3aKynopeHHbIX KOHTeHepax BO n3bexaHue 3arpsasHeHns nucnapeHus.
* Bpewms, KoTopoe 06pasLibl MOTyT HAX0AUTLCA Ha 60pTy CucTeMbl Nepes NpoBefeHneM aHannsa, AO/MKHO 6biTb
orpaHvM4eHo BO u3bexaHue ncnapenus - CM. «pyKOBOACTBO Nonb3oBaTens» Ana Bawel Cuctemsl.
* [ocne ncnosnb3oBaHWs 06pasLibl HEO6X0ANMO HEMeANIEHHO BEPHYT B XONO0AWMBHUK (2 - 8°C) um 3arpyxaTb TObKO
TO KO/IMYECTBO, KOTOpOe Heo6X0AMMO 151 OHOPA30BOro UCMO/b30BaHMS.
¢ O6pa3sLbl CbIBOPOTKM MOTYT XpaHUTbLCA A0 7-My AHEN npu Temnepatype 2-8 °C wam o 4-x Hegenb npu -20°C.
* He pgonyckaeTcsi NOBTOPHOE 3amMOpaxmBaHne 06pasLioB.

Mpoueaypa

MpepoctaBnsemMble matepuasbl
¢ WmmyHognarHocTuyeckne npoayktbl VITROS PeareHT Butpoc O6wuii 25-OH ButamuH D B kacceTte

¢ WmmyHognarHocTuyeckne npogyktbl VITROS Habop kannbpatopos Butpoc O6wmin 25-OH Butamuud D

Heo6xoanmbie, HO He NpegocTaB/iIseMble MaTepuasbl
¢ WmmyHoamarHoctnyeckve npoayktel VITROS CurHanbHblii PeareHT
¢ MmmyHogmarHocTuyeckue npoayktsl VITROS YHuBepcanbHbli NPOMbIBAOLLWIA peakTuB
*  MaTepuasbl 418 KOHTPONSA kayecTsa
¢ VMmyHogmarHocTuueckne npoayktbl VITROS Boke ¢ fecrkaHToOM (ONUMOHa bHO)
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Calibrators - Lot 700 and above
NHCTpyKUWS tVitD

*  OTKanmbpoBaHHas nuneTka, AUCTUIMPOBaHHAS BOAA W KOHTelHepbl Anst 06pa3LoB A/ BOCCTAHOBNEHUS kanmbpartopa
(Habop kanu6patopos VITROS O6wmit 25-OH ButamuH D)

MHCTpyKUunn no akcnayarauun
PerynspHo npoBoauTe MHBEHTapM3aLuio BCeX HE0BX0ANMbIX A5 paboTbl peareHToB: cUrHasibHoro peareHta VITROS,
YHMBEpCcanbHOro NPombIBOYHOro peareHta VITROS 1 0TkaiMbpoBaHHbIX 10TOB pabounx peareHToB. MNpyu Ha3HaYeHun naHenun
TecToB Ha oAvH obpaseLl, y6eanTech, YTO KONM4eCcTBO obpasLia JOCTATOYHO A1 NPOBEAEHNS BCeX Ha3HAUYeHHbIX TECTOB.
Bonee geTtanibHas nHdopmMauma HaxoauTca B "PyKOBOACTBE Nosb3oBaTens” ans Bawei Cuctemsl.

MpyveyaHve: He vicnonbayiite mMatepuasibl B MOBPEXAEHHOW WM HErepMETUYHO 3aKPbITOV YnakoBKe.

Pa3sBefeHne 06pa3LoB

O6pasLibl MOTyT 6bITh Pa3BeAeHbl BPYUHYHO [0 2-X pa3 C MOMOLLbI0 NOAXO0AsLLelt YeN0BEUYECKON CbIBOPOTKM C
3aBEJ0MO U3BECTHOM HU3KOM KOHLEHTpaLel aHanuTa nepes, npoBejeHemM TecTa.

PyuHoe pa3BegeHue o6pasua

1. Pa3Begute obpaseL, CbIBOPOTKON NaumeHTa C H13KOM KoHLeHTpaumein 25-OH vitamin D.

2. TpoaHanuaupyiite.

3. Ecnum Heo6XoayMOo, CKOPPEKTUpYiiTe BENMUNHY KOHLEeHTpauum 25-OH vitamin D B pa36aBneHHOM o6pasLe.
YMHOXbTE, NOSyYeHHyo BEMUMHY KOHLeHTpauum tVitD Ha thakTop pasBefeHus v BblYTUTE KOHLeHTpauum tVitD B
[UMIOEHTe, YTOGbI MOMYYNTb KOHLEHTpaumio tVitD B aHanmsnpyemom obpasLie.

Ha3BaHue TecTa no ymosiyaHuto

Mo ymonuaHuio B OTUYETE O NauueHTe TecT o6o3HadvaeTca kak VITAMIN D TOTAL. B nabopaTopHOM OT4éTe 1 B
MEHI0 Bbl6Opa TecTa, TecT No ymonyaHuio ob6o3HavaeTcs kak tVitO. Mpn Heo6XoaMMOCTN 3TV YCTAHOBKM MOTYT 6bITb
n3MeHeHbl. Bonee getanbHas MHOpMaLUs HaXoAUTCA B "pyKOBOACTBE Nosb3oBatens” gns Bawei Cuctemol.

MocnefoBaTeNIbHOCTL PaboThbl Ha aHanun3aTtope Vitros*

* [lpoBepbTe paboTOCNOCOBGHOCTL CUCTEMBI (CM. onucaHve Bauleli CUCTeMbI)
*  3arpys3uTb peareHTbl 1 pacxofHble MaTepuasibl B CUCTeMyY (YNakoBKu C peareHTamu,
CUIHaUTbHbIN peareHT 1 yHUBepCasbHbI NPOMbIBAOLLNI peakTuB)

¢ BblbpaTb nporpammy Ans aHanmsa o6pasLos (BbIGOp TecTa) ¢ NOMOLLbI0 NPOrpaMMHOro
MEHIO.

» [epep npoBefeHneM aHasn3a HeO6X0AMMO NPOBECTU KasIMGPOBKY CUCTEMbI (COTTAcHO
pasgeny Kannbposka) 1 npesycMOTpeHHble B 1abopaTtopun npoueaypbl KOHTPOSA kavecTBa
NS noATBEPXAeHNst paboTocnoco6HOCTU cucTeMbI (CoriacHo pasgaesny KoHTposnb
KauecTBa), KOTOpble BbINOMHSAIOTCSA TOYHO TaKXe, Kak 1 n3MepeHue obpasua.

¢ 3apartb Heob6xoAMMYIO OYHKLWMIO (KannbpoBKa, KOHTPO/b kayecTsBa, aHanns obpasua)

* [inA npoBefeHUs kasIMGPOBKM WM KOHTPO/S KayecTBa WM aHann3a o6pasLoB Heo6Xxo4MMo
NOMECTUTb KasIMBpaTop UM KOHTPOM UK 06pasLibl NaUMEeHTOB B LITATUB 7151 06Pa3LIoB.
MoMecTuTb LWITaTVBbLI B 3arpy304Hyt0 NO3MLMIO 061acTu nogaun o6pasLos.
3anycTuTb npouecc 06paboTkn obpasua u Havana TecTMpoBaHUS.

YpanuTb WTaTMB ¢ oTpaboTaHHbIMM o6pasLamu 13 CUcTeMsl.

*  [MpoCMOTp pe3ynbTaToB Ka/IM6POBKM WM KOHTPOSIS KAYECTBA WM aHanM3a o06pasLos,
pacneyaTka OT4eToB.

* bonee fetanbHas MHOPMaLMS HAX0ANUTCS B “pyKOBOACTBE Nonb3oBaTtens” Ans Bawei
CucTtembl.
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15 * Calibrators - Lot 700 and above

NHCTpYyKums tVitD

Kann6poBka

Mpoueaypa KannéposBKu

» TMpouesypa KanMGPOBKM NPOBOAUTCS CreuuanbHO A1 KaXKAO0ro oTa. PeareHT MOXET BbiTb OTKaAIMGPOBaH
TO/IbKO Ka/IMBPaTOPOM TaKoro Xe floTa.

*  [1ns Kaxoro HOBOrO /I0Ta peareHTa ycraHaB/nBaeTcs dTasioHHas Kanmbposka. KOHLEeHTpaummn Ans Kaxgoro
nota Kanubpatopa onpegensioTcs STanoHHol KannbposKoii.

Y6eauTech, 4To STasNOHHbIe KaniMbpoBKM AN1A KaX0ro HOBOTO /10Ta peareHToB 3arpyxeHsl B Baluy Cuctemy.

» PaboTa c kannbpaTopamu ocyLLecTB/SETCA TakvM xe o6pasom, YTo 1c obpasuamu. KannbpoBky HeT
Heob6xoAMMOCTV  NPOrpaMmMMpoBaTh, eC/iN eCTb WTPKX-kodbl. [pocTo 3arpysnTe kannbpaTopbl Ha 6opT, 1
npoLecc Ha4HETCS aBTOMATUNYECKM.

B npouecce KanMOpoBKM OXMAAEMbli CUTHa OT KaX/oro kanmbparopa CpaBHNBAETCA C peasibHO NosyYaemMbIM
curHanom. [N yuéta  pasHuLbl MeXxay peasibHbIMU U OXugaembIiMu curHanamm dtanoHHas Kanmbposka
nepecunTbiBaeTCcs. KanmbpoBka cuMTaeTcs ycrneLlHoi, ecim oHa COOTBETCTBYET onpefenéHHbIM KauyecTBEHHbIM
napameTpam, 1 nocne 3TOro OHa COXPaHAEeTCA A4/18 UCMO/b30BaHNA C JaHHbLIM JIOTOM peareHTa.

YcnelwHas kanmbpoBka MOXET CHATATbCA JOCTOBEPHOI TOMILKO NOc/e NOATBEPXKAEHNS €€ KOHTPONEM KayecTsa.

MosTOpHasn KaﬂMGpOBKa Tpe6yeTc51 nocne ncrtev4eHns yCtaHOB/IEHHOIO NPoOMeXyTka BpeMeHu nan npu cCMeHe nota
peareHTa,

Pe3ynbTarbl Ka/IMOPOBKM OLIEHMBAIOTCA NO PAAY KAaYeCTBEHHbIX NapameTpoB. HeBbiNnosHeHWe Nto60oro U3 3ajaHHbIX
KayecTBeHHbIX napameTpoB ByaeT oTobpaxarbca B kaIMO6poBOYHOM OTHéTe. Bonee fgeTanbHas nHopmaums
HaxoauTcAa B “PYKOBOACTBE nNonb3oBartens” ana Balwei Cuctemsl.
Mopsanok kannbépoBKu
« [lpn cMeHe noTa peareHTa ukanuépatopa.
e Kaxgble 28 gHeld,
« Tlocne npoBeaeHns cneundmnyecknx CepPBUCHbIX NpoLeayp.
e Ecnn pe3ynbTatbl KOHTPONSA KayecTBa NnocnefoBaTeNlbHO BbIXOAAT 3a Npefesbl 4OoNYyCTUMbIX 3HAUEHNIA.
[ononHutensHasa nHopmauma HaxoauTcs B “pykOBOACTBE Nonb3oBaTensa” ansa Balwein Cuctems.

L OoCTOBEpPHOCTb KannbpoBKu

Kanuéposka TecTta VITROS 25-OH Vitamin D Total umeeT npocnexnsaemyto cBs3b OTHOCUTENbHO pethepeHCHbIX
KasimbpaTopoB., 3HaYEHUS KOTOPbIX KOPPESIPYIOT C pesynbTatamMu nsmepeHus obpasuos meTogoM LC-MS-MS (xugkocTHas
XpomaTtorpadusi B coMeTaHuM ¢ TaHAEMHON MaccnekTpomeTpue).

4 Mopenb KanubpoBKu

[na nocTpoeHns STasoHHOM KanMbpoBKK NCNob3yeTcs rpaduk 4-x napameTpuyeckoli orncTUYecKoii
KPWMBOW, NOCTPOEHHONM No ToukaM. B npouecce KanmbpoBKM YUUTLIBAIOTCA AaHHble DTasloHHOM Kannbposku,
KoTopas ucnosb3yeTcsa AN UMMYHOANArHOCTUYECKNX CUCTEM M MHTErpupoBaHHbix cuctem VITROS.
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Kanu6patopsbl! - J1oT 700 u Bbile VAIIR cp s *

tVitD VUHCTPYKLWMSA

N3mepsieMblii AnanasoH

Cuctema [vana3oH n3mepeHus
ECI/ECIO, 3600, 5600, XT 7600 8.00*-150 Hr/mn (20.0-375 HMONb/N)

HWXHUIA nokasatesb n3mepsaemoro guanasoHa OCHoBaH Ha 3HavYeHun I'Ipe,u,ena KO/NTMYEeCTBEHHOro onpeaeneHns.

KoHTponb KauecTBa

Matepunanbl ana KoHtpona KayectBa

PekomeHayeTcs uUcnofnib3oBaTb KOHTPOMW, cogepxalie noaxogswme ypoBHM 25-OH vitamin D. CoBMeCcTMMOCTb
KOMMEPUYECKNX KOHTPOJIbHbIX XMUAKOCTEW AO/MKHA OLEeHNBATLCSA C 3TUM TeCTOM, Npexze Yem OHWM ByayT MCNonb3oBaTbCs
015 KOHTPONA KayecTsa.

KOHTpO/bHbIE MaTepuanbl MOryT AaBaTb OT/IMYAIOLLMECS 3HAYEHUS MO CPABHEHWIO C APYTMMU MeToAMKamu onpeaeneHus
25-OH vitamin D, ecnim oHW coAepxart BbICOKME KOHLEHTpaLMy KOHCEPBAHTOB, CTabunnM3aTopos 1 Apyrux
Hedm3nonornyecknx A06aBoK UM oTAeneHbl 0T 06pasLoB YeI0BEYECKOr0 MaTpUKCa.

Hapnexauime amana3oHbl 3HAYEHW KOHTPONS KayecTBa A0/DKHbI ObITh NpeAcTaB/eHbl A1 BCEX MaTepuasioB KOHTPONSA
KayecTBa, ucnonb3yembix ana tecta VITROS 25-OH Vitamin D Total.

PekomeHgaumn no npoBefeHNI0 KOHTPONA KadecTBa
e [Ina noATBEpXAEHNSA AOCTOBEPHOCTW pe3ynbTaToB HEO6XOAMMO NPOBOAMTL KOHTPO/IN KavecTsa.
¢ Bblbepute ypoBeHb KOHTpOnEl 418 NPOBEPKN KIMHUYECKN 3HAUYMMbIX Pe3ynbTaTos.
e [Insa oueHKn paboTbl CUCTEMbI NPOBOAUTCS aHaNN3 KOHTPOnel;
Mocne kannbpoBku
- CornacHo MecTHbIM Npasunam MM eaUHOXAbl KaXablli AeHb MPU NOCTaHOBKE AaHHOro Tecta
Mocne npoBefeHUs cneumgruyeckoro CepBUCHOIO 06CNYXMBaHNA
«  Ecnu npasuna Balueil nabopaTopumn TpebytoT 60n1ee 4acToro OCyLLeCcTBeHWS KOHTPOA KauecTsa, TO cneayite atum
npasumnam.
¢ AHanIM3 KOHTPO/IbHLIX MaTepuanoB OCYLLECTBAAETCS Tak Xe, Kak n aHanv3 obpasLoB nauyeHToB.
e Ecnu pe3ynbTathl KOHTPONSA BbIXOAAT 3a Npejesibl 4OMYCTUMOro MHTepBana, To BbISICHUTE NPUYMHY 3TOro npexae, Yem
npuctynatb K TeCTUPOBaHWIO NPO6 NalMeHToB.,
¢ bonee Nogpo6HO O KOHTPONSAX KaYecTBa U3N0XEHO B COOTBETCTBYIOLLMX MHCTPYKLMAX.?
[lononHutenbHas nHopmaums HaxoamuTcs B "pykoBOACTBE Nonb3osatens” ans Bawein Cuctembi.
MoaroTtoBka N xpaHeHne martepuanos KoHTpona KayecTtBa
Bonee fetanbHas MHOPMAaLMS NO XPaHEHWIO U NOArOTOBKE KOHTPONel kayecTBa HaXoAUTCS B COOTBETCTBYHOLLMX

VHCTPYKUMSX, NPefOCTaB/sieMbIX NPOM3BOAUTENEM.

Pe3synbTatbl
Pe3ynbTaTbl aBTOMaTtuyeckn BbIYUCIAOTCA UMMYHOANArHOCTUYECKUMU U MHTErpupoBaHHbIMU cucteMamn VITROS.

EAVHMUBLI M3MepeHnsa n KoagpuumneHT npeobpasoBaHus
MosyyeHHble pe3ynbTaTbl OTOGPAKAIOTCS B AMHMLAX HI/MA UAK HMONbL/N. NS N3MEHEHUS KOH(MIypaumuii 0To6paeHus!
pesynbTaToB 06paTUTECh K «PYKOBOACTBY MO/b30oBaTens» Ana Bawei Cuctembi.

O6LwenpuHATbIe EanHULGI AnbTepHaTVBHble EAuHULbI

Hr/mn (HMonb/n K 0,4) HMOnb/N (Hr/Mn» 2.5)
[ns 06pasLoB NauveHToB, 3HaUYeHUA KOTOPbIX BbIXOAAT 3a n3Mepsemblii ananasoH (M), pesynbtaTbl 6yayT
oTo6paxaTbcs kak <8,0 Hr/mn (<20 HMOoNb/N) ANa 3HaveHuin Huxe WA, nam kak >150 Hr/mn (>375 HMOoNb/N) NS 3HaYeHni
Bblwe WA, [Ans fononHUTeNbHO MHopMaumm - o6paTuTech K «pykoBOACTBY NOMb30BaTeNs» AN1A Balleli CUCTEMBI.

OrpaHunyeHunsa lNpouenypbl

N3BecTHOe B3aMmofelicTBMe C Bel,ecTBamm
Bbina nposegeHa oueHka Tecta VITROS 25-OH Vitamin D Total Ha nHTepdepeHLmio B COOTBETCTBUM C NPOTOKonom CLS1
document EP7.06wWwenpuHaATbIe BewecTsa 6blM UCMbITaHbI, NO KpariHeil Mepe, Ha 2 noTax peareHTos. Bbino
onpefeneHo, Yto Mapukanbumton (3eMnnap) MOXeT faBaTb MHTEPdEpPEeHLMIO, OKasbiBasi NO3UTUBHOE CMELLeHne npu
onpefeneHun KoHueHTpauum ansa Tecta VITROS 25-OH Vitamin D Total.

EavHnubl = HI/MN EguHuubl = HMOMb/N
BeLLecTBO KoHueHTpauyisi BellecTsa KoHueHTp. ) eLeHme” KoHueHtp. eweHme”
aHasmTa* aHanmTa*
Mapukansupron (3emmniap) 24 wrimn 57.6 Hmonb/N 10.5 125 26.3 313

* CpefHue KOHLEHTPaLMM Npu NOBTOPHOM OMPeAEeNeHNN C UCMOb30BAHUEM 2 Pa3/IMYHbIX /IOTOB peareHTa.

OueHNBaETCS cpeaHsa pasHuLa

7u3 14 Pub. No. GEM1360_XUS_RU Bepcua 9.0
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tvitD VHCTPYKLNS

Mpynrnevanvie: 3TU pesy/bTaTbl SB/AIOTCA penpe3eHTaTyBHbIMU. CTeneHb BMeLLaTe/bCTBa Mnpu
KOHLIEHTPALWAX, OT/INYHbIX OT NEepeyncieHHbIX, MOXET OT/IYATLCA OT AaHHbIX Pe3y/ibTaroB.
[lpyrue nHTepcepupytoLLye BELLECTBA MOTYT BCTPeYaTsCcs B MOMy/ ALV NauveHTos.

Apyrve OrpaHnyeHunn

* Pesynbrathl, NOMy4YeHHble C WCMOMb30BaHWEM [aHHOTO WM 06Oro ApYroro AMAarHOCTUYECKOro TecTa, A0/DKHbI
MCNoMb30BaTbCA U UHTEPNPETUPOBATLCA UCK/IIOUUTENIbHO B KOHTEKCTE MOSTHOW KMHUYECKON KapTUHBbI.

*  1I3BeCTHO, YTO HEKOTOPbIE SIeKAPCTBEHHbIE CPEACTBA U KIMHUYECKE COCTOSIHUA U3MEHSIIOT KOHLEeHTpaLumm
25-OH ButamuHa D in vivo. JONOMHATENBHYIO MHC|30pMaLmio CM. B 04HOM 13 ony6/IMKOBaHHbIX U34aHWIA.

* [eTepohusibHble aHTWTENa B CbIBOPOTKE OTAEe/bHbIX MNaUMEHTOB MOryT CTaTb MPUYMHON MHTepdepeHLun npu
NOCTaHOBKE VIMMYHOTECTOB. 3TN aHTMTena MOryT NPUCYTCTBOBATb B O6pasuax KpoByM NaLMEHTOB, WMEoLMX
perynsipHoe O6LeHNe C XUBOTHLIMA WM MOSTyYaBLUMMUN NPOAYKTbI, COAEPXaLLMe XXMBOTHYIO CbIBOPOTKY. PesynbTarhl,
KOTOpble HEe COrnacylTcsi C KIMHUYECKUMU HabMIOAEHUAMM, YKasbiBalOT Ha Heob6XOAMMOCTb AOMOHUTENNbHOTO
TeCTUpOBaHWS.

O)KI/Ip,aeM ble 3Ha4YeHNA N nHTepnpeTauna pesysibtatoB
Kaxgoli nabopatopun pekoMeHayeTcs yCTaHaBMBATL CBOW OXWAAeMble 3HAUYEHUS A1 Kabkoi
nonynauun. B 063ope 60/bLUMHCTBA NOCNEAHUX UCTOYHUKOB  NpUBEAEHbI CreaytoLime
pekomeHgaumn no ypoeHsam 25-OH Vitamin D

AvanasoH
YposeHb HT/Mn HMONb/N
HepocTaTouHbl it <20 <50
Henonuelit 20-<30 50-<75
JlocTaTouHblit 30-100 75-250
MoTeHUNanbHO TOKCUYUYHBI >100 >250

ViccnepoBaHve NpoBOAMOCE C MCNO/b30BaHeM 399 340p0BbIX B3pOC/bIX Ntofeit B Bo3pacTe oT 21 go 79 net. O6pasubl
6bINIM NONYYEHbI OT JIIOAEN, NPOXUBAIOLWMX B CEBEPHBIX, HXHbIX U LLEHTPa/bHbIX paiioHax CoeauHeHHbIX LLTaToB un
0TOUpaNnChb Kak 1eToM, Tak 1 3MMOoiA. 3T 06pasLpl HbIIN UCMbITaHbl C Ucnosib3oBaHnem Tecta VITROS 25-OH Vitamin D
Total, n Habnogaemble 3HaYEHUS CYMMUPOBaHbI HUXE:

OueHeHHble 3HaYeHus Hr/Mn HMOb/N
MeguaHa 25 OH Vitamin D 334 83.5
Ha6nogaemblit gnanasoH, o6nacTb 14.7-68.3 36.8-171

BbiGopkn 2.5 - 97.5 MepueHtuns
XapaKTepI/ICTI/IKI/I NOCTaHOBKU TECTa

Mpenen o6HapyxXeHUs

Mpegen obHapyxeHus (LoD) gns Tecta VITROS 25-OH Vitamin D paBHblii 7.43 HI/Mn(18.6 HMonb/N), onpeaensncs
cornacHo pekomeHgaumn CLSI gokymeHT EP17 B nccneposaHuy Ha 600 o6pasuax, rae 1 nycroii obpasel, n 5 ob6pasLos
C HU3KOW KOHLeHTpaumeli 3admkcmpoBaHo MeHee 5% NOXHOMNOMOXMTENbHbIX (2) U MeHee 5% noxHooTpuuaTenbHbix (P)
pe3ynbTaTos. Mpegen namepexns nyctoii npobbl (LoB) coctaBnseT 2.64 Hr/mn(6.60 HMonb/n). MNpeaen KonM4yecTBeHHOro
onpegenenus (LoQ) coctasnset 8.00 Hr/M(20.0 HMONL/N) M 0603HAYAET HAUMEHbLUYIO KOHLIEHTpaLMI0 Npu KOTOPOii
LOCTUrHYTbI TpeboBaHNA K TOYHOCTU MeToAa M HaxoAsALLYCSA B IMHEHOM AnanasoHe.

[ns pesynbtata 8.00 Hr/MN(20.0 HMONL/N), HabNAaemblli koadhduuneHT Bapunaumm (%CV) cocTaBnsieT:

23.0-30.0% no pasHbIM /10Tam 1 aHasm3aTopam.

Mpepnen o6HapyxeHus (LoD), Mpeaen namepeHus nycrtoin npo6bl (LoB), Mpeaen KonnM4ecTBEHHOIO
onpepenenus (LoQ)

LoB LoD* LoQ
Hr/Mn HMOSL/N Hr/MN HMONL/N Hr/mn HMOSL/N
2.64 6.60 7.43 18.6 8.00 20.0
H/BKO KoHLIeHTpaLmeii.

ToyHOCTb (MpaBU/IbHOCTL). CpaBHEHNE MeTO40B.

TouHOCTb 6blna oueHeHa B COOTBETCTBUM € NpoTokoniom CLSI document EP9.  Ha rpacivke n B Tabnuue nokasaHbl
pesynbTaTtbl CPABHEHWSI METOAO0B C UCMO/b30BaHNEM 06pas3Li0B CbIBOPOTKM OT JOHOPOB Pas/iMyHbIX KIMHUYECKUX
KaTeropuwii. B cpaBHeHW yyacTBoBan VMiIMMyHoxmmuyeckve n NHTerpuposaHHble Cuctemsl VITROS, metog LC-MS/MS un
TecT DiaSorin LIAISON, B3aumocBsizb Mexay VIMMyHoxumuieckummn n NHTerpmpoBaHHbiMu Cructemamm VITROS n
MeToAamu cpaBHeHWs Gblia onpejenieHa MeToAoM perpeccun MaccuHra - Babnoka. '* B Tabnuue Takke oTpaKeHbl
pesynbTaTbl CPABHUTE/NLHOIO MCCefoBaHUs METOA0B C UCMNO/b30BAHNEM CbIBOPOTKM, MOYYeHHbIX Ha Cuctemax VITROS
ECi /ECIO n VITROS 3600/5600.
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CoOTHOLLEHNE MexXay ABYMSA MeToAamu onpefensnocb ¢ NOMOLLbl perpeccun Passing n Bablok. '*
O6wenpuH. Ea. AnbTepHaTuBH. EA.

oS 0 om

W 5 50 ?s lae 3?7» m  roc aw 3r» soii xe 350 w

MeToa CpaBHeHusi: LC-MS/MS test (HMonb/n)

o 1Q 20 3 « 50 70 80 90 100 170 20 1X> <I0 150

MeTtog CpaBHeHusi: LC-MS/MS test (Hr/mn)

O6uwenpuH. EA. (Hr/mn) AnbTepHaTuBH. Ea. (HMonb/n)
Correlation Range of Range of
Cucrema n Slope Coefficient Samples Intercept Samples Intercept
3600 npotue LC-MS/MS 154 1.09 0.90 8.48-141 0.49 21.2-353 1.23
5600* npotus 3600 152 1.01 0.97 8.48-108 1.49 21.2-270 3.73
ECI/ECiQ npotvs 3600 155 0.94 0.96 8.48-141 1.35 21.2-353 3.38

Pab6ouve xapaktepuctukn gns VITROS 5600 npumeHumbl gnsa VITROS XT 7600

AnbTepHaTueH. Ef.

Ob6uwenpuH. Ea,

E iii o]
E®

[o] O T»

> '

co CO 150

o 'D

8_ Olm MV
K
>

o 7?5 60 too 136 151 -ab 200 22A 260 275 3WL 326 .60 3Ts

o '@ 20 3C « 50 BOo 70 80 90 100 HO 130 13C; 1*0 150
Metop CpasHeHus: Diasorin LIAISON TecT (HMonb/n)

Metog CpaBHeHus: DiaSohn LIAISON TecT (Hr/mn)

O6uwenpuH. Ea. (Hr/mn) AnbTepHaTusH. Eg. (HmMone/n)
Correlation Range of Range of
Cucrema n Slope Coefficient Samples Intercept Samples Intercept
3600 nporva 152 0.90 0.92 8.79-108 3.0 22.0-270 7.73
DiaSorin IAISON
5600* npotus 3600 152 1.01 0.97 8.48-108 1.49 21.2-270 3.73
ECI/ECiQ npotvs 3600 155 0.94 0.96 8.48-141 1.35 21.2-353 3.38

‘Paboune xapaktepuctukn gns VITROS 5600 npumeHumbl ans VITROS XT 7600.

Mpeyn3noHHOCTb

NMnmyHoamnaTocTmuBexas Cucrtema VITROSECIECIQ

MpeuunsnoHHOCTb OLeHnBanack B COOTBETCTBMM € NpoTokosiom NCCLS pgokymeHTa EP5.  VccnepoBaHue npoBoAnIOCH Ha
4 .x obpasuax nauyeHToB 1 Ha OAHOM KOMMEPYECKOM KOHTposie 1, aHanu3 NpoBOAMIICA B pasHblX YC/I0BUAX 2 pa3a B AeHb,
B TeueHne MmHuMyM 20 aHeil. B akcnepumeHTe 6bl10 3a4eiiCTBOBAHO 2 /10Ta peareHTa Ha AByX pasHbIX cucTemax.
MpeacTaBneHHble fAaHHble 0TOGPaXaloT XapakTepUCTUKN NPOAYKTa.

MMmyHoanarHocTnuBekasa Cucrtema VITROS 3600um MHTerpuposaHHasa Cuctema VITROS 5600

Mpeun3noHHOCTL OLEHMBasIack B COOTBETCTBUM C npoTokosiom NCCLS pokymeHTa EP5.  VccneposaHue npoBOAunaIoCh Ha
4-x obpasuax u 1 KOHTpo/bHOM obpasLie B ABYX NOBTOPaxX B pas3HbIX YC/IOBUAX 2 pasa B AeHb, B TeYeHne MUHUMYyM 20
nOHeli. B akcnepumeHTe 6bino 3a4eicTBOBaHO 3 10Ta peareHTa v gse pasHble cucTeMbl. [NpeacTaBneHHble AaHHble

0TOBPAKAIOT XapaKTEPUCTUKN NPOLYKTA.
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tVitD

Cuctema

ECI/ECIQ

1
Lot 1

ECI/ECIQ
Cuctema

2
Lot 2

3600

Cucrema 1
Lot 1

3600

Lot 3

5600****

Lot 2

CpeAHASA KOHL,.
25-OH Vitamin
D Total
22,5
31,1
70,0
121
20,7
28,1
65,0
108
22,9
31,6
72,2
123
21,0
29,5
711
120
235
31,9
69,4
117

Within-calibration**

EavHUUbI ¢ Hr/MA
Within-run*
SD CV(%) SD
1,66 7.4 3,14
2,25 7,2 3,86
3,86 55 5,86
41 34 6,1
2,46 12,0 3,32
3,06 11,0 3,34
5,20 81 5,66
41 38 55
2,26 10,5 2,90
2,66 8,9 3,36
4,30 6,1 5,73
4,8 3,9 6,5
3,22 15,3 3,29
3,35 11,3 3,43
5,93 8,3 6,07
58 4,7 59
2,43 10,1 2,95
2,52 7,7 3,22
3,75 53 4,82
6,1 51 6,5

CV(%)
14,0
12,4
84
51
16,2
12,0
8.8
52
13,5
11,2
81
53
15,6
11,6
8,5
4,9
12,2
9,9
6,8
54

XiirSEH
NHCTPYKLNA
Within-lalb**
Ko/'Bo Kon-so
SO CV(%) Ha6no g AHeit
3,43 15.3 80 20
4,13 133 80 20
6,24 8.9 80 20
6,7 55 80 20
3,43 16.4 80 20
3,43 121 80 20
5,94 9.1 80 20
59 5.4 80 20
4,04 16.5 80 20
4,65 14.0 80 20
6,80 9.2 80 20
74 6.0 80 20
3,32 15.8 80 20
3,62 12.3 80 20
5,92 8.4 80 20
58 4.8 80 20
2,93 12.8 80 20
3.13 10,1 80 20
4.39 6.5 80 20
6.4 5.6 80 20

B Npegenax oAgHoro aHanmsa (Within-run* - noBTOpsSiEMOCTb): YCPeAHEHHbIV pe3ynbTaT NoOBTOPSIEMOCTY NOBTOPHbIX NPO6G BCEX MOCTaHOBOK.
** B npegenax ofHoi kanubposku (Within-calibration**): o6Lwas npeymsnoHHOCTb Ha pasHbix 06paslax B npefenax O4HOro TecTa, Mexay pasHbIMU
TecTamy 1 Bapuaumeii no AHsM.
*** B npegenax ogHolt na6opatopun (Within-lab‘“ ): usmepenue acppekra cMeHbl KanMGPOBKM Ha O6LLYH NMPELU3NOHHOCTb, PACCUUTAHHYH BHYTPU
N0Ta peareHToB, C UCNO/b30BaHNEM AaHHbIX, KaKk MUHUMYM 4 KannbpoBOK.
***Paboune xapakrepuctukm ana VITROS 5600 npumenumsl gns VITROS XT 7600.

Cuctema

ECI/ECIQ

1

Lot 1

ECI/ECIQ
Cvictema
2

Lot 2

3600

CMLieMd 1

3600
Cucreva 1
Lot 3

Bepcus 9.0
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CpeHASA KOHL,.
25-OH Vitamin
D Total

56.3
77.8
175
303
51.8
70.3
163
270
57.3
79.0
181
308
52.5
73.8
178
300

EagvHMUubl a HMONb/N

Within-run*
SD CV (%)
4,15 7.4
5.63 7.2
9.7 5.5
10.3 3.4
6.15 12.0
7,65 11.0
13.0 8.1
10.3 3.8
5.65 10,5
6.65 8.9
10.8 6.1
12.0 3.9
8.05 15,3
8.38 11.3
14.8 8.3
145 4.7

Pub. No. GEM1360_XUS_RU

Within-calibration**

SD

7.85
9.65
14.7
15.3
8.30
8.35
14.2
13.8
7.25
8.40
14,3
16.3
8.23
8.58
15.2
14.8

CV(%)

14.0
12.4
8,4
51
16.2
12.0
8.8
5.2
135
11.2
8.1
5.3
15.6
11.6
8.5
4.9

Within-lalb**
SD CV (%)
8.58 15.3
10.30 13.3
15.6 8.9
16.8 5.5
8.58 16.4
8.58 12.1
149 91
14.8 5.4
10.10 16.5
11.60 14.0
17.0 9.2
18.5 6.0
8.30 15.8
9.05 12.3
14.8 8.4
145 4,8

Kon-so

Ha6nwoa.

80
80
80
80
80
80
80
80
80
80
80
80
80
80
80
80

Kon W AHel
20

20
20
20
20
20
20
20
20
20
20
20

20
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tVitD VHCTPYKLWA

EAVHULbLI ~ HMONb/N

Mean 25-OH Within-oin" WithIn-calibration~ Within-lab~
Vitamin D Total <0/1-BO Habntop,
Cuctema Cone. SD CV (%) SD CV (%) SD CV (%) Kon-so aweit
58.8 6.08 10.1 7.38 12.2 7.33 12.8 80 20
5600****
79.8 6.30 7.7 8.05 9,9 7.83 10.1 80 20
Cuctema 1
174 9.4 5.3 12.1 6.8 11.0 6.5 80 20
Lot 2
293 15.3 5.1 16.3 5.4 16.0 5.6 80 20

B npeAenax ofHoro aHasmsa (Within-run* - noBTopsieMocTb): ycpefHEHHbIV pesy/ibTaT NOBTOPSAEMOCTY NOBTOPHbLIX NPOG BCEX MOCTAHOBOK.
** B npefenax ofHoit kanmbposku (Within-calibration**); o6Las NpeLr3NoHHOCTb Ha pasHbix o6paslax B Npeaenax OfHOro Tecta, MeXAy pasHbIMU
TecTamu 1 Bapuaumeli No AHAM.
*** B Mnpefenax ogHoi naopatopuu (Within-lab***): nusmepenue acppekra cMeHbl KANMGPOBKM Ha 06LLYH NPELU3MOHHOCTb, PACCUMTAHHYIO BHYTPU
/loTa peareHToB, C UCMOJ/Ib30BaHNeM [jaHHbIX, kKak MUHUMYM 4 Kanm6poBoK.
'“"Paboune xapakrepuctukm gna VITROS 5600 npumeHumsl gns VITROS XT 7600.

CneundnyHOCTb

He nutepdepupyrowne seuiecrea

Tect VITROS 25-OH Vitamin D Total 6bi1 NpoBepeH Ha MHTepepeHLUnto ¢ pasnnyHbLIMK BELeCTBaMy B COOTBETCTBUMN C
npotokonom CLSI gokymeHTa EP7. U3 TecTupyembix coeAnHeHWA, He 6bIno HaliileHo H OAHOrOo, KOTOPbI Bbi3biBaeT
nHTepdepeHumo >10% npu KoHueHTpaumsax 25-OH Vitamin D B gnanasoHe 30-80 Hr/mn(75-200 HMonb/n).

BeLLecTBo KoHueHTpauys
AueTammHogeH 1324 mkmonb/n 200 mkr/mn
AueTucaNMUMIOBas KicioTa 3.62 mmonb/n 65.16 mr/gn
BUMOYGUH (HEKOHBIOTMOOBAHHIi) 513 MKMO/Ib/N 30 mr/an
BUANpy6UH (KOHBIOTMPOBAHHBIN! 356 MKMOIb/N 30 mr/gn
BnoTuH 61.35 HmoOsBL/N 1.5 mkr/an
remorfiobuH (remosnn3ar) 0.124 mmorb/n 200 wmr/gn
NeéynpocpeH 0.576 mmonb/n 12 mr/gn
TpuoneuH 33.0 Mmonb/n 3000 mr/gn

OHpAOreHHbl e BewecTBa

TecT VITROS 25-OH Vitamin D Total 6611 npoBepeH Ha MHTepdepeHLMI0 B COOTBETCTBMMN ¢ NpoTokonioMm CLSI gokymenTa EP7
A2-Section8.  O6pasupl 4N UCCNefoBaHNsA 0TOMpann OT 340POBOI M «NATONOrMYECKol» rpynn NauneHToB 418 aHanmsa
pasHbix ypoBHelt 25-OH Vitamin D. O6pasupl 6binv npotectuposaHbl TecT VITROS 25-OH Vitamin D Total n metogom
cpaBHeHus: (LC-MS/MS). OueHuBanocb pacnpegeneHne OTKNOHEeHW 0T 3HaYeHWi, NOMyYeHHbIX METOA0M CpaBHEHWS, B
rpynnax HopMasibHbIX VS «NaTo1orMyecknx» naunueHToB € NOBbILLEHHLIMU YPOBHSAMU 3HAOTEHHbIX BELLEeCTB. [JoBepuTe bHbINA

MaTanornuyeckas rpynna HanBbicwuii ypoBeHb nokasaTtenein
XonecTtepuH 306 mr/gn
HAMA 160,000 ME/mn
PeBmaTonaHblii thakTop 3800 ME/mn
O6LwWuii 6enok 12.5 r/lgn
Tpurnuuepunasbl 491 wmr/gn

MepBKpECT HasA-pBaKrMBHOCT b

MepekpécTHaa peakTMBHOCTL Npu aHanm3e Ha VITROS 25-OH Vitamin D Total oueHuBanacb nytem gobasnieHue K
o6pasuam, cogepxalumm 25-OH Vitamin D cnegyowmx BeLecTs:
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tVitD

KoHu. 25-OH Vitamin D B

VAl TPUYDEB™*

CpepHsas KoHu,. 25-OH

Vitamin D B oueHke C
KpoOcCc-peareHTom

NWHCTPYKL WA

BewecTtBO KoHueHTpauus o6pasuax %I‘Ipz:szKMp;:ngm
Hr/MN HMONb/N Hr/Mn HMONb/N
Vitamin D:(Ergocalciferol) 100 Hr/mMn 8.81 22.0 9.77 24.4 1.0
Vitamin Ds(Cholecalciferol) 100 Hr/mMA 8.81 22.0 9.66 24.2 0.9
25-OH Vitamin Da 100 Hr/mn 8.10 20.3 113 283 104.9
25-OH Vitamin Ds 100 Hr/mMn 8.10 20.3 107 268 98.9
1,25 (OH):Vitamin Da 0.2 Hr/imn’ 8.81 22.0 10.1 25.3 >100
1,25 (OH)aVitamin Ds 0.2 Hr/imn* 8,10 20.3 8.09 20.2 -5.0
24,25 (OH)aVitamin Ds 10 Hr/mn* 7.92 19.8 114 28.5 34.8
3-epi 25-OH Vitamin Ds 100 Hr/mMn 7.92 19.8 45.3 113 37.4
* MpoTecTUpoBaHHble YPOBHU OT 2X A0 4X TUNMUUYHBLIX YPOBHEN aHanuTa.
4 MepekpécTHan peakTMBHOCTb BblpaXanach B BUAE CPeAHEro 3HauyeHus, nosly4eHHoro Ans nyna Kpocc-peareHTa,

[ENEHHOro Ha KOHLEHTpauuio NepekpeéCcTHO pearvpyroLmx BeLecTs, B NpoLeHTax.

% lMepekpecTHasi peakTMBHOCTb =

Jlntepatypa

KoHueHTpauus kpocc-peareHTa (Hr/mn)

uBccc-

- Qo wuabwO» LW « - BCeHTa
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CnoBapb CnmBo/10B

Cnepytouime CMMBO/IbI MOTYT 6bITb MCNO/Ib30BaHbI Ha 3TUKETKaX npoaykra.

He ucnonb3oBatb NOBTOPHO BepxHuii npeaen Temnepatypel [Avnana3oH

V-1(;nonbaciBarb a0 gatbl

2 MCTEUEHNs CPOKa FoHOCTM HwxHWIA npeaen TemnepaTypbl [lnanasoH cpeAHUX 3HayYeHui
{roameciyaemb}
I Kog naptum nnm Homep naptum I OrpaHuyeHne Temnepartypbl |‘|‘|‘|‘ﬁ'|'|'|""|"| CpeaHsisi Touka
.. O3HakoMbTecb ¢ Bepcueit “n*
|~ SN CepuiiHblii HOMep MHCTPYKLMIA MO MpUMeHeHMIo MpoBepeHo
REF Homep no karanory wn BHuMaHMe! VIHCTPYKLMK No e SamenseTcs
KOA npoaykTa NPUMEHEHUIO N3MEHEHbI I
" AN
OCTOPOXHO AniA nenonkaoea uvm B WTatnee JocTatoyHo gna "n” Tectos
1 Ana kapTpuakeit ¢ TecT-unnamu
rs T [nsa ncnonb3oBaHuA B WITaTBe YC1p(CTIAO MEAULMHCKOI
MpoussoguTens 2 Ans KapTpuipkeii ¢ TeCT-4munamu IVD MArHOCT VKN B N1aGOPATOPHBLIX
CIOBUSIX
— g— | MexayHapoaHasa cuctema ¥
d [fata npounssoacTea eauHny, [CU) Der Grune Punkt (3eneHas TouKa)
MpovsBoavTens crefyeT
YNosIMOMOUeuHbIii npes- CONV |  YcnoBsHble eAnHULbI MO(K«aWIB1bIM TPEGOBAHMSIM
EC | REP] cTaBuTenb B EBponeiickom NP1 NCNO/I30BAMNN HEKOTOPbIX
COUﬁLueCTBe YNaKoB<b«HbIX Marepunanos
3HauveHne
OueHeHHOe B labopaTtopun
cTaHAapTHOE OTK/IOHeHne
. = OuyeHb OnacHbIi
KOppOo3noHHbI BocnnameHsawownincs 0151 300pOBbS
-
OnacHbIit 4na 300poBbA OueHb TOKCUUHbII TOKCUUHBIA B BOAHOW 1m

OKpyXatolleit cpege

FAPAHTUU

OpTo-KnuHukan [inarHocTuke rapaHTMpyeT, 4To u3genve npuMeHUMo 4151 3adB/1IeHHOI0 Ha3HaveHus. Bce nsgenvs rotosbl

ANs NCnosb3oBaHuA A0 YKa3aHHOro cpoka rogHoCT u B Ciiyvyae cobnogeHnst Bcex TpeGOBaHVIIZ Mo XpaHeHuto,

TPaHCNopTMpPOBKe, Le/IOCTHOCTU yNnakoBKU N npoueaype NCnonb3oBaHuA, yKasaHHbIX B UHCTPYKLUNU NO NPUMEHEHUIO.
YTUIN3AUNA
HeobxoamMmo cobnogaTb OCTOPOXHOCTL NpU 0bpaLLeHny ¢ maTepuanamm, NoyYEHHbIMIU U3 KPOBY YeN0oBEKa WM XXUBOTHbIX.

Heobxoaumo paccmatpmBatb BCe remomarepuasibl, Kak noTeHynasibHO VIHCbI/ILI,VIpOBaHHbIe.

YTnnumsaumsa oTxo[0B A0/MKHA 6biTb B COOTBETCTBUM C MexXxayHapogHbIMU Tpe6OBaHMﬂMVI, dpe,ﬂ,epaJ'IbelM N NTOK&J/1bHbIM
3aKoHOAAaTENNbLCTBOM.

CornacHo CaHnlMuH 2.1.7.2790-10 "CaHuTapHo-3anugemuonornyeckme TpebosaHns K 06paLLeHunio ¢ MeANLMHCKUMU OTX04aMuns
n3genve MoxeT BbiTb OTHECEHO K knaccy b.
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O630p NBMEHEHMWIA:
faTta OB30P M3meHeHNit

18-10-2019 BHeceHbl M3MeHeHUa B pa3gen «HasHadyeHue»
BHeceHbl U3MeHeHUs B pasfieNl «xXpaHeHne U NOATOTOBKA KannGpaTopos»
BHeceHbl n3meHeHus B pasgen «Pesynbratbi»
fo6aBneH pasgen «MocnepoBaTenbHOCTL paboThl Ha aHanusaTtope Vitros»
flo6aBneH pasgen «TpaHcnopTupoBka PeareHTta»
flo6aBneH paspen «TpaHcnopTupoBka Ha6opa Kanu6paTtopos»
fo6GaBneH pasgen «rapaHTum»
fo6aBneH pasgen « Ytunumsauyums»
fo6aBneH afpec yno/THOMOUYEHHOTO NpejcTaBuTeNs nponssogutens B PO
fo6aBneH HOMeEp PerncTpaLnoHHOro yj0aoBepeHus
CpenaHbl He3HayuTeNbHble U3MEHEHUA B hopMaTUpPOBaHNMN pa3fleNioB U pejakTupoBaHne

YNONMHOMOYEHHbIN NpeacTaBuTeslb NPOU3BOAUTENS HA TeppuTopun Pd:
OO0 Opro-KnnHnkan fuaraocTnkc

143026, Poccus, Mockosckas 06nactb, OAVHLOBCKUI paiioH,

nepesHa Ckonkoso, yn. Hosas, gom 100, nnt.AA

Ten: +7 (499) 951-26-12

PernctpaumoHHoe yaocTtoBepeHve B P®:

Ortho-Clinical Diagnostics
d (OpTo-KnuHukan AuarHocTurike)

Felindre Meadows
Pencoed

Bridgend

CF35 5PZ

United Kingdom
(BenukobpuTaHus)

VITROS aBnseTtcsa ToBapHbIM 3HakoM komnaHum Ortho Clinical
Diagnostics,

YnomsHyTble B JAHHOM [OKYMEHTE TOProBble Mapkyn CTOPOHHUX
npov3BoAuTenei npuHaanexar cCooTBeTCTBYIOWMUM BragdesbLam.

© Ortho Clinical Diagnostics, 2012-2017.

Ortho Clinical Diagnostics
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MepeBof ¢ aHINIACKOTO A3bIKa Ha PYCCKUiA 3bIK

A, eNNNNN OXXOHC, BuHasop Xayc, Buktopua Ctput, BuHasop, bepkuwup,
AHIINA, HOTapuyc, 4O/DKHBbIM 06pa3oM [OMYLWEeHHbIN K NPaKTUKe U NPUBeAEHHbIN
K npucsre,

HACTOAW WM MOATBEPXOAKO N CBUAETE/IBCTBY IO,

YTO Y MeHS HeT KaKux-nmbo OCHOBaHWW noaBepratb COMHEHUIO MNOAJIMHHOCTb
npuaaraemMoro [JOKyMeHTa, a WMeHHO «[eKnapupyemblii AOKYMeHT» 0T 30
OKTA6pa 2019 roga, NOAMMCAHHOrO OT WMEHUM KomnaHum «OpTo-KnuHnkan
OnarHoctunke» (Ortho-Clinical Diagnostics) betaH Koyns, cOTpyAHUKOM oOTAena
HOPMaTMBHO-MNPAaBOBOIr0 PerysinpoBaHus.

B NOATBEPXAEHWME BbILLWEWN3NOXEHHOIO g cKpennst HacTOAWLMNIA
JOKYMEHT CBOel MoAgnuCbl M [JO/HKHOCTHOM MeyaTbld B BbllleyKa3aHHOM T.
BuHp3ope, cerogHsa, B yetsepr, 31 okta6pa 2019 roga.

<nognucaHo>
eonnnnn g>KoHC
HoTtapuyc

+44 (0) 1753 851 591

MoXXM3HeHHasa NnLEH3Ns

MpoLNTO 1 CKPenaeHo nevaTbio HoTapmyca:
I <Kpyrnas penbeHas neyatb HoTapumyca:
oNNNNN XOBAPA OXOHC; HOTAPUYC; AHITNNA>

Perynupyetcs KaHuenspuein cyaa apxuennckona KeHtepb6epuninckoro
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[Jata: 30 okTa6ps 2019 roga
®UNO: betaH Koyns

<noanucaHo>

LO/MKHOCTb: CoTpyaHuk OTAeNa HOPMAaTUBHO-MPABOBOr0 PeryimpoBaHus

MeyaThb:

<W Tamn: OpTo-KnnHukan JunarHocTtuke,
MeHKoen, BennkobputaHusa>
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MepeBof faHHOrO TeKCcTa BbINOAHEH nepesogumMkoMm KpaniuHeim leHucom AnekcaHipoBuyem

NoANnnCb

Poccuiickaa degepauuns

Mopog MockBa.

CelbMOro Hos6pA ABe ThbICAYMN AeBATHAALATOr0 roja.

A, MNMpokoweHkoBa EneHa EBreHoesHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYO MOAMHHOCTb
nognucu nepesogymka KpannuHa eHnca AnekcaHaposnya .

Moanuck caenaHa B MOEM NMPUCYTCTBUMN.

JInyHoCTb NOANNCABLUETO AOKYMEHT YCTaHOB/EHA.

3apernctpupoBaHo B peectpe: Ne 21/86-H/77-2019- ~ *

B3biCKaHO rocyapcTBeHHOM nownuHbl (no tapudy): 100 py6. 00 kon.
YnnayeHo 3a OKasaHWe yCnyr NpaBOBOro M TEXHMUYECKOro xapakTepa: 200 py6. 00 kon.

E.E. MNpokoweHKkoBa

NoANnNCb
MEPBOBAA MEYATH
HOTAP/YCA
MpoLwHYpoBaHO, NPOHYMEPOBAHO M CKPenaeHo nevatbto  -fcJ- nuct(-a,-oB).

I'IO,EI,I'II/ICI: E.E. MpoKoLLeHKoBa
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MNPOLLUNTO
B KOJ/IMHECTBE NCTOE.
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