O6WecTBO C OTPaHMYEHHO OTBETCTBEHHOCTL IO

«A3namMenKoHCONT»

m Poccunga, 109004, MockBa, yn. A. ComkeHuublHa, a. 27
Ten.: +7 495 988 47 44

KO OFPH: 1137746433879

NHH: 7709929540

MNOATBEPXKAAIO

TOp MO pa3BUTUKO
OO0 «AMK»

Mepuesa H. H.

espansa 2025 .

POTOTPAPNYHECKUNME N3OBPAXXEHUA
MEANLUMNHCKOIO N34ETNA
Habop peareHTOB A/19 KOJIMYECTBEHHOrO onpeaenennsa oéuiero 25-OH ButammnHa D B
CbIBOPOTKE U nna3me KpoBu yenoseka (25-OH Vitamin D CLIA Microparticles (25-OH
Vitamin D)) Ha aHann3atopax MMMYHOXeMUTIOMUHECLEHTHbIX cepun AutoLumo

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM UCTILITAHUF # PETHCTPALIMH MELMLIMHCKUX U3REM



doTorpacuueckoe nlobpaxeHne Habopa peareHTtoB 25-OH Vitamin D CLIA Microparticles
BapunaHT ncnosHeHuna: ®acoska 50*2 tecToB

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpaHuya 2 us 26



doTorpagumyeckoe nsobpaxeHne Habopa peareHToB 25-OH Vitamin D CLIA Microparticles
BapunaHT ncnosnHeHua: dacoska 50*2 Tectos

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU CtpaHuya 3 n3 26



doTorpacunyeckoe nobpaxeHne Habopa peareHToB 25-OH Vitamin D CLIA Microparticles
BapuaHT ncnosHeHuna: dacoska 50*2 tecToB

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpoHULUO 4 13 26



doTorpaduueckoe n3obpaxeHne Habopa peareHToB 25-OH Vitamin D CLIA Microparticles
BapuaHT ncnosnHeHuna: ®acoska 100 TecToB

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU Crtpannua 5 us 26



doTorpacunyeckoe nsobpaxeHne Habopa peareHToB 25-OH Vitamin D CLIA Microparticies
BapuaHT ncnonHeHua: d®acoska 100 TectoB

@ 000 LHPMH () INFOGCIRMLRU & WWW.GOSZDRAVNADZOR RU CTpanuya 6 us 26



doTorpacunyeckoe n3obpaxeHne Habopa peareHToB 25-OH Vitamin D CLIA Microparticles
BapuaHT ncnosiHeHus: ®acoska 100 TecToB

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpoHNLO 7 M3 26



doTorpaduyeckoe n3obpaxeHne Habopa peareHTtoB 25-OH Vitamin D CLIA Microparticles
BapuaHT ncnonHeHuna: dacoska 100*2 TectoB

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU CTpoHMLO 8 3 26



doTorpadpmyeckoe nsobpaxeHne Habopa peareHTtoB 25-OH Vitamin D CLIA Microparticles
BapuaHT ncnosiHeHnsa: ®acoska 100*2 TecToB

V'»' VWA-

@ 000 LWHPMH () INFO@CIRMIRU @ WWW GOSZDRAVNADZOR RU CTpaHuua 9 us 26



doTorpadmyeckoe nsobpaxeHne Habopa peareHtoB 25-OH Vitamin D CLIA Microparticles
BapuaHT ucnonHeHuda: ®acoska 100*2 tecToB

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpannua 10 n3 26



doTorpaguueckoe n3obpaxeHne Habopa peareHToB 25-OH Vitamin D CLIA Microparticles
BapuaHT ncnonHeHua: ®acoska 100*5 TecToB

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpaHuiua 1113 26



doTorpadmyeckoe n3obpaxeHne Habopa peareHToB 25-OH Vitamin D CLIA Microparticles
BapuaHT ncnonHeHunsa: dacoska 100*5 TecToB

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpaHnua 12 n3 26



doTorpadmyeckoe nlobpaxeHme Habopa peareHToB 25-OH Vitamin D CLIA Microparticles
BapuaHT ncnonHeHua: ®acoska 100*5 TectoB

& 000 LIUPMM 2] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU
CtpaHuuya 13 ns 26



doTorpacdunyeckoe nsobpaxeHne kannbpartopos: Kannbpatop A (Calibrator A) n Kannépartop B
(Calibrator B)

CaNg Ca”

2023092¢F lot| 2023092!
2024-009! 2024-0fi

25-0* o5 O

“I Recon. Wi# EyS] Recon. N3
AUTOBIO™" AUTOBIO»

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU Crpannua 14 us 26



(Calibrator B)

Calibrator A

10230923

1°409-22

25-OH VitaminJi

w w ith

DIAGNOSTIC»

I.Om L D i"

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

doTorpadmyeckoe n3obpaxeHme kannépatopos: Kanmbpatop A (Calibrator A) n Kannépatop B

Calibrator B

«30923

«4-09-22

25-OH Vitamin D
With .OmLDiS?
M0 DIAGNOSTICSN

CTtpaHuuya 15 13 26



doTorpaguueckoe nsobpaxeHne kannbépartopos: Kanmbpartop A (Calibrator A) u Kannépartop B

(Calibrator B)

TA

5

W D
ADistilled W ater

N'CSCO., LTD.
LY

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

178t

Nn D 2"C

JjP*stilled w ater
AMCSCO.,LTD.

CtpoHuuo 16 U3 26



doTorpagmyeckoe n3obpaxeHme KOHTpoOAen HU3Koro ypoeHa (Quality control 1) n BbicOKOTO
ypoBHSA (Quality control 2)

Quality @

I_Lll 20230923

Quality q

20230923
2 2 0 24-09-21 2024-09-2J
25-011/
V. Recon.WiJj
AUTOBIO

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

CtpoHuuo 17 u3 26



doTorpaduyeckoe n3obpaxeHne KoOHTponei HU3Koro ypoeHsa (Quality control 1) n BbICOKOTO
ypoBHSA (Quality control 2)

iyControl 1 1y Control 2

»923 023

N19-22 <-09-22 a
B Vilamin O 7 w-yn Vitamin B

Wth 1.0mL Distillee I .OmL Distily
=odiagnostics c0.,9 wiodiagnostics c

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

CtpaHuua 18 ns 26



doTorpacmnyeckoe n3obpaxeHme KOHTposaen HNU3Koro yposHa (Quality control 1) u BbICOKOTO
ypoBHa (Quality controi 2)

xC
Ulno
W ater Jpistilled Water
CO,, LTD. CO.. LTD.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
CtpaHuua 19 ns3 26
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doTorpagmyeckoe n3obpaxxeHne npumepa TPAHCMNOPTHOW YyNakoBKU MeAULWUHCKOro usgenus:

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU CTpaHuua 22 u3 26
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Habop peareHTOB /19 KONIMYECTBEHHOIO ornpeAesieHns ooLLero
25>0H ButamuHa O B CbIBOPOTKE 1 M/1aaMe KPOBU YesioBeka
(25-OH Vitamin O CLIA KAlcroparticles (25-OH Vitamin O)) Ha
aHa/m3aropax MMMYHOXeMUIKOMUHECLENTHbIXcepunAutoLumo

BapuaHT ucnosnHeHusa; dacoska 50*2 TecTtoB
1.0cHoBHoi peareHT 25-OH Vitamin D:
- PactBop MukpouacTuy, (Microparticles Solution), 1,2 mn -2 wr.
- bepmeHTHbIN KoHblorat (Enzyme Conjugate). 3,0 ma- 2 wr.
- PactBOp ansa guccoymaymm (Dissociation Solution). 5.5 mn - 2 wr.
2.KanubpaTtop Hu3Koro ypoBHs (Calibrator A) - 1 wr.
3.Kannbépatop BbicoKoro ypoBHsa (Calibrator B) - 1 wr.
4 .KOHTPOJ1b HNU3KOro ypoBHSA (Quality Control 1) - 1 wr.
5.KoHTponb BbicokOro ypoBHs (Quality Control 2) - 1 wr.
6.MIHCTPYKUMA MO NPUMEHEHNIO - 1 WT.
7.Bknagbiw 00 vrrpux-kogom as1si kanmépaTtopos - 1 wr.
8.Bkiaabiw CO WTPUX-KOAO0M A58 KOHTposielh - 1 wrT.

PerncrtpauynoHHoe ygoctoBepeHue: Ne P3H 202 X/XXXXX0oTXX. XX. XXXX

TonbKo ans npodeccnoHanbHOro NCNoib30BaHMs
YNO/IHOMOYEHHbIV NpefcTaBuTelb MPOU3BOANTENSA HA
TeppuTopun Poccuiickoi degepaumu:

000 «A3naMegKoHcanta
109004. r. MockBa, BH. Tep. . MyHULMNa/TbHBIA OKPYr
TaraHckuia, yn. A. ComkeHuubliHa, g. 27, at/nom/kom 1/111/10

Ha6op pBar«HTo4/[N« BonlMoamMHHOTroonpeAon6HN«06M|ero
2$*OHMT«MUHIAOOCHI»0pOTIOMANAM1B >PO*NU«TOMB
(2SOH VItMnb OCLIAMcfOparlidM (2SOH VItMniIn 0)) Ho
anoIMMTOPOXMMMYMOXOMUNM (M loeL,oHTHbIX0» punAnlol nto

BapwaHT ncnonHeHus: dacoska 100 Tectos
1.0cuobloa pooromt 250H Ubink O
«Pocroop mmpouacTtHm (Uicroporticles Sobtioo), 2.3 mn -1 um.
* ®epMosTUMO combiiraT (Ewynu CmAupoto). S.Smn- 1wr.
« PoeToopa/nisiAncoodtOuns (Obsioelllbn3ollAon), 11.0mAa- 1umw
3Xanmb6~TopTMce ypeomi(CalbrotorA)- 1wr.
3XonH6poTop tweocoa) ypowTa (CoArotor B ) - 1wiT.
AKomTponbumkoTo ypowwm (OnHWy Control 1) -1 wr.
S.KoNTpofl»awoo<oroypooH« (Ovnasly Controi 2)-1 wr.
B./inetpyalm no npMMEHONTO -1 .
7.8knagmMuwcowTp«x*a0A0OManamnlléparopo«-1 wr.
B.Buwamwcowrp|l|>cogomgnalontpeneA- 1wr.

Pormctpaundmuooygoeteaoponm: Ni P3H 202X/ XXXXX 0T XXXX.XXXX
Tonbko ans I'IpOCDECCI/IOHaI'IbHOFO MCNoMb30BaHNA
YN0NMOMOYOHMBLIB NpoAeTMNTONbL NPOM3A0AUTONSAHA

TapputopMm PoccmBckoA dagapaumm:

000 cAzmaMagKoHcanT!

109004. ¢ Moocaa. au. Tap. r.Mm)amumAanmmiiOldyr

TaraHeaM, yn. A. ConkoHumbIHa. 4. 27. 31/nom/com 1/11IV10
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& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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25-OH Vitamin D CLIA Microparticles

REF cwmso405 LOT
8X
Microparticles Solution 1.2mLx2
Enzyme Conjugate 3.0T71k2
Dissociation Solution S.5mLx2

Calibrator 8 k1
Quality Control 1 xi
Quality Control 2 «1

For professional use only
AUTOBIO DIAGNOSTICS CO., LTD.

25-0OH Vitamin D CLIA Microparticles

REF CMS0402 LOT d S

MicroparticloiSolution 2.371k1
EnxymeConJugate S.5mL«1l

Mp o s . r

DiisociationSolution I.LOmLMi

IVD Calibrator A a1l <D

Calibrator B «1 H317.H412

Quality Control 1 «1 )
For professional use only

AUTOBIO DIAGNOSTICS CO.,, LTD.

Quality Control 2 «1
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Habop peareHTOB A/19 KOIMYECTBEHHOIO OnpeAenieHns obLiero
25>0H BuTamuHa D B CbIBOPOTKE 1 NJ1a3Me KPOBU YesioBeKa
(25-OH Vitamin D CUA Microparticles (25-OH Vitamin 0))Ha
aHanmsaropax MMMYHOXEMUTIOMUHECLIEHTHbIX cepun AutoLumo

BapuaHT ucnosnHeHuna: dacoska 100*2 tectoB
1.0cHOBHOI4 peareHT 25-OH Vitamin D:

- PactBop mukpovacTtuy (Microparticles Solutlort), 2.3 M- 2 wr.
- depMeHTHbIN KoHblorat (Enzyme Conjugate). 5,5 mn - 2 wr.

- PactBop ansa guccouymnaumum (Dissociation Solution). 11.0 ma - 2 wWr.

2 .KanubpaTtop HM3Koro ypoBHs (Calibrator A) - 1 wr.
3.Kanubpartop Bbicokoro ypoBHsa (Calibrator B) - 1 wr.

4 .KoHTpo/ib HU3KOro ypoBHA (Quality Control 1) - 1 wr.
5.KoHTpo/ib BbICOKOro ypoBHsA (Quality Control 2) - 1 wr.
6 .VMIHCTpyKUMA MO NpUMeHeHuto - 1 WT.

7 .Bknaabil co WTPUX-KOAOM A8 Kannbépatopos - 1 wrT.
8.Bknaabiw co WTPUX-KO4OM A5 KOHTposien - 1 wr.

PernctpaymoHHoe ygoctoBepeHue: Ne P3H 202X/ XXXXXOTXX. XX. XXXX

Tonbko Ans npodeccnoHanbHOro MCNOMb30BaHUA
YNoMHOMOYEHHbI NpeacTaBuTe/ b NPOM3BOANTENS HAa
Tepputopumn Poccuiickoii deagepauynn:

00O cAanaMeagKouncant»

109004, r. MockBa, BH. Tep. I. MyHULMNasIbHbIA OKpYr

TaraHckuii, yn. A. ComkeHnubiHa, A. 27. at/nom/kom 1/111/10

Ha6op peareHToB A8 KONIMYECTBEHHOTO onpeaeneHns o6uwero
25-OH BuTamuHe D B CbIBOPOTKE M nNsa3me KpOBU YenoBekKa
(25-OH Vitamin O CLIA Microparticles (25-OH Vitamin O)) Ha
aHanusaTopax MMMYHOXeMWUAIOMUHECLEeHTHbIX cepun AutoLumo
BapuaHT ncnonHeHuns: dacoska 100“5 TectoB
1.0cHoOBHOIi peareHT 25-OH Vitamin O;
- PactBop mukpoyvactuy (Microparticlas Solution). 2.3 mn- 5 wr.
* depMeHTHbI KOHBblraT (Enzyme Conjugate), 5.5 mn - 5 wT.
- PactBop gna anccoymnauun (Dissociation Solution). 11,0 mn - 5 wT.
2.Kann6patop Hu3koro ~oeunsn (CalibratorA)« 1 wr.
3.KanubpaTtopablcokoroypoBHsa(CalbralorB)- 1 wT. »
4 .KOHTpONb HU3KOro ypoBHs (Quality Control 1) - 1 wr.
6.KoHTponb BblicOoKoro ypoBHs (Quality Control 2)- 1 wrT.
6.MHCIPyKUMA NO NPUMeEHEeHMUIO - 1 wWrT.
7.Bknaablw co WTPUX-KOAOM ANSA KanmbpaTtopos - 1 wT.
B.Bknagblll CO WITPUX-KOAOM A/1A KOHTposield - 1 wT.

PerunctpaymoHHoe ygoctoBepeHue: Ne P3H 202X/ XXXXX oTXX. XX.XXXX
Tonbko ANa NPoPeCcCNOHaIbHOIO NCMOb30BaHNA

YNONMHOMOYEHHBI NpeAcTaBuTeb MPON3BOANTENS Ha

TeppuTopumn Poccuiickoin depepaunm:

000 «AsnaMegKoHcanTt»

109004, r. MockBa, aH.Tep. I. MyHULUNanbHbIi OKpyr
TaraHckuii, yn. A. ConxeHuublHa, 4. 27. at/nom(kom 1/M1/0

C.
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25-OH Vitamin D CLIA Microparticles

REF cmso0403 LOT

IVD

Microparticles Solution 2.3T1k2

EnzymeConjugate S.SmLK2

Dissociation Solution 11.0mLK2

Calibrator A x|

Calibrator 8 *1

QualityControl 1 «1

Quality Control 2 xi

o

For professional use only

AUTOBIO DIAGNOSTICS CO.. LTD.

25-0OH Vitamin D CLIA Microparticles

REF cwmso0404 LOT

IVD

Microparticles Solution 2.3mL>>S
EnzymeConjugate S.Sml«S
Dissociation Solution 11.0mt>S
CalibratorA -1

Calibrators >1
QualityControl1 k1

Quality Control2 r1

8C
Vlnn* 2K X

H317.H412

For professional use only
AUTOBIO DIAGNOSTICS CO.. LTD.
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MakeT MmapkupoBkn kanubpatopos (Calibrator A u Calibrator B)

Calibrator A

T T 25-H Vitamin D
Recon. With 1.0mL Distilled W ater
AUTOBIO DIAGNOSTICS CO.. LTD. 2X. /1

Calibrator B

[ L 25-OH Vitamin D » GC
Recon. With 1.0mL Distilled W ater JK

AUTOBIO DIAGNOSTICS CO.. LTD. 2<C*

MapkeT MapKUpPOBKN KOHTPOJIE HU3KOro M BbICOKOTO YPOBHSA
(Quality Control 1 n Quality Control 2)

Quality Control 1

P

25-OH Vitamin D

Recon. With 1.0mL Distilled W ater 8C
AUTOBIO DIAGNOSTICS CO.. LTD. 2)C-
Quality Control 2
25-OH Vitamin D gC

Recon. With 1.0mL Distilled W ater K
AUTOBIO DIAGNOSTICS CO.. LTD. 2C~»

@ 000 LMPMH [ INFOGCIRMIRU @ WWW GOSZDRAVNADZOR RU Ctpanuua 25 us 26



MapkeT MapKnMpoBKM OCHOBHOIO peareHrta
BapuaHTa ncnosiHeHuna: dacoska 50*2 TecToB

N 25-0OH Vitamin D

1. Microparticles Solution 1.2mL
2. Enzyme Conjugate B.OmL
3. Dissociation Solution 5.5mL

y B I ¢
rc Ji

VD

AUTOBIO DIA6HOSTICS CO., LTD.

MapKeT MapKMpoBKM OCHOBHOTO peareHrta
BapnaHTbl ncnonHeHua: dacoska 100 TectoB, PacoBka 100*2 TecTtoB, PacoBka 100*5 TecToB

N 25-OH Vitamin D

1. Microparticles Solution 2.3mL
2. Enzyme Conjugate 5.5mL
3. Dissociation Solution 11.0mL

r ¢ A

IVD

AUTOBIO DIAONOSNCS CO.. ITD.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpaHuua 26 u3 26



MpoHymepoBaHoO, npoul
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