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1 Nora Fitzgerald. Regulatory Affairs. Abbott Ireland Diagnostics Division , Longford,
Ireland, hereby certify that the attached documents that keep the number of pages
indicated below are the Insert for Use. These documents are in a full accordance with
actual manuals of manufacturer.

A, Hopa dumkepanbg, PerynatopHblii otaen, 3660TT [uarHoCTUYeCcKoe
MopapasaeneHne Vpnanaua, JloHrcopa, MpnaHams (Nora Fitzgerald, Regulatory
Affairs, Abbott Ireland Diagnostics Division, Longford, Ireland), HacTosLLmM
YLOCTOBEPSHO, YTO NpusaraeMble JOKYMEHTbI B H/XENPUBEAEHHOM 06beMe CTPaHuL,
AB/IAKOTCA UHCTPYKLUMAMU MO NMPUMEHEHWIO. 3TU [JOKYMEHTbI MOTHOCTbHO
COOTBETCTBYHOT (PAKTUYECKOM JOKYMEHTaLMM MPOU3BOAUTENS.

MHCTpYKUMS Mo NpUMeHeHUIO Ha MeamumnHeKoe n3genve (Insert for medical
device):

Habop peareHTOB 4151 KONMYECTBEHHOMO onpeaeneHns 25-OH ButammHa D

MMYHOXEMU/TIOMUHECLIEHTHBIM METOAO0M B ChbIBOPOTKE U MN/1a3mMe KPOBU YenoBeka
Ha UMMYHOXMMUYeCKnX aHasmsatopax Alinity i "'25-OH ButamnH D PeareHTbl
(Alinity 1 25-OH Vitamin D Reagent Kit)"

I TMo TeKCTy MHCTPYKLMM BCTPEYatoTCs BapuaHTbl HaMMEHOBaHUIA MeAULMHCKNX
V3OENWIA, NPUBESEHHbIE B Tab/MLE HUXKE, KOTOPbIE SBMIAKOTCA CrpaBe/BbIMM 1
paBHO3HauYHbIMK (Inserts include the followings true and equivalent short names
of medical devices listed in table);

>3
HavmveHoBaHMe  HaumeHOBaHWe MeauLMHCKOro m3genus Ha  CokpalleHHoe
> Ha aHr/IMACKOM  PYCCKOM i3blKe HanMeHOBaHWe
’ A3bIKe
r Alinity 1 25-OH  Habop peareHToB A1 KO/IMYeCTBEHHOIO 25-OH ButamuH D
Sg Vitamin D onpegeneHusa 25-OH suTammnHa D PeareHTbl (Alinity i
Reagent Kit NMMYHOXEMUTIOMUHECLIEHTHbIM MeTogoM B 25-OH Vitamin D
CbIBOPOTKE ¥ Mfia3ve KpoBuW YesioBeka Ha Reagent Kit)

VMMYHOXUMUYECKUX aHanmn3aTopax Alinity i
"25-OH ButamuH D PeareHtol (Alinity i 25-
OH Vitamin D Reagent Kit)"

Alinity 125-OH  Kanmbpatopbl gns o6ecneveHuns 25-OH ButamuH D
Vitamin D NpaBWIbHOCTU KO/IMYECTBEHHOTO Kannéparopsb!
Calibrators onpegenenus 25-OH sutammHa D (Alinity 125-OH

NMMYHOXEMUTIOMUHECLIEHTHBIM MeTogoM B Vitamin D
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CbIBOPOTKE 1 M1a3Me KPOBM YerioBeka Ha Calibrators)
NMMYHOXMMUYECKMX aHam3aTopax Alinity i

"25-OH ButamuH D Kanmbpatopb! (Alinity i

25-OH Vitamin D Calibrators)"

Alinity i 25-OH  KOHTpO/bHbIe MaTeprasbl 4is 25-OH BurtamuH D

Vitamin D NOATBEPXKAEHMS BOCMPOM3BOAMMOCTY 1 KOHTpO/IbHbIE

Controls MPaBUILHOCTY KO/IMYECTBEHHOMO matepuasbl (Alinity i
onpeaeneHns 25-OH sutammHa D 25-OH Vitamin D

VIMMYHOXEMWIIOMUHECLIEHTHBIM MeTogom B Controls)
CbIBOPOTKE M MN/ia3Me KPOBM YerlioBeKa Ha
NMMYHOXMMUYECKMX aHanmn3aTopax Alinity i

"25-OH ButamvH D KoHTpOnbHbIE

matepuanbl (Alinity i 25-OH Vitamin D

Controls)"
Cocras:
" Title Number 1
of pages 1
1 Insert for the Alinity i 25-OH Vitamin D Reagent Kit with 10
ADDENDUM for Russia.
5 NHCTpyKUma no npumeHeHunto 25-OH ButammH D PeareHTs! (Alinity 1o

i 25-OH Vitamin D Reagent Kit) ¢ MPUIOXEHVEM ans Poccun.
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Alinity i
25-OH Vitamin D Reagent Kit

RecHI Highlighted Changes; Revised February 2018.

Instructions must be carelully followed. Reliabilily of assay results
cannot be guaranteed if there are any deviations from these
Instructions.

H name
Alinity i 25-OH Vitamin D Reagent Kit (also referred to as Vii D
250H).

I INTENDED USE

The Alinity i 25-OH Vilamin D assay is a chemiluminescent
microparticle immunoassay (CMIA) used for the quantitative
determination of 25-hydroxyvitamin D (25-OH vitamin D) in human
serum and plasma on the Alinity | analyzer.

The Alinity i 25-OH Vitamin D assay is to be used as an aid in the
assessment of vitamin D sufficiency.

| SUMMARY AND EXPLANATION OF THE TEST
Vitamin D is a fat-soluble steroid prohormone mainly produced
photochemically in the skin from 7-dehydrocholesterol. Two forms
of vitamin D are biologically relevant - vilamin D3 (Cholecalciferol)
and vitamin D2 (ErgocalCiferol). Both vitamins D3 and D2 can be
absorbed from food, with vitamin D2 being an artificial source, but
only an estimated 10-20% of vitamin D is supplied through nutritional
intake." Vitamins D3 and D2 can be found in vitamin supplemenis.
Vitamin D is converted to the active hormone 1,25-(OH)2-vilamin D
(Calcitriol) through two hydroxylation reactions. The first hydroxylation
converts vitamin D into 25-OH vitamin D and occurs in the liver. The
second hydroxylation converts 25-OH vitamin D inlo the biologically
active 1,25-(OH)2-vitamin D and occurs in the kidneys as well as

in many other cells of the body. Most cells express the vilamin D
receptor and about 3% of the human genome is directly or indirectly
regulated by the vitamin D endocrine system.'
The major storage form of vitamin D is 25-OH vitamin D and

is present in the blood at up to 1000 fold higher concentration
compared to the active 1,25-(OH)2-vitamin D. 25-OH vilamin D
has a half-life Of 2-3 weeks vs. 4 hours for 1,25-(OH)2-vitamin D
Therefore, 25-OH vitamin D is the analyte of choice for determination
of the vitamin D status.*- ®
Epidemiological studies have shown a high global prevalence
of vilamin D insufficiency and deficiency.* Risk factors for
vitamin D deficiency include low sun exposure, malnutrition,

some malabsorption syndromes, and liver or kidney diseases.’
The measuremeni of vilamin D status provides opportunities for
preventive and therapeutic interventions.®”
Vitamin D deficiency is a cause of secondary hyperparathyroidism
and diseases resulling in impaired bone metabolism (like rickets,
osteoporosis, osteomalacia).N'* *
The Alinity i 25-OH Vitamin D assay is standardized against NIST
SRM 2972 (National Institute of Standards & Technology Standard
Reference Material 2972).
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Vit D 250H
08P45
G71166R02
B8P450

[fef] 08p 4522
fain 08p 4532

m BIOLOGICAL PRINCIPLES OF THE PROCEDURE
This assay is a delayed one-step immunoassay for the quantitative
determination of 25-OH vitamin D in human serum and plasma using
chemiluminescent microparticle immunoassay (CMIA) lechnology.
Sample, anti-vitamin D coaled paramagnetic microparticles, and
assay diluent are combined and incubated. The 25-OH vitamin D
present in the sample Is displaced from the vilamin D binding protein
and binds to the anti-vitamin D coaled microparticles. Vitamin D
acridinium-labeled conjugate is added to create a reaction mixture.
The reaction mixture is incubated. Following a wash cycle, Pre-
Trigger and Trigger Solutions are added.

The resulling chemiluminescent reaction is measured as relative light
units (RLUs). There is a relationship between the amount of 25-OH
vitamin D in the sample and the RLUs detected by the system optics.
For additional information on system and assay lechnology, refer to
the Alinity ci-series Operations Manual, Section 3.

| REAGENTS

Kit Contents

Alinity | 25-OH Vilamin D Reagent Kit 08P45

NOTE: Some kit sizes are not available in all countries. Please
contact your local distributor.

Volumes (mL) listed in the table below indicate the volume per
cartridge.

08P4522 06P4532
Tests per cartridge 100 500
Number of cartridges

. 2 2

per kit
Tests per kit 200 1000
Pere i et 6.6 mL 27.0 mL
CONTUGATE L 6.1 mL 26.5 mL
by DILUENT L 10.4 mL 471 mL

|Michoi>*rrncLEs| Anii-vilamin D 1gG (rabbit monoclonal) coated
microparticles in MES Buffer. Minimum concentration: 0.04% solids.
Preservative: ProClin 300.

IcoMjuiiATe | Acridinium-labeled vitamin D in MES Buffer and
surfactant. Minimum concentration: 12 ng/mL labeled vitamin O
Preservative, sodium azide.

mSAYMUJEHT Citrate buffer with EDTA, Methanol, 8-anilino-1-

naphthalenesulfonic acid (ANSA), and surfactant. Preservative:
ProClin 300.

W arnings and Precautions

¢ For In vitro Diagnostic Use

Safety Precautions

CAUTION: This product requires the handling of human specimens.
It is recommended that all human-sourced materials be considered
potentially infectious and handled in accordance with the OSHA
Standard on Bloodborne Pathogens. Biosafety Level 2 or other
appropriate biosafety practices should be used for materials that
contain or are suspected of containing infectious agents.""™"
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The following warnings and precautions apply to: |MicROP*RTicLex(

WARNING Contains methylisothiazolones.

H317 May cause an allergic skin reaction.

Prevention

P261 Avoid breathing mist / vapors / spray.

p272 Contaminated work clothing should not be
allowed out of the workplace.

P280 Wear protective gloves ( protective
clothing / eye protection.

Response

P302+P352 IF ON SKIN: Wash with plenty of water.

P333+P313 If skin irritation or rash occurs: Get
medical advice / attention.

P362+P364 Take off contaminated clothing and wash
it before reuse.

Disposal

P501 Dispose ot contents / container in

accordance with local regulations.

The following warnings and precautions apply th |comjoo»te|

Contains sodium azide.

EUHO032

P501 Dispose of contents / container in
accordance with local regulations.

The following warnings and precautions apply to: |[**«xo1ueHT

4

WARNING Contains methanol and
methylisothiazolones.

H371 May cause damage to organs.

H317 May cause an allergic skin reaction.

Prevention

P260 Do nol breathe mist / vapors / spray.

P264 Wash hands thoroughly after handling.

P272 Contaminated work clothing should not be
allowed out of Ihe workplace.

P280 Wear protective gloves / protective
clothing / eye protection.

Response

P302+P352 IF ON SKIN: Wash with plenty of water.

P308+P311 IF exposed or concerned: Call a POISON
CENTER / doctor.

P333+P313 If skin irritation or rash occurs: Gel
medical advice / attention.

P362+P364 Take off contaminated clothing and wash
it before reuse.

Disposal

P501 Dispose of contents / container in

accordance with local regulations.

Safely Data Sheets are available at www.abbottdiagnostics.com or
contact your local representative.

For a detailed discussion of safety precautions during system
operation, refer to the Alinity ci-series Operations Manual, Section 8.
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Contact with acids liberates very toxic gas.

Reagent Handling

« Upon receipt, gently invert Ihe unopened reagent kit by rotating
it over and back for a full 180 degrees, 5 times with green label
stripe facing up and then 5 times with green label stripe facing
down. This ensures that liquid covers all sides of the bottles
within the cartridges. During reagent shipment, microparticles
can settle on the reagent septum.

- Place a check in the square on the reagent kit to indicate to
others that the inversions have been completed.

e After mixing, place reagent cartridges in an upright position for
1 hour before use to allow bubbles that may have formed to
dissipate.

« If a reagent cartridge is dropped, place inan upright position
lor 1 hour before use to allow bubbles that may have formed to
dissipate.

« Reagents are susceptible to the formation of loam and bubbles.
Bubbles may interfere with the detection of the reagent level in
the cartridge and cause insulficient reagent aspiration that may
adversely affect results.

For a detailed discussion of reagent handling precautions during

system operation, refer to the Alinity ci-series Operations Manual,

Section 7.

Reagent Storage
* Do not freeze.

Storage Maximum Additional Storage
Temperature  Storage Tune Instructions
Unopened 2-8C Until Store in upright position.
expiration  if cartridge does not
dale remain upright, genlly
invert the cartridge 10
limes and place in an
upright position lor 1 hour
before use.
Onboard  System 21 days
Temperature
Opened 21t08C Until Store in upright position,
expiration if cartridge does not
date remain upright during
storage, discard the
cartridge.

Do not reuse original
reagent caps or
replacement caps due to
the risk of contamination
and potential to
compromise reagent
performance.

Reagents may be stored on or off the system. If removed from the
system, store reagents with new replacement caps in an upright
position al 2 to 8'C. For reagents stored oft the system, it is
recommended that they be stored in their original trays or boxes to
ensure they remain upright.

For information on unloading reagents, refer to the Alinity ci-series
Operations Manual, Section 5.

Indications ol Reagent Deterioration

Deterioration of the reagents may be indicated when a calibration
error occurs or a control value is out of the specified range.
Associated test results are invalid, and samples must be retested.
Assay recalibration may be necessary.

For troubleshooting informalion, refer to the Alinity ci-series
Operations Manual, Section 10.

F =L Abbott
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Specimen Storage

Maximum
Storage
Specimen Type Temperature  Time Special Instructions
Serum/ Room 72 hours Remove serum or
Plasma temperature plasma from the
clot, red blood cells,
or separator gel if
stored longer Ihan
Ihe maximum room
temperature storage
time.
210 8°C 12 days Remove serum or

plasma from the

clot, red blood cells,
or separator gel if
stored longer Ihan

the maximum 2-8'C
storage time and store
frozen.

Storage of frozen serum samples at -20'C for up to one year has
been reported to cause no loss in vitamin D metabolites.Other
studies showed sample stability for longer periods than one year.’®
Avoid more than 4 freeze/thaw cycles.

Specimen Shipping

Package and label specimens in compliance wilh applicable stale,
federal, and international regulations covering the transport of clinical
specimens and infectious substances,

| PROCEDURE

M aterials Provided
08P45 Alinity i 25-OH Vitamin D Reagent Kit

M aterials Required but not Provided

¢ Alinity i 25-OH Vitamin D assay file

« 08P4501 Alinity i 25-OH Vitamin D Calibrators

¢ 08P4510 Alinity i 25-OH Vitamin D Controls or other
commercially available controls

« 0BP4512 Alinity i 25-OH Vitamin D Controls (for use in USA only)

¢ Alinity Trigger Solution

¢ Alinity Pre-Trigger Solution

« Alinity i-seribs Concentrated Wash Buffer

For information on materials required for operation of the instrument,

refer to the Alinity ci-series Operations Manual, Section 1

For information on materials required for maintenance procedures,

refer to the Alinity ci-series Operations Manual. Section 9.

Assay Procedure

For a detailed description of how to run an assay, refer to the Alinity

Ci-series Operations Manual, Seclion 5.

e If using primary or aliquot lubes, refer to the Alinity ci-series
Operations Manual, Section 4 to ensure sufficient specimen is
present.

« To minimize the effects of evaporation, verify adequate sample
cup volume is present prior to running the lest.

e Maximum number of replicates sampled from the same sample
cup: 10
- Priority.

“  Sample volume for first lest: 60 pL
A Sample volume lor each additional lest from same sample
cup: 10 pL
- s 3 hours on the reagent and sample manager:
“  Sample volume for first lest: 160 pL
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Sample volume for each additional test from same sample

cup: 10 pL
- >3 hours on lhe reagent and sample manager:

m  Replace with a fresh aliquot of sample.

¢ Refer to the Alinity i 25-OH Vitamin D calibrator package insert
and/or Alinity i 25-OH Vitamin D control package insert tor
preparation and usage.

« For general operating procedures, refer to the Alinity ci-series
Operations Manual, Section 5,

«  For optimal performance, it is important to perform routine
maintenance as described in lhe Alinity ci-series Operations
Manual, Seclion 9. Perform maintenance more frequently when
required by laboratory procedures.

Sample Dilution Procedures

Samples wilh a 25-OH vitamin D value exceeding

154.2 ng/mL (385.5 nmol/L) are flagged wilh the code

"> 154.2 ng/mL" (> 386.5 nmol/L) and may be diluted with the

Manual Dilution Procedure.

Manual Dilution Procedure

Suggested dilution: 1:2

Add 100 pL of Ihe sample to 100 pL of Alinity i 25-OH Vitamin D

Calibrator A

The operator must enter the dilution factor in the Specimen or

Control tab of the Create Order screen. The system will use this

dilution factor to aulomalically calculate the concentration of the

sample and report the result.

If the operator does not enter the dilution factor. lhe result must be

manually mulliplied by Ihe appropriate dilution factor before reporting

the result. It a diluted sample result is less than Ihe lower value of

the measuring interval of 3.5 ng/mL (8.8 nmol/L), do not report the

result. Rerun using an appropriate dilution.

For detailed information on ordering dilutions, refer to the Alinity ci-

series Operations Manual, Section 5.

Calibration

For instructions on performing a calibration, refer to the Alinity ci-

series Operations Manual, Section 5.

Each assay control must be tested to evaluate the assay calibration.

Once a calibration is accepted and stored, it may be used for 30

days. During this time, all subsequent samples may be tested without

further calibration unless:

« Avreagent kit with a new lot number is used.

« Daily quality control results are outside of quality control limits
used to monitor and control system performance.

This assay may require recalibration after maintenance to critical

parts or subsystems or after service procedures have been

performed.

Quality Control Procedures

The recommended control requirement for the Alinity i 25-OH Vitamin
O assay is that a single sample of each control level be tested once
every 24 hours each day of use.

Additional controls may be tested in accordance with local, state,
and/or federal regulations or accreditation requirements and your
laboratory's quality control policy.

To establish statistically-based control limits, each laboratory should
establish its own concentration target and ranges lor new control lots
at each clinically relevant control level. This can be accomplished
by assaying a minimum of 20 replicates Over several (3-5) days and
using the reported results to establish Ihe expected average (target)
and variability about this average (range) for the laboratory. Sources
of variation that should be included in this study in order to be
representative of future system performance include.

« Multiple stored calibrations

*  Multiple reagent lots

«  Multiple calibrator lots

Abbott



¢ MuKiple processing modules (if applicable)

« Data points collected at different times of the day

Refer to published guidelines for information or general control

recommendation, for example Clinical and Laboratory Standards

Institute (CLSI) Document C24-A3 or other published guidelines, for

general quality control recommendations.

« If more frequent control monitoring Is required, follow the
established quality control procedures for your laboratory.

« If quality control results do not meet the acceptance criteria
delined by your laboratory, sample results may be suspect.
Follow the established quality control procedures for your
laboratory. Recalibration may be necessary. For troubleshooting
information, refer to the Allnity cl-serles Operations Manual,
Section 10.

« Review quality control results and acceptance criteria following a
change of reagent or calibrator lot.

Commercial controls should be used according to the guidelines

and recommendations of the conirol manufacturer. Concentration

ranges provided in the control package insert should be used only
for guidance.

For any control material In use, the laboratory should ensure that the

matrix of the control material Is suitable for use in the assay per the

assay package insert.

Quality Control Guidance

Refer to “Basic QC Practices" by James O Westgard, Ph.D. for

guidance on laboratory quality control practices.

Verification of Assay Claims

For protocols to verity package insert claims, refer to Verification of

Assay Claims in the Alinity ci-series Operations Manual.

m RESULTS

Calculation

The Alinity 1 25-OH Vitamin D assay utilizes a 4 Parameter Logistic
Curve fit data reduction method (4PLC, Y-weighted) to generate a
calibration and results.

For information on alternate result units, refer to the INSTRUMENT
PROCEDURE, Alternate Result Units section of lhis package insert.

Flags

Some results may contain information in the Flags field. For a
description of the flags that may appear in this field, refer to the
Alinity ci-series Operations Manual, Section 5.

Measuring Interval

Measuring interval is defined as lhe range of values in ng/mL
(nmol/L) which meets the limits of acceptable performance for
linearity, imprecision, and bias.

The measuring interval of the Alinity i 26-OH Vitamin D assay is 3.6
to 154.2 ng/mL (8.8 to 385.5 nmol/L).

m LIMITAMONS OF THE PROCEDURE

¢ When testing samples from patients whose predominant form
ol vitamin D is vitamin D2, such as patients receiving vitamin
D2 supplementation, results that are subtherapeutic should be
confirmed with another method, such as LC-MS/MS, before
being used for patient management.

* Results should be used in conjunction with other data; e.g.,
symptoms, results of other tests, and clinical Impressions.

e If the 26-OH vtlamin D results are inconsistent with clinical
evidence, additional testing is recommended.

« Specimens from patients who have received preparations of
rabbit monoclonal antibodies lor diagnosis or therapy may
contain human anti-rabbit antibodies (HARA). Such specimens
may show either falsely elevated or depressed values when
tested with assay kits such as Alinity i 25-OH Vitamin D that
employ rabbit monoclonal antibodies. Addilional information may
be required for diagnosis.”™
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¢ Heterophilic antibodies in human serum can react with reagent
immunoglobulins, inierfering with in vitro immunoassays. Patients
routinely exposed to animals or to animal serum products can
be prone to this interference, and anomalous values may be
observed. Addilional information may be required for diagnosis.**

* Rheumatoid factor (RF) in human serum can react with reagent
immunoglobulins, interfering with in vitro immunoassays.
Additional information may be required for diagnosis.**

* The Alinity i 25-OH Vitamin D assay is susceptible to interference
effects from triglycerides at > 500 mg/dL. Atriglyceride
concentration of 800 mg/dL resulted in -13.8%, -10.2%, and
-17.5% bias in results for 25-OH vitamin D concenlralion at
approximately 20 ng/mL, 30 ng/mL, and 40 ng/mL 25-OH vitamin
D, respectively.

| EXPECTED VALUES

This sludy was performed on the /KHCHITECT i System.
Representative performance data are provided in this section. Results
obtained in individual laboratories may vary.

It is recommended that each laboratory determine its own reference
range based upon ils particular locale and population characteristics.
Asludy was performed based on guidance from Clinical and
Laboratory Standards Institute (CLSI) C28-A3c.*' Human serum
specimens from apparently healthy individuals were collected during
the summer (/kpril to October) and winter (November to March). The
specimens were collected from 3 different geographical locations

in the 48 contiguous United Stales (north, south, and central

states) from subjects with different skin tones (minimum 30% dark
and 30% light) and ethnicities (/\Vrican-American, Hispanic, and
Caucasian). No more than 50% ol the subjects were taking a vitamin
D supplement. Of the 283 specimens collected, 141 were female and
142 were male.

The specimens were from subjects that met the following inclusion
criteria: age between 21 and 90 years; no vitamin D supplementation
of a 2000 IU; no bone disease or rheumatism; not currently
prescribed any medications known to affect vitamin D absorption
(drugs that inhibit cholesterol absorption are known to affect vitamin
D absorption) or catabolism (medications that are known to increase
catabolism of vitamin D Include anticonvulsants, glucocorticoids,
HAART (AIDS treatment) and antirejection medications); no chronic
disease (especially diabetes, renal failure, high cholesterol); no
family history of parathyroid or calcium regulatory disease; no
personal history of disease of the kidney, gastrointestinal tract,

liver, thyroid, or parathyroid; no other chronic diseases; no history

of seizures; and no bariatric surgery. In addition, specimens were
excluded if results were outside ol lhe expected values for calcium
(2.15 10 2.50 mmol/L for specimens from individuals £ 60 years old,
or 2.15 to 2.55 mmol/L for specimens from individuals > 60 years
old), thyroid-stimulating hormone (0.35 to 4.94 plU/mL), or intact
parathyroid hormone (15.0 to 68.3 pg/mL). The observed values are
summarized in the following table.

25-OH Vitamin D Values (ng/mL)
Central 95% ol Data®

Season n Mean Lower Limit  Upper Limit
Winter 129 1638 62 455
Summer 154 193 70 532
Cobined B 182 e6 499

“ The central 95% ol data represents lhe mean concentration + 1.96
X SD.

A recommended target range of vitamin D in serum by one expert
panel suggested a target range of at least 30 - 40 ng/mL (75 -

100 nmol/L)
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m SPECIFIC PERFORMANCE CHARACTERISTICS
Representative performance data are provided in this section.
Results obtained in individual laboratories may vary.

The Alinily i analyzer and the ARCHITECT i System utilize the same
reagents and sample/reagent ratios.

Unless otherwise specified, all studies were performed on the Alinily
i analyzer.

Precision

Wilhin-Laboratory Precision

A study was performed based on guidance from CLSI EP05-A2.
Testing was conducted using 1 lot of the Alinity i 25-OH Vitamin D
Reagent Kit, 1 lot of the Alinity i 25-OH Vitamin D Calibrators, and |
lot of the Alinily i 25-OH Vitamin D Controls and 1 instrument. Three
controls and 5 human serum panels were assayed in a minimum of 2
replicates at 2 separate times per day on 20 different days."®

WitlimHn Wilhin-Laboratery

Mean (Repeatability) (Totaly
Sanple i (@m D %cv D %V
LowControl 119 206 057 28 067 33
Medium 120 398 142 36 1% 46
Control
HohGortrdl 119 74,6 246 33 283 38
Parel 1 119 59 033 55 0.63 9.0
Parel 2 120 211 063 30 0,74 35
Parel 3 18 302 0.78 26 106 35
Parel A 120 107.6 52 48 6.06 56
Parel 5 19 1494 10.38 69 2.3 83
~Includes wilhin-run, between-run, and between-day variability.

Withirt-Hn Wilhin-Laboralory

Mean (Repeatahilily) (Total)*
Sample n (nmol/L) D wv D wV
LovCotrd 119 514 142 28 168 33
Medium 120 04 356 36 4.60 46
Control
HohCord 119 1864 615 33 7.08 38
Parel 1 119 149 082 55 134 9.0
Parel 2 120 529 157 30 164 36
Parel 3 118 754 1% 26 264 35
Parel A 120 269.5 1303 48 1515 56
Parel 5 119 3736 259 69 30.83 83

“ Includes wilhin-run, between-run, and between-day variability.

Lower Limits of Measurement

A study was performed based on guidance from CLSI EP17-A2.
Testing was conducted using 3 lots ol the Alinity i 25-OH Vitamin D
Reagent Kit on each of 2 instruments over a minimum of 3 days. The
maximum observed Limit of Blank (L09), Limit of Detection (LoD),
and Limit of Quantitation (LoQ) values are summarized below."4

ng/mL nol/L
LoB= 24 6.0
LoD 35 88
LoQ 35 88

" The LoB represents the 95th percentile from n a 60 replicates of
zero-analyte samples.

*The LoD represents the lowest concentration at which the analyte
can be detected with 95% probability based on n > 60 replicates ol
low-analyte level samples.

* The LoQ was determined from n a 60 replicates of low-analyte
level samples and is defined as the lowest concentiation at which a
maximum allowable precision ol 20 %CV was met.
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Linearity

A study was performed based on guidance from CLSI EP06-A. M
This assay Is linear across the measuring interval ol 3.5 to
154.2 ng/mL {B.8 to 385.5 nmol/L).

Cross-Reactants

This study was performed on the AHCHITECT i System.

A study was performed based on guidance from CLSI EP07-A2. The
cross-reaclanis listed below were evaluated to determine whether
25-OH vitamin D concentrations were affected when using the
ARCHITECT 25-OH Vitamin D assay.®

CroUReactanl

Crniiss-Reactant ConceMeation (ng/ml)  %Cross-ReactjvHy
25CHvitarmin 03" 01040 98 6%6+01011%
25-OHvitanin 02 26/68 80.5%/82.4%
Mtarrin D3 (Cholecalcileraly 100 08%
Mitarrin 02 (Ergocalciteroly 100 04%
G-3-epimer of 25-OHvitarin 03' too 1%
C-3-epirrer of 25-OH vitarmin D2 100 08%
125(OH2vilarmin 100 01%
1.25{(OH2:ianin 02 100 %
24,25{OH)2-vitamin 03" 20 101.9%t0 189 2%
24,25{OH)2-vitamin 02 0 714%t0 114.2%
Paricalcitol {Zenpia}™ 24 06%

®Samples containing the cross-reactant were prepared at three 25-
OH vitamin D3 concentrations (20, 30, and 40 ng/mL).
Mean Test Result
25-CH vitamin 03 Concentration

9%6Crass-Reactivity = 100
Cross-reactivity of the ARCHITECT 25-OH Vitamin D assay with
25-OH vitamin D2 was assessed by using endogenous (non-
spiked) serum specimens. The specimens were analyzed with a
chromatographic method (Liquid Chromatography mTandem Mass
Spectrometry [LC-MS/MS]) in order to determine 25-OH vitamin D2
and 25-OH vitamin D3 concentrations. The 25-OH vitamin D3
concentration of each specimen was below the LoQ ot the LC-MS/
MS method.
25CHvilamin Dtoul (ARCHTECT)

X100
5.CHvitarin 02 LGNVENE)

%Qross-Reactivity = -
' Samples containing the cross-reactant were prepared at three 25-
OH vitamin D concentrations (approximately 20, 30, and 40 ng/mL),
The highest observed value or range is shown.
Mean Test Result - Mean Reference Resuit k0]

% Cross-Reactivity = - o . ion

4 % Cross-Reactivity < 0% is reported as 0% cross-reactivity.

Interference

Potentially Interfering Substances

This study was performed on the APCHITECT i System.

A study was performed based on guidance from CLSI EP07-A2.
Potentially interfering substances were evaluated to determine
whether 25-OH vitamin D concentrations were affected when

using the ARCHITECT 25-OH Vilamin D assay. Samples containing
the potential interferents were prepared at three 25-OH vitamin D
concentrations (approximately 20, 30, and 40 ng/mL). The samples
were assayed, and the 25-OH vilamin D concentrations of the spiked
samples were compared to the reference samples.”

3 Abbott



Lomr and Upper 9% CI’
Amund the 9% DiHerance™
Range Across Anelyte

Potential Interterent InlerferertY Concentration Conitenirations
Conjugated Bilinbin 30 my/dL -L7%to 15%
Unoonjugated Bilirubin 30 my/dL -14%to 30%
Henmoglobin 500 myloL -95%t0-4,8%
Total Protein 12g/dL -4 Dbtod D%
Tnglycet\\és 500 mg/dL’ wl00%to -6 8%
Bdn 30 ngmL w.8t00,6%
Cholesterol 500 nydL -3.7%to 1L4%
Rheunatoid Factor 800 IUnL -2.3%101,6%
Goat Anii-Rebbil Antibodies 1jighL -2.7%t0 3%

aCL' Confidence Limits

Mean Tesl Result - Mean Reference Resuit
%Difference = - Mean Ref Resit *KIOCO

A Samples containing triglycerides at > 500 mg/dL demonstrated
interference. A Iriglyceride concentration of BOO mg/dL resulted

in -13.8%, -10.2%, and -17.5% bias in results lor 25-OH vitamin D
concentration at approximately 20 ng/mL, 30 ng/mL, and 40 ng/mL
25-OH vitamin D, respectively. Refer to the LIMITATIONS OF THE
PROCEDURE section of this package Insert for further information.
Potentially Interfering Other Conditions

This study was performed on the ARCHITECT i System.

Astudy rvas performed based on guidance from CLSI EP09-A3.
Specimens from pregnant females and hemodialysis patients were
evaluated by comparing the ARCHITECT 25-OH Vitamin D results to
the results generated using LC-MS/MS, which is not susceptible to
interference from these specimens.M

IGIVEIVG
Concelitralion Range
Category n (ngiml) Mean %Bias
Pregnant Femeles (1" Trinester) 0 6.9-432 45%
Pregnant Fermeles (2™ Trirrester) 40 12.4-48.8 22%
Pregnant Fermeles (3* Trimester) 40 10.4-44.8 01%
Hemodialysis Patlenls* 4 4.1-61.2 -153%

«Published data demonstrated that results from patients undergoing
hemodialysis may show a negative bias when tested with various
automated 25-OH vitamin D assays when compared to LC-MS/MS.A*

Method Comparison

A Study was performed based on guidance from CLSI EP09-A3 using
the Passing-Bablok regression method.

Correlation Concentration
Units n  Coelticieni Intercepl Slope  Range
Aintyi>0H  Serum ngirl 138 100 106 100 52t01269
\ftamin Dvs (ol (-260) (12910
ARCHTECT 25 317.3)
CHMtarin D
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Note for number formatting:

* Aspace isused as thousands separator (example: 10 000
specimens).

e Aperiod Is used to separate the integer part from the fractiohal
part o( a number written in decimal form (example: 3,12%).
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Consult insiructions tor use
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Sufficient for

Temperature limitation

Use by/Expiration date

In Vitro Diagnostic Medical
Device
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List Number

Serial number

Olh«r Symboli

FESAYTILENTL Assay Diluent

O WOTEL Conjugate

TOIANS A1 Contains Sodium Azide. Contact
with acids liberates very toxic
gas.

TOIANE METFND | Contains Methanol

TISIRBJEOINTHELSABY | Distributed in the USA by

INFPRATIONFORUBAONLY | Information needed for United
States of America only

INFIOSFHETFORMVD)| inversions Performed

MEOPRNIAE) Microparticles

FROOCTORIREAND] Product ot Ireland

Inaniy | For use by or on the order of a

physician only (applicable to USA
ctoasibcaiion only).

Alinily and ARCHITECT are lrademarks of Abbott Laboratories in
various jurisdictions. All other Irademarks are property ot their
respective owners.
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Abbott Park, H 60064 USA
Customer Service: Contact your local representative
or find country-specific contact information on
WWW.abbottdiagnostics.com

Revised February 2018.
©2016, 2018 Abbott Laboratories
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ADDENDUM
to the Instruction for Use Alinity 125-OH Vitamin D Reagent Kit for Russia

SHIPPING AND STORAGE CONDITIONS

Recommended shipping conditions for device are (2-8°C).

Medical device must be stored in freezers to ensure regulated temperature conditions with a daiiy temperature record.

Device is stabie until the expiration date indicated on the package. Device is no longer suitable for use if shipping temperature limits
have been violated. Ship in an enclosed carrier vehicle of any kind in accordance with shipping rules, applicable to the respective
carrier.

WARRANTY
Manufacturer guarantees that device remains stable until lhe expiration dale when stored and handled as intended. The maximum shelf

life of the medical device is 15 months from date of manufacturing. Device must be discarded if stored with deviations in manufacturer's
requirements (GOST R 51088-2013).

MAINTENANCE

Not required.

REPAIRS

Not required.

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE

Destrucl and dispose of a medical device in accordance vnth the requirements of SanPin 2.1.7.2790-10 dated December 12, 2010
“Sanitary-epidemiological Requirements for the Management of Medical Waste".

Transmit and dispose of a product and its components and packaging Inaccordance with local regulations.

LIST OF APPLICABLE STANDARDS
EN ISO 9001
ISO 13485

EN 1SO 14971
EN 13641

EN 13612

EN ISO 15223-1
EN980

EN I1SO 18113-1
EN ISO 18113-2
EN ISO 18113-3
EN 1SO 23640
EN I1SO 20776-1
EN 13975

EN I1SO 17511
1SO 80000-1

EN I1SO 15193
EN ISO 15194

POTENTIAL USER
Professional technicians.

INFORMATION ABOUT PRESENCE OF DRUGS IN COMPOSITION OF MEDICAL DEVICE
Does not contain any drugs.

STERILIZATION
Medical device is not required to be sterile

INFORMATION ABOUT POSSIBILITY OF MULTIPLE APPLICATION
Medical device is intended for one-off usage

TECHNICAL CHARACTERISTICS
- Microparticles: pH-value at 20 °C. 6,2
- Conjugate: pH-value at 20 °C: 6
- Assay Diluent: pH-value at 20 °C 5,5

BIOLOGICAL PRINCIPLES OF THE PROCEDURE. FOLLOW-UP.
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Alinity i

25-OH ButamuH D PeareHTbl

(Alinity i 25-OH Vitamin D Reagent Kit)

Cm. BblgeneHHble n3ameHeHus. Pegakuysi; depanb 2018 r.

Heo6X0AMMO TOUHO CIef0BaTh MHCTPYKUMAM. Mpy OTKAOHEHWN OT
VHCTPYKUMIA HaAeXHOCTb Pe3yNbTaToB TeCTa He rapaHTupyercs.

m HAUMEHOBAHWE (CokpauieHHoe)

25-OH ButamuH D PeareHTbl (Alinity i 25-OH Vitamin D Reagent Kit)
(Takoke BcTpeyaeTcs no Tekcty: Vit O 250H).

| HASHAYEHVE
TecT ¢ ncnonb3oBaHnem 25-OH ButamuH O PeareHTbl (Alinity i
25-OH Vitamin D Reagent Kit) ABNseTCS XeMUIIOMUHECLEHTHbBIM
MMMYHOaHannaoM Ha mukpoyvactuuax (CMIA) Ans KOIMYeCTBEHHOTO
onpegenenns 25-rugpokcusutamvHa D (25-OH ButamuH D) B
CbIBOPOTKE M Nia3Me KpoBW YenoBeka Ha aHanmsatope Alinity i.
TecT ¢ ncnonb3oBaHmem 25-OH Butamuu D PeareHTbl (Alinity i
25-OH Vitamin D Reagent Kit) ncnonb3yetcs B kauecTtse
BCMNOMOraTeslbHOro CpesCcTBa OLEHKW JOCTaTOYHOCTY BUTaMuHa D

| KPATKOE OMUCAHWE TECTA

ButamuH D ABNSETCA XMPOPACTBOPUMBIM CTEPOUAHBIM
NpOropMoHOM, BblpabaTbiBaeMbIM [NiaBHbIM 06pa3oM POTOXUMUYECKM
B KOXe W3 7-AerngpoxonectepuHa. [ige ¢opmbl BuTaMuHa D nmetoT
6MONOrMYecKyto BaXXHOCTb - BUTaMUH D3 (xonekanbuudepon)
n ButamuH D2 (aprokanbuudepon). Kak ButamuH D3, Tak u
D2 moryT ycBamBaTbCa U3 MWLM, NpW 3TOM BUTaMUH D2 nmeet
NCKYCCTBEHHOE MPOMCXOX3EHNe, O4HAKO B OPraHvM3M yepes
nuTaHuWe noctynaeTt BCero nuib okono 10 - 20% BuTaMunHa
BuTtamuHbl D3 1 D2 BXOgAT B BUTaMUHHbIE f06aBKW. ButammH O
TpaHchopMUpyeTCs B aKTUBHbIN ropmoH 1,25-(OH)2-sutamuH D
(KanbumTpKON) B X0Ae ABYX peakuuit rmapokcunuposaHus. Mepsoe
rMAPOKCUNMPOBaHME NPOUCXOANT B NEYEHN 1 npeBpaLtaeT
BuTamMuH D B 25-OH ButamuH D. BTopoe ruapokcuimpoBaHme
NPOMCXOANT B NOYKaX W MHOTUX APYrnX KneTkax opraHvusma
1 npespawaeT 25-OH ButamuH D B 61ONOTMYECKN aKTUBHBIN
1,25-(OH)2-BuTamuH D. BONbLUMHCTBO KNETOK MMEIOT BbIPKEHHbIN
peuenTop BuTamuHa D, n okono 3% reHoma 4yesioeka
HenocpeACTBEHHO MW OMOCPeA0BaHHO PErympyeTcs SHAOKPUHHOM
cucTemoin BuTammHa D
OCHOBHOM (hopMOii akKyMynmposaHus ButamuHa D aBnsetcs
25-OH BuTtamuH D, KOHUEHTpauus KoToporo B Kposu Ao 1000 pa3
BbllUE KOHLEHTpauun aktueHoro 1,25-(OH)2-sutamuna D. Mepuog
nonysbiBefjeHns cocTaenset 2-3 Hefenn ans 25-OH ButamuHa D u
4 yaca gns 1,25-(OH)2-BuTamuHa D. MoaTomy cTaTyc BUTamuHa D
npegnoyTuTesibHee onpeaensaTts no 25-OH BuTaMunHy
3NnAeMMONOrnYeckne UccnefoBaHNA NOKasany LUMPOKYHO
pacnpocTpaHeHHOCTb B MUPe HEXBATKM U aeduumuta
BMTamMuHa D/ dhakTopbl pucka passuTua geduunTa
BMTaMUHa D BKNKOYAIOT: HEJOCTATOK CO/IHEYHOrO CBeTa, NI0X0e
nuTaHue, CMHAPOM HeJOCTaTOYHOrO BCACbIBAHWS, a Takxe
3aboneBaHns neveHn u noyek.’®OnNpefieneHne cratyca
BUTaMuHa D fjaeT BO3MOXHOCTb NPOBeAEHWNS NPO(UNAKTUYECKMX W
Neve6bHbIX MeponpuATUiv.®”
[Oedunumnt BuTaMnHa D ABNSETCA NPUYMHON BTOPUYHOTO
runepnapaTtvnpeosa W 3a601eBaHWi, NPUBOAALLMX K HApYLLEHWIO
MeTab0M13Ma KOCTHOM TKaHW (Takux Kak paxuT, 0CTeonopos,
ocTeomanauua).N * ®
TecT Alinity i 25-OH Vitamin O cTaHAapT130BaH B COOTBETCTBU C
SRM 2972 NIST (pethepeHcMblii cTaHfapT 2972 HaumoHanbHoOro
WHCTWTYTa CTaH4ApPTOB W TEXHOMOrUIA).
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Vit D 250H
08P45
G76279R02
B8P45R

[~ 08P4522
[1~08P4532

| Bonornyeckue NMPHUWNBbI NMPOUEAYPbI
[aHHblli TECT ABNSETCA OT/IOXKEHMbIM OAHOCTYMEHYaTbIM
MMMYHOaHaN30M [N KOJIMYECTBEHHOrO OnpefeneHuns

25-OH BuTamuHa D B CbIBOPOTKE M Na3Me KpOBW YesioBeKa Ha
0CHOBE TEXHOMOrMN XEMUMIOMUHECLLEHTHOrO MMMYHOaHamn3a Ha
MukpodacTuyax (CMIA).
CMeLmBaloTCH U MHKy6MpytoTCH 06paseL, napamarHWTHble
MUKPOYaCTULbl, CEHCUBUAN3NPOBAHHbIE aHTUTENaMn K BUTaMUHY D
1 funtoeHT Tecta. 25-OH BuTamuH D, npucyTcTBytOWMiA B 06pasLie,
oTfensieTcs ot 6e/ka, CBA3bIBAIOLLEro BUTaMUH O, 1 CBA3bIBAETCA
C MMKPOYaCTULLAMU, CEHCUOUIN3NPOBAHHBIMU aHTUTENaMU K
BuTaMmuHy D. [1ns co3faHna peakLMOHHON cMecu fobasnseTcs
aKpUAMH-MeYeHblii KoHbtoraT ButamuHa D. PeakunoHHas
CMeCb MHKY6upyeTcsi. [ocne cneaytoLiero Lykaa npoMbIBKM K
peakLMOHHON cMecyn [06aBNA0TCA Npe-TPUrrep n Tpurrep.
Monyyaemast B pe3ynbTaTe XeMUNIOMUHECLLEHTHAA peakLys
M3MepsieTcs B OTHOCUTENbHbLIX CBETOBbIX efuHuuax (ML), Mexay
konuyectsoM 25-OH BuTamunHa D n RLU, AeTeKT1poBaHHbIMU
OMTUKOI CUCTEMbI, CYLLECTBYeT 3aBUCMMOCTb.
Mogpo6HyYH0 MH(OPMAL M0 0 CUCTEME W TEXHONOMMK aHanun3a
cM. B PykoBoacTee no akcnnyaTauum Alinity ci-series, Pasgen 3.

| PEArEHTHI

Copepxumoe Habopa

25-OH ButamuH D PeareHTbl

(Alinity i 25-OH Vitamin D Reageni Kit) 08P46

MPUMEYAHWE: HekoTopble acoBKM AOCTYMHbI He BO BCEX CTpaHax.
ObpaTtuTech K BaLleMy MeCTHOMY AUCTPUBLIOTOPY.

O6bem (ML). ykasaHHbIi B Tabnuue HWxe, 0603HavaeT 06bem Ha
KapTpumpK.

(herl 08P4522 08P4532
Konuyectso TecToB B 100 500
KapTpuaoxe
Konuuectso 2 2
KapTpuaxeii B Habope
KonuyecTso TeCcToB B

200 1000
Habope
IMICROPARTICLES 6.6 mL 27.0 mL
lconjugate 6.1 mL 26.5 mL
IASSAY MLUEHT | 10.4 mL 471 mL

MCRCPARTIOLES  MuKpouacTyLbl, CEHCUBUNNANPOBaHHbIE
aHTUTenamu 19G K ButammHy D (KpOnnUbUMM, MOHOK/IOHA/bHBIMI),
B MES-6ythepe MwuHuManbHas KoHueHTpauwms: 0.04% TBepaoro
BewecTBa. KoHcepsaHT: ProClm 300.

IcomsnoaTE] AKpuamH-mMedeHbiii Butamui D B MES-6ychepe ¢
cypakTaHTOM. MuHUManbHas KOHUeHTpaums: 12 ng/mL mMeyeHoro
BuTamuHa D. KoHcepBaHT, asng Hatpus.

IASSAYDLOEHTI LinTpaTtHblii 6ydsp ¢ EDTA, MeTaHONOM,

8-aHWUNMH-1-HadTanrHCynbokncnoToin (ANSA) 1 cypthakTaHTOM.
KoHcepsaHT: ProClin 300.

a. Abbott



MpegynpexXAeHUs N Mepbl NPeAOCTOPOXHOCTH

e [nA ANarHoCTUKM In Vitro

Mepbl NpefoCTOPOXHOCTH

BHUMAHWE: [aHHblii NpogyKT npegnonaraeT paboTy ¢
o6pasLamu, NonyveHHbIMN OT YenoBeKa. PekomeHayeTcs cuntarb
BCe MaTepuanbl, No/yyeHHble OT Yesl0BeKa, MOTeHLManbHo
VHBEKLUMOHHBIMM 1 06paLLaTbCs C HUMKU B COOTBETCTBUN

co CTaHfapToOM Mo 06paLleHNto C reMOKOHTaKTHbIMU
natoreHamu, paspaboTaHHbIM YnpasneHuem CLLA no oxpaHe
TPyZa W NPOMbILLNEHHON rurneHe (OSHA). Mpu paboTe ¢
maTepuanamu, cogepxaliumMm unm npesnonoXxuTenHo
cofiepXXaly MMy MH(EKLIMOHHbIE areHTbl, cnefyeT cobntogarb
npasuna 61onormyeckoi 6e3onacHoCcTH, ypoBeHsb 2, UK apyrue
COOTBETCTBYIOLLME MpaBuna buonornyeckon 6esonacHocTn.” *

Cnepgytowime npefynpexaeHnsa v Meobl NpefocT000XKHOCTH
oTHocATCA K 1" IcBoAas ™bEB |

CnepytoLpe I'IOSAyI'IOE)Klﬂ,_eHI/IH N MeObl MOeAoCTO00XHOCTU
OTHOCATCA K 1 |

MPEAYMPEXAEHVE  CofepXWT MeTaHoN 1
METUNN30TNA300HbI.

H371 MoXeT HaHecTn Bpej opraHam.

H317 MoXeT BbI3blBaTb a//1ePruyiecKyto
KOXHYIO peakLmio.

MNpepoTBpalleHne

P260 W36eratb BAbIxaHUs TymaHa/napos/
asposonei.

P264 Mocne paboTbl TLWATENbHO BbIMbITb PYKU.

p272 He BbIHOCUTbL 3arpsA3HEHHYIO OJEXAY C
pabouero mecta.

P280 Monb30BaTbCA 3aLMUTHLIMK NepyaTkamm/
3alUTHOV ofexaoi/cpeacTBaMm 3alnTbl
rnas.

PearvposaHue

P302+P352 MNPV MOMAIAHNA HA KOXY: MMpoMbITh
60MbLUNM KONUYECTBOM BOfb.

P308+P311 B CNIYYAE Bo3aeiicTBus umm
06ecrnoKoeHHocTH. ObpaTuTbes B
TOKCUKOSTIOMMYECKUM LIEHTP/ K
Bpauy-cneLmanmcTy.

P333+P313 Mpn pa3gpakeHnn KoXu uauv nosisneHnm
cbinu: OBpaTUTLES K Bpady.

P362+P364 CHATb 3arpsA3HEHHYIO OfieXay 1
BbICTMPATb €€ Mepej 1CMOb30BaHUEM.

YTunusauus

P501 YTuananpyiite cogep>xmmoe/KoHTeliHep B

COOTBETCTBUN C CaHUTapHbIMKU HOpMamu

Pd {CanluH 2.1.7.2790-10 ot 09.12.2010).

MacnopTa 6e30nMacHOCTM AOCTYMHbI Ha cainTe

MNPEAYNPEXAEHNE  CofepXWUT MEeTUNN30TUA30/MO0HbI.

H317 MoXeT BbI3bIBaTb annepruyeckyto
KOXHYIO peakLuio.

MNpepoTBpalleHme

P261 W36eraTb BAbIXaHWA TymaHa/napos/
a3po3onei.

pP272 He BbIHOCUTL 3arpAsHeHHYI0 ofexay ¢
pabouero mecra.

P280 Monb3oBaTbCs 3alUTHBIMK NepyaTkamu/
3allMTHOI oaexaoii/cpefcTBaMy 3aLLmUThl
rnas.

PearnposaHue

P302+P352 MPU MONALAHVN HA KOXY: TpombITh
60MbLLIMM KO/IMYECTBOM BOfbI.

P333+P313 Mpn pasgpakeHnn KXW Unu nosseHnn
cbinn. O6paTUTLCA K Bpady.

P362+P364 CHATb 3arpasHeHHy0 ofiexay v
BbICTUPATL ee MNepej UCMONb30BaHKeM.

YTnnusaums

P501 YTunusnpyiite copepXnmoe/KoHTelHep B

COOTBETCTBMWN C CaHUTapHbIMKU HOpMamMn

P® (CanlMuH 2.1.7.2790-10 ot 09.12.2010).

mﬂi |'|pe,qTr|pe eHVS 1 Meobl MPefoCTOPOXHOCTH
comﬂﬁq

CofepKuT asug Hatpus.

EUH032 Mpn KOHTaKTe € KMcnotTamu obpasyercs
8bIOOKOTOKOVHHBIA ras.
P501 YTunusnpyiite cogepxnmoe/KoHTelHep B

COOTBETCTBUM C CAHUTAPHbIMX HOPMamu

P® (CanlMuH 2.1.7.2790-10 ot 09.12 2010).
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www.abbotldiagnostics.com uan y MecTHoro npeactasuTens.
MoapobHY0 MHGOPMaLMI0 0 HEOBXOAUMBIX Mepax
NpesoCcTOPOXHOCTY Mpy paboTe ¢ aHaIM3aTOPOM

cM. B PykoBogcTBe no akcnnyaTauuu Alinity ci-series. Pasaen 8.

OG6palleHune ¢ peareHTamu

Mocne nonyyeHns Habopa PacrnonoXuTe HEBCKPLITYHO KOPOOKY

3e/1eHOli NONOCOV CBEPXY W akKypaTHO nepeBepHUTE K cebe

n ot cebs {Ha 180 rpagycos) 5 pas, 3aTeM pacronoxuTe

KOpPOGKY 3e/1eHOVi M0A0COi CHU3Y U CHOBA MepeBepHUTE

K cebe n oT cebs (Ha 180 rpagycos) 5 pa3s. B pesynbTate

XUAKOCTb BYfieT paBHOMEPHO pacnpezeneHa Mo BHYTpeHHel

NOBEPXHOCTU (H1aKOHOB, HaXOAALLMXCA BHYTpU KapTpuka. MMpu

TPaHCNOPTUPOBKE PeareHToB MUKPOYACTHLIbl MOTYT OCECTb Ha

MemGpaHy KpbILKW peareHTa.

- TlocTaBbTe OTMETKY Ha YNakoBKe peareHTa, O3HayatoLLyto,
4TO OHa 6blna NepeBepHyTa B COOTBETCTBUM C

VHCTPYKLMSAMM.
Mocne nepemeLLBaHNA 1 Nepej NCMOb30BaHWEM OCTaBbTe

KapTpUIK peareHTa Ha 1 yac B BEPTUKANLHOM MOMOXEHUN [0
MCYE3HOBEHMS MY3bIPbKOB, KOTOPbIE MOMM 06pa30BaThest Mpu
nepemeLLBaHum.

ECnu KapTpumK peareHTa ONpoKUHYNCs, NpuBeauTe ero

B BEPTUKa/ILHOE MOJOXEHME 1 0CTaBbTe Ha 1 uyac 4o
MCYE3HOBEHMS MY3bIPbKOB, KOTOPbIE MO 06Pa30BaThCS.
PeareHTbl NoABEPXKEHBI (POPMUPOBAHMIO NEHDBI 1 MY3bIPLKOB.
TMy3blpbKM B peareHTe MOryT noMeLuaTh OnpeaeneHnio

YPOBHS peareHTa B KapTpUaXKe U NPUBECTU K HEAOCTATOUHOM
acnupauuy peareHTa, KOTopasi MOXKET 3HAUUTENbHO BNSATL Ha
NpPaBUNbHOCTbL PE3yNbTaToB.
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Mofpo6HYO MH(opMaLMio 06 06paLleHun ¢ peareHTaMmn npu
pa6oTe ¢ aHanM3aTopoM CM. B PyKOBOACTBE MO 3KcnayaTauuu
Alinity ci-series. Pasgen 7

XpaHeHue peareHToB
¢ He 3amopaxuBatb
MakcumasibHoe [1onosiHUTE bHbIe
Temnepatypa Bpems MHCTPYKLWN MO
XpaHeHus XpaHeHus XpaHeHnto
HeBcKpbITbI 2 ¢ 8°C [0 oKoHYaHua  XpaHuTe B
KapTpuax CpOKa roAHOCTU BePTUKaNbHOM
NONOXKEHUMN.
Ecnu kapTpumk
XpaHWncsa He
BEPTUKaSbHO.
aKKypaTHO
nepeeepHuTe
KapTpuaK
10 pa3 v nepef
MCNOoNb30BaHNEM
ocTasbTe Ha 1u4ac
B BEPTUKA/IbHOM
NONOXKEHUMN.
Ha 6opTy Temnepatypa 21 fieHb
B CUCTeME
BckpbiThih 2 >6'C
KapTpuaX

[0 OKOHYaHWMsA  XpaHuTe B

CPOKa rofjHOCTV BEPTUKaNbHOM
NOMOXEHNM.
Ecnu kapTpugx
XpaHuncs He
BEPTUKa/IbHO,
yTUAN3NpYiiTe
KapTpuoK.
He ncnonbayiite
NOBTOPHO
KPbILLKW peareHTa
npovssoguTens
1N 3amMeHsieMble

KPbILUKW BBUAY pUCKa

KOHTaMUHaL MK

1 BO3MOXHOCTM
HapyLueHns paoumnx
XapaKTeprUCTUK
peareHTa.

PeareHTbl MOXXHO XpaHUTb Kak Ha 60pTYy CUCTeMbI, TakK 1 BHe
ee. lNMocne n3BneYeHNs peareHToB U3 CUCTEMbI XpaHUTe WX B
BEPTUKaNbHOM MONOXEHUW C HALeTbIMU HOBbIMU 3aMeHAeMbIMU
KpbILLKamMu npu Temnepatype 2 - 4*C. PeareHTbl, XpaHsLLmecs
BHE CMCTEMbI, PEKOMEHAYETCA XpPaHUTb B (PabpUUHbIX NOTKax K
ynakoBKax Ans 06ecneyeHns BepTUKANbHOIO MOMOXEHWS.
Mofpo6HY0 MH(OPMALMIO O BbIFPY3Ke peareHToB U3 CUCTEMbI
cM. B PykoBogcTBe no akcnayatauuu Alinity ci-series, Pasgen 5.

Moka3aTenn Nopym peareHToB

OLwmnbKa KanmbpoBKN MM BbIXOA 3HAYEHWS! KOHTPONA 3a Npegesbl
[anasoHa [onyCTUMbIX 3Ha4eHW MOXET CBMAETeNbCTBOBATbL O
ropye peareHToB, Pe3ynbTaTbl COOTBETCTBYIOLLNX TECTOB CredyeT
CUNTaTb HEBEPHbIMUW, 06pasLibl JOMKHbI 6bITb MPOTECTUPOBaHbI
NOBTOPHO. MOXeET NoTpe6oBaTbCA NOBTOPHaA KanMbpoBKa TecTa.
WNHhopmauuto 06 ycTpaHeHUM HemcnpaBHOCTel cM. B PyKoBOACTBe
no akcnnyatauum Alinity ci'Series, Pasgen 10.

m [IPOUEAYPA PABOTbl HA AHATM3ATOPE
Heob6xoammo yctaHoBuTb (haiin Tecta Alinity i 25-OH Vitamin D
nepej nNposeAeHWeM TecTa Ha aHanusatope Alinity i.

MogpobHyto nHpopMaLmio 06 ycTaHOBKe (halina TecTa, NPOCMOTpe
1 pefjlaKTUpoBaHUW MapameTpoB aHann3a cM. B PykoBoAcTBe Mo
akcnnyataumm Alinity ci-series, Pasgen 2.
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WHopmaLmio o BbIBOZE Ha MevaTb NapameTpoB aHaiu3a

cM. B PykoBoacTBe no akcnnyatauuu Alinity ci-series, Pasgen 5.
MogpobHoe onucaHne npoLesyp paboTbl ¢ cMCTEMON

cM. B PykoBoAacTBe no akcnayatauuu Alinity ci-senes.

ANbTEpPHATVIBHbIE €ANHNLBLI N3MEPEHUA pesy/ibTara

[ns BblbOpa anbTepHaTUBHON eANHULI M3MEHWUTE napaMeTp TecTa
"EONHULBI M3MepeHuns™.

dopmyna nepecyera:

(KoHUeHTpaLmsa B cTaHAAPTHLIX eAVHULEAX U3MEpPeHNs pesynbTaTa) X
(dakTop nepecyerta) = (KOHUEHTpaLUmMs B anbTePHATUBHbLIX eauHULAX
M3MepeHus pesynbTaTa)

CraHfapTHble AnbTepHaTVBHLE
efIMHNLbI N3MepeHns efMHULbI 3MepeHns
pe3ynbTata thakTOp nepecueta pesynbTata

ng/mL 25 nmol/L

m CEOP OBPA3LIA N NMOAINOTOBKA K AHAJTN3Y

Tvinbl 06pa3LEB

MepeuncneHHble HIbKe TUMbl 06pasLLoB Gbin BEPUGULMPOBAHLI Ha
MPUTrOAHOCTb K UCMO/b30BaHMIO B JAHHOM TECTe.

[pyrve Tunbl 06pasLoB 1 Npobupok Ans cbopa 06pasLoB He Obian
BEPU(MLMPOBaHbI Ha MPUTOAHOCTb K UCMOMb30BAHUIO B JAHHOM
TecTe.

Tunbl 06pa3yoB
CbIBOPOTKa KpOBY

npobupku ans cbopa o6pasLios
CbIBOPOTKA KpoBM

Mpo6upKn Ans CbIBOPOTKM KPOBK
C pasfennTenbHbIM renem
[Ounkanuesas conb EDTA
Tpukanvesas conb EDTA
Hatpwuii renapmH

Jnounnnsat nnTuii renapuHa
Mpo6upky Ans nnasmbl KPoBu €
pasfenuTenbHbIM renem (MUTui
renapuH)

Mna3ma Kposu

» Paboune xapaKTepuCTUKM TecTa He YCTaHOB/EHbI A1 CyYaeB
nccnefoBaHna 06pasLoB TPYNHOW KPOBU UM MtOBLIX XUAKOCTel
OpraH13ma, Kpome CbIBOPOTKM UK Na3Mbl KPOBM YenoBeka.

o XKupkue aHTMKOArynsHTbI MOTYT flaBaTb 3(eKT pasBefjeHuns, 4To
MOXET MPUBECTN K 3aHWKEHHbIM 3HaYeHUAM KOHLeHTpauuii B
OTAEeNbHbIX 06pasLax nayyeHToB.

* [lna aHanusatopa He npeAycCMOTPeHa Onuus BepuduKaLum
TUMNOB MCMONb3yeMbix 06pa3LioB. B 06s3aHHOCTM onepaTopa
CUCTEMbI BXOAMT MpoBepKa NpaBUIbLHOCTW TUNOB 06pa3LoB,
1Cnonb3yeMbiX B TeCTe.

CocTtosiHne 06pasuoB

¢ He ncnonb3yiite:

- 06pasLbl, NHAKT1BMPOBaHHble HarpeBaHem
- NynMpoBaHHble 06pasLbl
CUNBHO TeMONN3NPOBaHHble 06pasLbl
- 06pasubl C 3aMETHON MUKPOGHOW KOHTaMUHaL el
- o6pasybl ¢ rpu6KOBLIM POCTOM

*  YT06bl NOMYUMTb NpaBUbHblE Pe3ynbTaTbl, 06pasLibl
CbIBOPOTKY W NAa3Mbl KPOBW CnefyeT OTAenuTb 0T (hnbpuHa,
3pUTPOLNTOB U fpYruX TBEpAbIX YacTul,. O6pasLibl CbIBOPOTKM
KPOBM MauWeHTOB, MONyYatoLMX aHTUKOAryALMOHHYIO Uin
TPOMBONUTUYECKYIO Tepanuio, MOryT CofiepxaTb (QUbpuH B
pe3ynbTaTe He3aKOHUYEHHOro 06pa30BaHMs CryCTKOB.

*  PeKOMeH/yeTCs 1CMOMb30BaHWe OJJHOPa30BbIX MUMETOK
1 HaKOHEYHWKOB /19 NUMETOK ANA NPefoTBpaLLeHuns
NepeKpecTHON KOHTaM1HaLuu.

MoaroTtoBka K aHa/M3y

»  CnepyiiTe WHCTPYKUMAM WM3rOTOBWUTENS NMPOBUPOK fANs o6opa
06pasuos. Mpu noaroToBke 06pasLioB K TECTUPOBAHMIO
rpaBMTaLMOHHOTO pasfeneHns HefoCTaToOuHO.
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* Bo6pasuax He JO/KHO GbiTb My3bIPbKOB. Y anuTe My3bipbku
annaMKaTopoM [0 Hauyana TecTUpOBaHus. Mcnonb3yiite
HOBbI annanKaTop AN Kaxgoro o6pasua, 4Tobbl n3bexaTb
NepeKpPecTHON KOHTaMUHaLMN.

Lins nonyyeHust cOrnacoBaHHbIX Pe3ynbTaToB PeKOMeHAyeTcs

NpOBOAMTL MOBTOPHOE LEHTPUYTMpoBaHue 06pa3LoB Nepes

TeCTMpPOBaHUEM, ecnu

e OHU COAepXaT (MOPUH, 3PUTPOLMTLI UK LpYTue TBepable
yacTuLbl.

MPUMEYAHVIE: Ecnmn 06pasubl cogepxat GUOpuH, 3puTpoLmUThbl

Unu Apyrve TBepfble YacTuLbl, NepemellaiiTe UX Ha BOpTeKce

Ha HW3KOW CKOPOCTM Unu nepesepHyB 10 pa3 nepes NOBTOPHbIM

LIeHT Uy rMpoBaHNEM.

MoAroToBbTE 3aMOPOXEHHbIE 06pasLbl CNeLyOLLUM 06pa3om:

* T[lepef nepemeLLIMBaHNEM 3aMOPOXKEHHbIE o6pa3u,b| HeobxoanMo

MOMHOCTLIO PAa3MOPO3UTb.

e TuwarenbHo nepemMellaiiTe pasMOpPoOXeHHble 06pasLbl Ha
BOPTEKCE Ha HW3KOI CKOPOCTU WM akKypaTHO NepeBepHyB
npo6upkn 10 pas.

» BusyanbHo npoBepbTe 06pasLibl. Ecnv HabntogaeTcs

e [1ns TeCTMPOBaHUS MOMECTUTE OUYMLLEHHBI 06pasel] B
yallleyky Ans o6pasyoB UK BTOPUYHYtO NpoGupkKy. Ecnu nocne
LleHTpUdpyrpoBaHus B 06pasLie NPUCYTCTBYET NNNNAHbIV
C/OiA, NepeHecuTe B YalleyKy 1 06pasLoB UM BTOPUYHYO
Npo6UpKY TONbKO OYMLLEHHbIV 06pa3el, 6e3 NMNeMUYecKoro
maTtepuana.

XpaHeHue o6pasyos

MaxkcrmasnbHoe
Bpemsi
Tun o6pa3ua Temnepartypa XpaHeHus

72 vaca

CneuvasibHble
VHCTPYKLMN

KomHaTHas
Temneparypa

CbiBopoTka/
nnasma
KpoBY

Ecnwn Tpebyetcs
XpaHWTb

o6pasLybl AonbLue
MaKCUMasbHOr 0
BPeMeHN XpaHeHus
npu KOMHaTHOM
Temneparype,
cnefyeT oTAeUTb
CbIBOPOTKY WK
nnasmy KpoBu

paccnoeHve unu CTpaTutmKalys, noBTopsiiTe nepemellnBaHne
[0 Tex nop, noka 06pasLibl He CTaHYT BU3YyalbHO OfHOPOAHBLIMU.
HepocTtaTouHoe nepemelunBaHe 06pa3LioB MOXKET NMPUBECTU K
MOMYYEHNIO HETOUHBIX Pe3y/bTaToB.

PeKkoMeHZyeTCs MPoBOAMTL MOBTOPHOE LiEHTPUQYTpoBaHie
06pasLioB.

MOBTOpHOE LieHTpUdYrMpoBaHne 06pasLios

MuHMManbHoe Bpems
LIeHTpUdyrmpoBaHns (MUHYTbI) =

MomecTute 06pasubl B LEHTPU(YXKHbIE NPOBUPKA U
LeHTpudyrupyiite He MmeHee 30 000 A-MUHYT.
MpuMepbl NpUemMaeMbIX 3Ha4eHW A BpEMEHN U CUbl
npefcTaBneHbl B TabnuLe Hke.

Bpems LieHTpU(YrpoBaHUs paccunTLIBaeTCA Ha OCHOBE
3HaueHnin HCF no copmyne:

30 000 a-MuHYT

OT CTyCTKOB,
3pUTPOLMTOB UM
pasfenuTenbHoro
rens ans
CbIBOPOTKM KPOBM.

2-8C 12 pHelt Ecnwn Tpebyetca
XpaHUTb

06pasLbl foNblue
MaKCc/UManbHOro
BPEMEHW XpaHeHWs
npw Temneparype
2 - 8'C, cnegyet
0TAeNuUTH
CbIBOPOTKY Unn
nnasmy Kposu

OT CryCTKOB,
3pUTPOLUTOB MK

pasfenuTenibHOro

RCF
Bpemsi NOBTOPHOIO
LEeHTpUdoyrmpoBaHus
{MUHYTbI) RCF (Xpn) A-MUHYTbI
10 3000 30 000
15 2000 30 000
20 1500 30 000

RCF - 112 XTTax (rpm/1000)2

MNCE -

prn -

Bpewms
LIeHTPUYrpoBaHns

r

A-MUHYTBI -

OTHOCUTeNbHAsA LeHTpo6eXxHas cuna,
BO3HMKatOLLaA Npu LIeHTPU(YrMpoBaHni.
CkopocTb BpalleHuns (060poTOB B MUHYTY)
poTopa, B KOTOPOM PacrofioXeHbl 06pasLbl
(rprn 06b14HO 0603HaYaeTcs Ha LM(PoOBOM
MHAMKATOPE LIeHTpUdyru).

OTCueT BpeMeHM NPOUCXOANT C MOMEHTa
[OCTUXeHUA poTopom Tpebyemoii MCE wnn
rpn) 40 Hayana CHUXEHWS CKOPOCTM.
Pagunyc potopa B MUNAUMETPaX.
MPUMEYAHWE: Ecnn ncnonb3ytoTes
crevymanbHble fepxaTenu npobupok
(Hanpumep, Aepartenu, He ykasaHHble
npou3soanTeNnemM LeHTpudyru), To
cnefyeT M3MepUTL 3HauYeHue paguyca

B MUAAMMeETpax (rmax) BpyuHyH U
paccunTatb IMCE.

EAnHMua n3MepeHns, npeactasnatoLasn
co6oit npomssegeHue MCE (x 4) v BpemeHu
LieHTpUdyrnposaHmsa (B MUHyTax).
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rens gns
CbIBOPOTKM
KPOBU W XpaHUTb
o0bpasubl B
3aMOPOXXEHHOM
COCTOSIHUM.

CornacHo nonyyeHHbIM aHHbIM, XpaHeH1e 3aMOPOXEHHbIX
06pasLoB CbIBOPOTKM KpOBW npu TemnepaType -20'C B TeyeHue
O/IHOTO rofia He MPOBOLMPYET NOTePt0 MeTaboNMTOB BUTaMuHa D.’®
B xofie AONONHUTENbHBIX UCCNEe0BaHUM GblnM YCTAHOBNEHbI CPOKM
CTabunbHOCTW 06pasLoB, NPEBbILLAtOLIME NEPUOA B OAUH FO4'®
He npoBoauTte 6onee 4 LMKNOB 3aMOPO3KIN/PasMOpPO3KU.

TpaHcnopTMpoBKa 06pasLoB

YnakoBblBaliTe 1 Mapkupyiite 06pasLibl B COOTBETCTBUM C
roCYAapCTBEHHbIMU, (efepabHBIMU U MEXAYHAPOAHBIMM
TpeGoBaHUAMM NO TPAHCMOPTUPOBKE KAMHUYECKNX 06PA3L0B ¢
MH(EKLMOHHbBIX BELLECTB.
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= MPOLIEAYPA

MpegocTaBnsgemMble MmaTepuans
08P45 25-OH ButamuH D PeareHTbl (Alinily i 25-OH Vitamin D
Reagent Kit)

Heob6xoanMMble, HO He mpeAaocTaBnAeMble MaTepuans

«  Alinity i 25-OH Vitamin D ¢aiin Tecta

« 08P4501 25-OH Butamuu D Kanu6patops! (Alinity i 25-OH
Vitamin D Calibrators)

e 08P4510 25-OH ButamuiH D KoHTposibHbIe MaTepuarsbl
(Alinity i 25-OH Vitamin D Controls) wnu apyrue KomMmmepyeckue
KOHTPO/N

« PactBop Tpurrepa (Alinily Trigger Solution)

* PactBop npe-tpurrepa (Alinily Pre-Trigger Solulion)

+  KoHuUeHTprpoBaHHbI NpombiBatoLLuii Bydep
(Alinity i-series Concentrated Wash Buffer)

WHhopmauuio o matepuanax, Heobxoaumblx ans paboTbl

aHanmsatopa, cM. B PykoBoacTee no akcnnyatauuu Alinity ci-series.

Pasgen 1

Hdopmauuio o maTepuanax, Heo6xoauMbIx Ans NpoLeayp

TEXHNYECKOro 06CMyXKMBaHKA, CM. B PyKOBOACTBE MO 3KCMyaTaLuu

Alinity ci-series, Pazgen 9.

Mpoueaypa aHanusa

Mogpo6Hoe onucaHve NpoLesypbl NPoBeAeHUs Tecta

cM. B PykoBoacTBe no akcnnyaTtauuu Alinity ci-series. Pasgen 5.

¢ WHdopmaumo 06 obecrneyeHnn JocTaTouHOro o6bema obpastia
naLmeHTa Npu UCMO/b30BaHUN NEPBUYHBIX MW AIMKBOTHBIX
npo6upok cm, B PykoBoacTBe no akcnnyatauum Alinily ci-series.
Pasgen 4.

*  YT106bl MUHUMM3NPOBATL 3(EKTbI UCNapeHns, nepeq
npoBefjeHneM TecTa y6enTech, YTO B Yalleyke 1 06pasLoB
NPUCYTCTBYET [OCTAaTOUHbIN 06beM 06pasLia.

* MakcumanbHOe YMCN0 NOBTOPOB M3 OAHON Yalleyku Ans
o6pasya:10
- [MpuopuTeTHble 06pasLibl:

" O6bem ob6pasua Ans nposeAeHWs nepsoro Tecta: 60 pL

° O6beM o6pasya A9 MpOBEAEHUS  Kaxporo
MONOAHUTENLHOTO TECTA M3 OAHON Yalleukmn 4ns o6pasua:
10 pL

S3 yacoB Ha 6opry:
° O6bem o6pasua ans nposefeHus nepsoro Tecta: 150 pL

“  Obbem obpasua ans nposefieHns KaX0ro
[OMONHWUTENBHOIO TeCcTa U3 OfHON Yalleuku ans obpasua:
10 pL

- >3 yacoB Ha bopry:
" TpebyeTcs cBexas anmksoTa obpasiia.
*  VHopmaLuio 0 NoAroToBKe M UCMONL30BAHUM KannmbpaTopos u
KOHTPOJIEH CM. B MHCTPYKLWW MO NMPUMEHEHWIO K
25-OM ButamuH D Kann6paTopam (Alinily i 25-OH Vitamin D
Calibrators) n/vunn B MHCTPYKLUMM NO NpUMeHeHUto K 25-OH
ButamuH O KoHTposbHbIM MaTepranam (Alinity |25-OH
Vitamin D Controls).
¢ WHdopmaumio 06 06LLMX OnepaumoHHbIX NpoLesypax
cM. B PykoBogcTee no akcnnyaTtauum Alinity ci-series. Pasgen 5.
e [1na AOCTUXKEHMA ONTUMabHBIX PabounX XapakTepucTUK
B&)KHO C/efj0BaThb CTaHAapTHbIM MpoLefypam TeXHNYECKOro
06CNyXMBaHNA B COOTBETCTBUU C PYKOBOACTBOM MO
akcnnyatauum Alinity ci-series, Pasgen 9. Ecnm npaBnna paboTbl
B Balleli nabopatopum TpebytoT 60/1ee HacToro TEXHUYECKOro
06CNy>X1BaHUA, CnefyinTe NPUHATON NpaKTUKe.

n pouepypbl passefeHnA oﬁpaauos

06pasubl co 3HayeHnem 25-OH BuTamuHa D 6onee

154.2 ng/mL (385.5 nmol/L) nomeuatoTca kogom "> 154.2 ng/mL*
(> 385.5 nmol/L) n MoryT 6bITb pa3BefeHbl C UCMNONb30BaHUEM
npoLieaypbl Py4HOro pasBefeHus.
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MNpouesypa pyyHOro passeaeHns

PekomeHfiyemoe passefieHue: 1:2

[o6asbTe 100 pL o6pasua K 100 pL Alinity i 25-OH Vitamin D
Calibrator A

Onepatop [OMXKeH BBECTU (DaKTOP pa3BefeHMs B 3KpaHbl 3akasa
nayueHTa unm KoHTpons. Cuctema 6yaeT Mcnonb3oBaTh AaHHbIN
(hakTOp pa3BefeHuns Ans aBTOMATUYECKOro pacyeTa KOHLeHTpauum
obpasua 1 coobLieHns pesynbTara.

Ecnun onepatop He BBeN (hakTop pas3BefieHns, Heo6XoaMMo
YMHOXWTb pe3ynbTaT Ha COOTBETCTBYIOLLMIA (hakTop pa3BefeHns Ao
coobLeHuns pesynbTata. Ecnn pesynbtar passefeHHOro obpasta
MeHbLLE HWKHEro 3Ha4YeHUs MHTepBana U3MepeHuns

3.5 ng/mL (8.8 nmol/L), He coobLiaiiTe aTOT pe3ynbTat. NoBTOPUTE
TECT, UCMOMb3yA NPaBUNbHOE pasBefieHue.

Mofpo6HY0 MH(opMaLMIo 0 3aKa3e pa3BedeHUl cM. B PyKoBogcTBe
no akcnnyatauum Alinity ci-series. Pa3gen 5.

Kannéposka

VIHCTPYKLMM O NpoBefeHUN KannbpoBKku cM. B PykoBoACTBe MO

akcnnyatauumn Alinity ci-series. Pasgen 5.

[ns oueHKN KaiMbpoBKM TecTa HEO6XOAMMO NPOTECTUPOBATL BCe

KOHTPOANN.

Mocre NPUHATUA 1 COXPaHeHWs pe3y/bTaToB KanubpoBKM TecTa

[laHHYI0 KannbpoBKY MOXHO MCMONb30BaTh B TeueHue 30 AHeil.

B TeyeHne 3TOro BpeMeHu BCe nocrefytolne 06pasLibl MOXHO

TecTupoBsaTb 6e3 npeaBapuTeNnbHON KannbpoBKu, KpoMe Tex

cny4aes, Korfa:

* lMcnonb3yetcs Habop peareHTOB C HOBbIM HOMEPOM Cepuu.

*  3HaueHWs pe3ynbTaToB eXeAHEBHbIX NPOLEAYP MO KOHTPOMO
KayecTBa, NPUMEHSEMbIX /11 MOHUTOPUHIA 1 KOHTPONA paboumnx
XapaKTepuCTUK CUCTEMbI, BLIXOAAT 3a npefensl AnanasoHa KK

MoxeT notpe6oBaTbCsi MOBTOPHas KaMbpoBKa TecTa nocne

npoLieaypbl TEXHUYECKOTO 06CNYXMBaHUA OCHOBHBIX YacTeil

CUCTEMbI UM €€ KOMMOHEHTOB WM MOCAe NPOBeAeHUS CepPBUCHbBIX

npoueayp.

MpoLeaypbl KOHTPO/IA KayecTsBa

PekomeHgyemble Tpe6OBaHWIA MO KOHTPOMO KayecTsa TecTa

Alinity i 25-OH Vitamin D 3aknto4atoTca B TECTUPOBAHUW NO OAHOMY

KOHTPO/IO BCEX YPOBHel Kax/ble 24 yaca, TO eCTb Kax/ble CyTKW

aKcnayaTayum.

[lononHuUTeNbHbIE KOHTPONW ClefyeT TeCTUPOBaTb B COOTBETCTBUM

C MeCTHbIMW, FOCYJapCTBEHHbIMU W/UNK (hefepanbHbIMU 3aKOHaMM

UK aKKpeaUTaLMOHHBIMU TPe60oBaHUAMMN W MOANTUKON KOHTPONs

KayecTBa Balleil nabopatopum.

[ns nonyyeHus cTaTMCTUYeCKn 060CHOBAHHOIO AKManas3oHa

KOHTPO/IA Kaxkaas nabopaTopus AOMKHA ycTaHaBNUBaTb

COOCTBEHHbIE LiefieBble 3HaUeHWUs KOHLeHTpauuin n amanasoH

KOHLIEHTPaLWiA AN HOBbIX CEPUI KOHTPOMEl Ha KaXAbM KIMHUYECKU

3Ha4MMOM YPOBHE KOHLeHTpauuun. B xode nccneposaHuns

npoBoAMTCA He MeHee 20 NOBTOPOB Ha MPOTSKEHUN HECKOMbKUX

(3-5) AHeii ¢ fanbHellMM onpefeneHneM 0XWUAAEMOro CpeaHero

(ueneBoro) 3HauyeHus 1 BapnabenbHOCTU CPefHUX 3HaYeHUN

(avanasoHa) B nabopaTtopun Ha OCHOBE MONYYEHHbIX Pe3y/bTaToB.

YT06bl NONYUNTL pernpeseHTaTUBHbIE AaHHble AnA fanbHeiLel

paboTbl CUCTEMbI, B JaHHOE WUCC/efj0BaHNe He0OXOANMO BK/IHOUNTHL

BO3MOXHbIE MPUUNHBI BapnabenbHOCTU:

*  Heckonbko coxpaHeHHbIX KanmbpoBoK

* PasHble cepun peareHToB

* PasHble cepun KanmbpaTopos

e PasHble aHaNUTUYECKNE MOLYN (ECNIN MPUMEHUMO)

*  Pe3ynbTarhbl, NMosy4aemble B pa3HOe BpeMs CYTOK

VHopmaumio unn obLive peKomMeHaumm no KOHTPOMK KayecTsa

CM. B 0Ny6NMKOBaHHbIX PYKOBOACTBax, Hanp,, B JOKymeHTe C24-A3

VIHCTUTYTa KAMHMYECKMX 1 nabopaTtopHbix ctaHaapToB (CLSI) nan B

[pyrux ony6/MKoBaHHbIX PyKOBOACTBaxX. ™

« Ecnu npoueaypbl Bawleli nabopatropum TpebyroT 60n1ee YacToro
MOHMTOPUHIa KOHTPO/A Ka4ecTBa, CrefyiiTe NPUHATON NpakTuke.

Abbott
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KoHLeHTpaums

KpOCC-peaKTaKTa
Kpocc-peakTaHT (r>g/\n1) 9% KpOCC-PBXTUBHOCTUN
25-OH ButammnH D3' 20- 40 986-101 1%
25-OH BuTammnH 02" 26/68 80.5%/82.4%
BuTaMuH 03 (xonexansLidrepon)” 100 0.8%
BuramuH 02 (sprokanbLicepon)” 100 0.4%
C-3-anumep 25-OH sutammHa 03" 100 13%
C-3-anumep 25-OH BuTamuHa 02" 100 0.8%
1,25-(OH)r-snlamuH 03" 100 0.1%
1,25-(OH)r-guraml*n 02 100 0%
24,25-(OH)2-Butammk 034 20 101.9-189.2%
24,25-(OH)r-sutamun 02" 20 71.4-114,2%
Mapuwbupton (Zemplaf)® 24 0,6%

" 06pasLbl, coAepxallne Kpocc-peakTaHTbl, 6biiN NOATOTOBNEHbI B
Tpex BapuaHTax KOHLeHTpauuii 25-OH BuTamnHa D3
(20, 30 1 40 ng/mL).

CpepHuiA pesynbTar Tecta
% KPOCC-PeakT1BHOCTN = - -k 100
KoHLeHTpauys 25-OH BuTammHa 03

~ OueHKa Kpocc-peakTuBHocTn TecTa ARCHITECT 25-OH Vitamin D
¢ 25-OH ButammHom D2 6blna npoBeAeHa ¢ MCNONb30BaHUEM
3HAOreHHbIX (HeoboralleHHbIX) 06pa3L0B CbIBOPOTKM KpoBuW. AN
onpegeneHns KoHueHTpauuii 25-OH ButamuHa D2 n
25-OH ButamuHa D3 06pasupl 6bi1n uccnegoBaHbl METOAOM
Xpomatorpamm (KMAKOCTHON XpomaTtorpadum - TaHLEMHOW
macc- cnektpometpum PKX-MC/MC]). 3HaueHns KOHLeHTpaLuii
25-OH ButamnHa D3 B Kaxgom o6pasue 6biam Huxe MKO no
pesynbTatam uccnegosanus XX-MC/MC.

25-OH ButamuH D 06Lmii (ARCHITECT)

% KPOCC-PEaKT1BHOCTN = -xt0O
25-OH ButamuH 02 (PKX-MC/MC)

O6pasLibl, cofepaLlye Kpocc-peakTaHTbl, Gbln NOArOTOBNEHbI
B TPeX BapuaHTax KOHUeHTpauwuit 25-OH BuTamuHa D
(npn6nusmtensHo 20, 30 1 40 ng/mL) MMpeAcTaBneHHble 3HaYeHUs
1NN AnanasoH ABASIOTCA MaKCUManbHbIMM.

CpefiHuii pesynbTar TecTa -
CpeaHuii pechepeHcHbIA pesynbTar
KOHLEHTPELYR KOCC-eaKTaHTa

()]

% KpOCC-PeaKTUBHOCTU = -

« 0% KpoCC-peakTUBHOCTM < (0% coobLLaeTcs Kak 0% Kpocc-peakTUBHOCTY.

VHTepdoepeHUms

MoTeHunanbHO VHTepdhepupytoLme BellecTBa

[laHHoe vccneaoBaHme Nposoannock Ha cucteme ARCHITECT i System.
Bblno NpoBefieHO MccnefoBaHNe B COOTBETCTBUM C
pekoMeHaaumammn fokymeHTta CLSI EPO7-A2. Bbina nposefieHa
OLeHKa NOTeHLManbHO MHTEPEPUPYIOLLMX BELLECTB Ha
CNOCOBHOCTb BNMATbL HA KOHLeHTpauun 25-OH BuTamuHa D B
TecTe ARCHTTECT 25-OH Vitamin D. O6pasubl, cogepxatime
noTeHUManbHO MHTep(epupytoLne BelecTsa, Obinn NOArOTOBNEHbI
B TPeX BapuaHTax KOHLUeHTpaumii 25-OH ButamuHa D
(npubnusutensHo 20, 30 1 40 ng/mL). Mocne uccnegoBaHus
06pasL,oB NoMyYeHHble KOHLeHTpauun 25-OH ButamuHa D B
obpasuax ¢ fo6aBNeHHbIM aHaNMTOM CPaBHUNM C pedpepeHCHbIMU
o6pa3suamn. ®
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HWKHWIA 1 BLUHHUH 96%-1

Jins
B XpasHuLibl’:
MoTeHuManbHbIi KoHueHTpaLms Becb finiana3oH
UHTepthepeHT nHTeptepeHTa KOHLiEHTpauuii aHanuTa
KOHBIOrVpoBaHHbIiA 30 mg/dL. -1.7-1.6%
6rmpy6UH
HeKoHbHorvipoBaHHbIi 30 mg/dL -1.4-3.0%
6rmpy6UH
emorno6uH 500 mg/dL -9.5--4.8%
06y 6enok 12g/0L -4.3-4.4%
Tpurnnuepuabl 500 ms/d" -10.0--66%
BviotuH 30 nj/ITiL -28-0.8%
XonecTepuH 500 mg/dl -37-1,4%
PeBmaTOMaHbIN thakTop 8001U/mL -23-1,6%
Kosbm aHTUTeNa K 1pg/mL u2.7-3,9%

KpOM4bVm

®AM - [oseputenbHblii Npegen

CpepaHuii pesynbTar TecTa - CpeaHuiA pehepeHCHBIA

% pasHuLpbl = -

CpepHuii pediepeHCHbIN pesynsTar

O6pasLbl ¢ cofepXXaHNeM TPUIAULEPUA0B B KOHLEHTpaLMm
> 500 mg/dL npoaemMoHCTpupoBanu nHTepdepeHymto. Mpn
3HAYeHWN KOHLUEeHTpauuu Tpuramuepmaos 800 mg/dL oTKIOHeHWe
B pe3y/ibTatax coctaBmno -13.8%, -10.2% u -17.5% ang
nNpMeN3NTENbHBLIX 3HaYeHWU KOHUeHTpaumidi 20 ng/mL, 30 ng/mL n
40 ng/mL 25-OH BuTamuHa D, cCOOTBETCTBEHHO. [ONONHUTENbHYIO
nHGopmaumio cm. B pasgene OFPAHNYEHWSA MPOLIEAYPI faHHol
MHCTPYKLWW N0 NPUMEHEHWIO.
MoTeHUManbHO MHTepPepMpYIOLLME COCTOAHNS
[laHHoe unccneaoBaHve NpoBogmnock Ha cucteme ARCHITECT i System.
Bbino npoBeaeHO MccnefoBaHWe B COOTBETCTBUM C
pekomeHfaunaMm fokymeHta CLSI EP09-A3. Bbina nposejeHa
OLeHKa 06pa3LoB OT GepeMEHHbIX XXEHLWUH U NauyeHToB,
HaxofALLMXCA Ha reMoayanuse, nyTem CpaBHEHWA pe3ynbTaTos,
nonyyeHHbix B Tecte ARCHITECT 25-OH Vilamin D, ¢ pesynbtatamu,
nonyyYeHHbIMU NpY Ucnonb3oBaHUK MeTofa XXX-MC/MC, OaHHblii
MeTOZ He NOABEPXEH MHTepdepeHLMN CO CTOPOHbI YKa3aHHbIX
06pasuos.Y

[JvanasoH

KOHLiEHTpaLuii B CpepHuii
Kareropus Kon-80  XXX-MC/MC (ng/mL) % OTKMOHeHWs
BepemeHHble XeHLLHbI 40 5,9-43.2 4.5%
(1 TpumecTp)
BepemeHHble XeHLLHbI 40 12.4-48.8 -2.2%
(2" TpumecTp)
BepemeHHble XeHLLHbI 40 10.4-44.8 0.1%
(3* TpumecTp)
[MaLyieHTbI Ha remoauannae™ 44 4.1-61.2 -15.3%

* MNpuBefeHHble AaHHble MOKa3blBalOT, YTO pe3ynbTaTbl NaLMeHTOB
Ha remogmanuse MoryT leMOHCTPUPOBaTb OTpULIaTENbHOE
OTK/IOHEHME MPW UCMOMb30BAHNN Pa3/IMUHbIX aBTOMATU3MPOBAHHbBIX
TecToB f/17 onpegenenHuns 25-OH BuTamuHa D no cpaBHeHMIO C
meTogoM XX-MC/MC.
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CpaBHeHNe MeTO[OB

BbINno NpoBefieHO MUCCneAoBaHWe B COOTBETCTBUM C
pekomeHfauuamu fokymernTta CLSI EP09-A3 ¢ ncnonb3oBaHuem
meToga perpeccumn Passing-Bablok, M

Koadp-

-

LMBHT  [epe- [JpanasoH

EaHn-  Kon-  koppe-  cewe-  Ha-  KOHLEHTpa-
el BO NIAUMM  HMB  KIOH Lym

Alinity 125-OH  CbiBopoTka ng/mL 138 100 105 100 5.2-126.9
Vitanrin OB Kposy  (Armud/Ll (-2.60) (12.9(0
CpaBH. 317.3)
¢ ARCHITECT
25-0H Vitamin D
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thopmat umcen:

< <

B KauecTBe pasgenuTens TbicAY Mcnonb3yeTcs npoben
(npumep: 10 000 06pa3LoB),

B kayecTBe pasfenuTens [eCATUYHbIX 3HAKOB MCMOMb3yeTcs
Touka (npumep: 3.12%).

MmosyavbeanvBy bl

Cvmii01«b1 1ISO 15223
CM. MHCTPYKLMIO Mo
NpYMeHeHNto
M3rotoBuTens

JocTtatouHo gna

TemnepaTypHblii AanasoH

Mcnonb3osatb 10/CPoOK rofHoOCTy
jwn MeauumHcKoe n3genuve ans
ANarHoCTUKK In Vitro
Howmep cepun
KaTanoxHsbli1 Homep
CepuiiHblii Homep
Apyn»e CTM»«y*bl
ASSAY OILUBNT [AUWNoeHT TecTa
CONJUGATE 1 KoHbtorar
CONTAINS! A2I0E 1 CopepxuT asng Hatpus. Mpu
KOHTaKTe C Kucnotamu 06pa3yeTc5:|
BbICOKOTOKCWYHBINA ras.
CONTAINS: METHANOL 1 CopiepXut MeTaHon
DISTNIBUTED IN THE USA BY AunctpubbloTop B CLUA
‘Information for usaonly i WHopmayus Tonblo gns CLUA
IINVERSIONS PERFORMED 1 MepeBopauunBaTth (KO/1-BO) pa3
rMICROPARTICLES | MuKpoyacTuLibl
1PRODUCT OF IRELAND 1 MpoaykT NpnaHann
1K i OMLV 1 [lna ncnonb3osamua ToNbLKO

MeAUMUHCKUM Ni(iri)iiil)u|
(MpVEHAVO, ToJwti !
krecoduraniv'CLLIA)-
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Afinity 1 ARCHITECT sBNAOTCA TOProBbIMU MapKamy KOMMaHuu
Abbott Laboratories B pasnnuHbIX topucamkumsx. Bee gpyrue Topro-
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ABTOPU30BaHHbI NpeacTaBUTENb U3TOTOBUTENS HA TeppUTOpUKn
Poccun n apyrux ctpad CHI:

O6LLecTBO C OrpaHUYeHHO 0TBETCTBEHHOCTbLIO
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Ten: +7 (495) 25B 42 80; dhakc: +7 (495) 258 42 81
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BUONOTMYECKWE MPUHLUMMNbI NPOLEAYPbLI. JONONHEHWE.

TecT c ucnonb3oBaHmem 25-OH Butamun D PeareHTol (Alinity 25-OH Vitamin D Reagent Kit) ABnaeTCcA 0OTN0XEHHbIM
OfHOCTYyNneHYaTblM MMMYHOAHaNW30M Ha OCHOBE KOHKYPEHTHOro CBA3blBaHUA. B peakyMOHHY cMecb Ao6GaBnseTcs
aKpUANH-MeYeHblii KOHbIOTAT BUTaMUHa O, CBA3LIBAIO W NIACA C HE3aHATBIMW y4yacTKaMu CBA3bIBAHUSA Ha MUKpovacTmuax,
CeHCUGUNN3NPOBAHHbBIX aHTUTENaMn K BUTaMUHY D.

CBEAEHWUA OB W3BECTHbIX OMPAHUYEHMWAX MO COBMECTHOMY MPUMEHEHWIO MEAULUUMHCKUX W3AEAUUA MO
HA3HAYEHWIO
OTCYTCTBYIOT.

MATEPUANDBI XNBOTHOTO/MENOBEYECKOIO NMPONCXOXAEHNA

Martepuanbl XWBOTHOrO MNPOUCXOXAEHWA MPOBEPEHbl UM PUCKM nNpumeHeHWs MW ykasaHbl B [lacnopTe 6esonacHocTu. [MacnopTa
6e30MacHOCTM MOXHO HallTu Ha caliTe www.abbottdiagnostics.coni nam o6patutecb K MECTHOMY NpeACcTaBUTENto.

SLIGO CHAMBER OF COMMERCE (INC)
CERTIFIM c o ~ c - IN ALL GOOD FAITH

........... ' -Authorised Official
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[uarHocTuueckoe nogpasgeneHue

KOMMNaHnn «3660TT», VpnaHaua Ten:+ 35343 3331000
NcHamyk, dakc: kK
JloHrdopg,
rpadgcTeo J1oHrdopa,
WpnaHguya
Mofanuck: <noanucauno> Jara: 23 nosabps 2018 .

Hopa duygxepansg

CneuuanncT perynaTtopHoro otaena

[unarHoctuyeckoe nogpasgeneHve KoMnaHum «3660TT», MpnaHaus
JncHamyk, JToHrdhopg

MpagcTBO JIOHThopA

WpnaHana

<MevaTs: TOPTOBASI MAMIATA CNANIO (MHK)
3ABEPEHHbI CEPTU®DVKAT O MPOVNCXOXAEHUN>

<MevaTs: JNATHOCTUYECKOE MOAPA3AENEHUE KOMMAHWW «3BE0TT» (ADD),
NNOHT ®OP/1>

<nognucaHo> 27 Hos6pa 2018 r

<MeuaTb: TOPFOBASA MANATA CNIAATO (MHK)
NMOANMNHHOCTbL 3ACBUAETE/IbCTBOBAHA JOBPOCOBECTHO
<nognucaHo> 27/11.2018 r. ¥NonHOMOYeHHOe 10>

MepeBOA, C aHIIMIACKOTO A3blKa Ha PYCCKMiA A3bIK BbINOMHEH NEePEeBOAUYMKOM UNCTSKOBOM
BukTOoprein AMUTPUEBHON.
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Poccuniickaa depgepaunsa. Nlopog MockBa.
YUeTBepTOro gekabpsa ABe ThiCA4YM BOCeMHaALaTOro roaa,

A, BaxTapse 3nbmupa HOpbeBHa, HOTapuyc r. MockBbl, CBUNOETENILCTBYHO MNMOAJ/TMHHOCTb
noanucy nepeBoavnka YictsakoBo BukTopun OMUTPUEBHBI.

Moanuchb caenaHa B MOEM MPUCYTCTBUN.
JInuHOCTb NoAnMcaBLIEro AOKYMEHT YCTaHOB/IEHa.

3aperncTpmpoBaHo B peecTpe: N977/52-h/77-2018-
B3bickaHo no Tapudoy 100 py6.

YnnayeHo 3a oKasaHue YCAYr NpaBoBOro M TEXHUUECKOT0O XxapakTepa:

nl N o0 K Py n

2.H0 baxTaase

Bcero npowHypoBsaHo, nEad* 1™ poBaHo
W CKPENIeHo Nnatbio nmeT...
HoTapuyc

ncToB
MpowmnTo B KONMYECTBE

, 2018
FeHepanbHb i aupekTo]”

OCO «Hesasucumas

A.1O. OcTpoBCKUin
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