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|
ZAD "Vector-Best” herehy ensures under own responsibility and declares that the products
listed on pages 2-4 are in cihinformity with applicablg provisions and fulfill the essential
requirements of Annex | Directive 98/79/EC of 27 October 1998 regarding in vitre diagnostic
medical devices.

Classification of products: Other device:as {al! devices excent Annex |l and
self-testing clllewces)

Canformity assessment procadurs Annex il (nc;h‘( inciuding section 8).
!
|
Manufacturer: ZAC "Veciol-Best”
Address: AFC, Koltsovo,
Novosibirsk Region, 630559, Russia,
Tel. +7 (383} 363 20 60,
Fax: +7 (383) 363 35 55

Eurapean authorized repregantalive Biororn GmbH, _
Rhenhorstsl. 18, B-B7071
Ludwigshatan, Germany

tel - +49 (0) 621 5720 915,
fas: -+49 (0) 521 5720 916

Date: 2013/04/12 _ Murat Khusainov
| General Director ZAO «Vector-Best»
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SEB971Hu 96 Tests
Enzyme-linked Immunosorbent Assay Kit
For Protein S (PROS)
Organism Species: Homo sapiens (Human)
Instruction manual
FOR IN VITRO AND RESEARCH USE ONLY
NOT FOR USE IN CLINICAL DIAGNOSTIC PROCEDURES

11th Edition (Revised in July, 2013)

[ INTENDED USE ]

The kit is a sandwich enzyme immunoassay for in vitro quantitative measurement of PROS in human plasma.

[ REAGENTS AND MATERIALS PROVIDED ]

Reagents Quantity Reagents Quantity
Pre-coated, ready to use 96-well strip plate 1 Plate sealer for 96 wells 4
Standard 2 Standard Diluent 1x20mL
Detection Reagent A 1x120uL Assay Diluent A 1x12mL
Detection Reagent B 1x120uL Assay Diluent B 1x12mL
TMB Substrate 1x9mL Stop Solution 1x6mL
Wash Buffer (30 x concentrate) 1x20mL Instruction manual 1

[ MATERIALS REQUIRED BUT NOT SUPPLIED ]

1. Microplate reader with 450 + 10nm filter.

2. Precision single or multi-channel pipettes and disposable tips.
3. Eppendorf Tubes for diluting samples.

4. Deionized or distilled water.

5. Absorbent paper for blotting the microtiter plate.

6. Container for Wash Solution

[ STORAGE OF THE KITS ]

1. For unopened kit: All the reagents should be kept according to the labels on vials. The Standard, Detection

Reagent A, Detection Reagent B and the 96-well strip plate should be stored at -20°C upon receipt while
the others should be at 4 °C.

2. For opened kit: When the kit is opened, the remaining reagents still need to be stored according to the above
storage condition. Besides, please return the unused wells to the foil pouch containing the desiccant pack,

and reseal along entire edge of zip-seal.
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Note:
It is highly recommended to use the remaining reagents within 1 month provided this is within the expiration date

of the kit. For the expiration date of the kit, please refer to the label on the kit box. All components are stable until

this expiration date.

[ SAMPLE COLLECTION AND STORAGE ]

Plasma - Collect plasma using 3.8% sodium citrate(sodium citrate :blood = 1: 9) as an anticoagulant. Centrifuge

samples for 15 minutes at 1000xg at 2-8°C within 30 minutes of collection. Remove plasma and assay
immediately or store samples in aliquot at -20°C or -80°C for later use. Avoid repeated freeze/thaw cycles.
Note:
1. Samples to be used within 5 days may be stored at 4°C, otherwise samples must be stored at -20°C (<1
month) or -80°C (<2 months) to avoid loss of bioactivity and contamination.
Sample hemolysis will influence the result, so hemolytic specimen should not be detected.

When performing the assay, bring samples to room temperature.

[ REAGENT PREPARATION ]

1. Bring all kit components and samples to room temperature (18-25°C) before use.
2. Standard - Reconstitute the Standard with 1.0mL of Standard Diluent, kept for 10 minutes at room
temperature, shake gently(not to foam). The concentration of the standard in the stock solution is 4,000pg/mL.

Please prepare 7 tubes containing 0.5mL Standard Diluent and produce a double dilution series according to
the picture shown below. Mix each tube thoroughly before the next transfer. Set up 7 points of diluted
standard such as 4,000pg/mL, 2,000pg/mL, 1,000pg/mL, 500pg/mL, 250pg/mL, 125pg/mL, 62.5pg/mL, and

the last EP tubes with Standard Diluent is the blank as Opg/mL.
500pL 500pL 500pL 500pL 500pL 500pL

rAYAYA

2

1. Smk

1. OmL

Stock “mL
Standard
0. imL
Tube 1 2 3 4 5 6 7 8
pg/mL 4,000 2,000 1,000 500 250 125 62.5 0

3. Detection Reagent A and Detection Reagent B - Briefly spin or centrifuge the stock Detection A and
Detection B before use. Dilute to the working concentration with Assay Diluent A and B, respectively
(1:100).

4. Wash Solution - Dilute 20mL of Wash Solution concentrate (30%) with 580mL of deionized or distilled water
to prepare 600mL of Wash Solution (1x).

5. TMB substrate - Aspirate the needed dosage of the solution with sterilized tips and do not dump the residual
solution into the vial again.

Note:

1. Making serial dilution in the wells directly is not permitted.
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o

6.

Prepare standard within 15 minutes before assay. Please do not dissolve the reagents at 37°C directly.
Please carefully reconstitute Standards or working Detection Reagent A and B according to the instruction,
and avoid foaming and mix gently until the crystals are completely dissolved. To minimize imprecision caused
by pipetting, use small volumes and ensure that pipettors are calibrated. It is recommended to suck more
than 10uL for once pipetting.

The reconstituted Standards, Detection Reagent A and Detection Reagent B can be used only once.

If crystals have formed in the Wash Solution concentrate (30x), warm to room temperature and mix gently
until the crystals are completely dissolved.

Contaminated water or container for reagent preparation will influence the detection result.

[ SAMPLE PREPARATION ]

1.

We are only responsible for the kit itself, but not for the samples consumed during the assay. The user should

calculate the possible amount of the samples used in the whole test. Please reserve sufficient samples in

advance.

2. Please predict the concentration before assaying. If values for these are not within the range of the standard
curve, users must determine the optimal sample dilutions for their particular experiments.

3. Plasma samples require about a 50,000 fold dilution. For example, to prepare a 1:50,000 dilution of sample,
transfer 20uL of sample to 180uL PBS. This yields a 1:10 dilution. Then, dilute the 1:10 sample by
transferring 10uL to 490 pL PBS. This yields a 1:500 dilution. Next, dilute the 1:500 sample by transferring
10pL to 990uL PBS. You now have a 1:50,000 dilution of your sample. Mix thoroughly at each stage. Sample
should be diluted by 0.01mol/L PBS(PH=7.0-7.2).

4. |If the samples are not indicated in the manual, a preliminary experiment to determine the validity of the kit is
necessary.

5. Tissue or cell extraction samples prepared by chemical lysis buffer may cause unexpected ELISA results due
to the impacts from certain chemicals.

6. Due to the possibility of mismatching between antigen from other origin and antibody used in our kits (e.g.,
antibody targets conformational epitope rather than linear epitope), some native or recombinant proteins from
other manufacturers may not be recognized by our products.

7. Influenced by the factors including cell viability, cell number or sampling time, samples from cell culture
supernatant may not be detected by the kit.

8. Fresh samples without long time storage is recommended for the test. Otherwise, protein degradation and
denaturalization may occur in those samples and finally lead to wrong results.

[ ASSAY PROCEDURE ]

1.

Determine wells for diluted standard, blank and sample. Prepare 7 wells for standard, 1 well for blank.

Add 100uL each of dilutions of standard (read Reagent Preparation), blank and samples into the appropriate
wells. Cover with the Plate sealer. Incubate for 2 hours at 37°C.

Remove the liquid of each well, don’t wash.

Add 100uL of Detection Reagent A working solution to each well. Incubate for 1 hour at 37°C after covering it
with the Plate sealer.
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4.

Aspirate the solution and wash with 350uL of 1x Wash Solution to each well using a squirt bottle,
multi-channel pipette, manifold dispenser or autowasher, and let it sit for 1~2 minutes. Remove the remaining
liquid from all wells completely by snapping the plate onto absorbent paper. Totally wash 3 times. After the
last wash, remove any remaining Wash Buffer by aspirating or decanting. Invert the plate and blot it against
absorbent paper.

Add 100uL of Detection Reagent B working solution to each well. Incubate for 30 minutes at 37°C after
covering it with the Plate sealer.

Repeat the aspiration/wash process for total 5 times as conducted in step 4.

Add 90uL of Substrate Solution to each well. Cover with a new Plate sealer. Incubate for 15 - 25 minutes at
37°C (Don't exceed 30 minutes). Protect from light. The liquid will turn blue by the addition of Substrate
Solution.

Add 50uL of Stop Solution to each well. The liquid will turn yellow by the addition of Stop solution. Mix the
liquid by tapping the side of the plate. If color change does not appear uniform, gently tap the plate to ensure
thorough mixing.

Remove any drop of water and fingerprint on the bottom of the plate and confirm there is no bubble on the
surface of the liquid. Then, run the microplate reader and conduct measurement at 450nm immediately.

Note:

1.

Assay preparation: Keep appropriate numbers of wells for each experiment and remove extra wells from
microplate. Rest wells should be resealed and stored at -20°C.

Samples or reagents addition: Please use the freshly prepared Standard. Please carefully add samples
to wells and mix gently to avoid foaming. Do not touch the well wall. For each step in the procedure, total
dispensing time for addition of reagents or samples to the assay plate should not exceed 10 minutes. This will
ensure equal elapsed time for each pipetting step, without interruption. Duplication of all standards and
specimens, although not required, is recommended. To avoid cross-contamination, change pipette tips
between additions of standards, samples, and reagents. Also, use separated reservoirs for each reagent.
Incubation: To ensure accurate results, proper adhesion of plate sealers during incubation steps is necessary.
Do not allow wells to sit uncovered for extended periods between incubation steps. Once reagents are added
to the well strips, DO NOT let the strips DRY at any time during the assay. Incubation time and temperature
must be controlled.

Washing: The wash procedure is critical. Complete removal of liquid at each step is essential for good
performance. After the last wash, remove any remaining Wash Solution by aspirating or decanting and
remove any drop of water and fingerprint on the bottom of the plate. Insufficient washing will result in poor
precision and false elevated absorbance reading.

Controlling of reaction time: Observe the change of color after adding TMB Substrate (e.g. observation
once every 10 minutes), if the color is too deep, add Stop Solution in advance to avoid excessively strong
reaction which will result in inaccurate absorbance reading.

TMB Substrate is easily contaminated. Please protect it from light.

The environment humidity which is less than 60% might have some effects on the final performance,

therefore, a humidifier is recommended to be used at that condition.
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[ TEST PRINCIPLE ]

The microtiter plate provided in this kit has been pre-coated with an antibody specific to PROS. Standards or

samples are then added to the appropriate microtiter plate wells with a biotin-conjugated antibody specific to
PROS. Next, Avidin conjugated to Horseradish Peroxidase (HRP) is added to each microplate well and incubated.
After TMB substrate solution is added, only those wells that contain PROS, biotin-conjugated antibody and
enzyme-conjugated Avidin will exhibit a change in color. The enzyme-substrate reaction is terminated by the
addition of sulphuric acid solution and the color change is measured spectrophotometrically at a wavelength of
450nm £ 10nm. The concentration of PROS in the samples is then determined by comparing the O.D. of the
samples to the standard curve.

[ CALCULATION OF RESULTS ]

Average the duplicate readings for each standard, control, and samples and subtract the average zero standard

optical density. Construct a standard curve by plotting the mean O.D. and concentration for each standard and
draw a best fit curve through the points on the graph or create a standard curve on log-log graph paper with
PROS concentration on the y-axis and absorbance on the x-axis. Using some plot software, for instance, curve
expert 1.30, is also recommended. If samples have been diluted, the concentration read from the standard curve
must be multiplied by the dilution factor.

[ TYPICAL DATA ]

In order to make the calculation easier, we plot the O.D. value of the standard (X-axis) against the known
concentration of the standard (Y-axis), although concentration is the independent variable and O.D. value is the
dependent variable. However, the O.D. values of the standard curve may vary according to the conditions of
assay performance (e.g. operator, pipetting technique, washing technique or temperature effects), plotting log of
the data to establish standard curve for each test is recommended. Typical standard curve below is provided for
reference only.

5000

4000

3000

2000

1000 |

Concentration(pg/mL)

0 I I 1 I I
0 0.5 1 1.5 2 2.5

Optical Density

Typical Standard Curve for PROS, Human ELISA.
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[ DETECTION RANGE ]

62.5-4,000pg/mL. The standard curve concentrations used for the ELISA's were 4,000pg/mL, 2,000pg/mL,
1,000pg/mL, 500pg/mL, 250pg/mL, 125pg/mL, 62.5pg/mL.

[ SENSITIVITY ]

The minimum detectable dose of PROS is typically less than 27.7pg/mL.

The sensitivity of this assay, or Lower Limit of Detection (LLD) was defined as the lowest protein concentration
that could be differentiated from zero. It was determined by adding two standard deviations to the mean optical

density value of twenty zero standard replicates and calculating the corresponding concentration.

[ SPECIFICITY ]

This assay has high sensitivity and excellent specificity for detection of PROS.

No significant cross-reactivity or interference between PROS and analogues was observed.
Note:
Limited by current skills and knowledge, it is impossible for us to complete the cross- reactivity detection between

PROS and all the analogues, therefore, cross reaction may still exist.

[ RECOVERY ]

Matrices listed below were spiked with certain level of recombinant PROS and the recovery rates were calculated
by comparing the measured value to the expected amount of PROS in samples.

Matrix Recovery range (%) Average(%)

sodium citrate plasma(n=>5) 81-96 91
[ LINEARITY ]

The linearity of the kit was assayed by testing samples spiked with appropriate concentration of PROS and their
serial dilutions. The results were demonstrated by the percentage of calculated concentration to the expected.

Sample 1: 2 1: 4 1: 8 1: 16
sodium citrate plasma(n=5) 87-99% 95-103% 85-96% 88-98%

[ PRECISION ]

Intra-assay Precision (Precision within an assay): 3 samples with low, middle and high level PROS were tested 20
times on one plate, respectively.

Inter-assay Precision (Precision between assays): 3 samples with low, middle and high level PROS were tested
on 3 different plates, 8 replicates in each plate.

CV(%) = SD/meanX100

Intra-Assay: CV<10%

Inter-Assay: CV<12%

[ STABILITY ]

The stability of ELISA kit is determined by the loss rate of activity. The loss rate of this kit is less than 5% within the

expiration date under appropriate storage condition.
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To minimize extra influence on the performance, operation procedures and lab conditions, especially room

temperature, air humidity, incubator temperature should be strictly controlled. It is also strongly suggested that the

whole assay is performed by the same operator from the beginning to the end.

[ ASSAY PROCEDURE SUMMARY ]

1. Prepare all reagents, samples and standards;

2. Add 100pL standard or sample to each well. Incubate 2 hours at 37°C;

3. Aspirate and add 100uL prepared Detection Reagent A. Incubate 1 hour at 37°C;
4. Aspirate and wash 3 times;

5. Add 100puL prepared Detection Reagent B. Incubate 30 minutes at 37°C;

6. Aspirate and wash 5 times;

7. Add 90puL Substrate Solution. Incubate 15-25 minutes at 37°C;

8. Add 50puL Stop Solution. Read at 450nm immediately.

[ IMPORTANT NOTE ]

1.

10.

Limited by the current condition and scientific technology, we can't completely conduct the comprehensive
identification and analysis on the raw material provided by suppliers. So there might be some qualitative and
technical risks to use the kit.

The final experimental results will be closely related to validity of the products, operation skills of the end
users and the experimental environments. Please make sure that sufficient samples are available.

Kits from different batches may be a little different in detection range, sensitivity and color developing time.
Please perform the experiment exactly according to the instruction attached in kit while electronic ones from
our website is only for information.
Do not mix or substitute reagents from one kit lot to another. Use only the reagents supplied by manufacturer.
Protect all reagents from strong light during storage and incubation. All the bottle caps of reagents should be
covered tightly to prevent the evaporation and contamination of microorganism.

There may be some foggy substance in the wells when the plate is opened at the first time. It will not have
any effect on the final assay results. Do not remove microtiter plate from the storage bag until needed.

Wrong operations during the reagents preparation and loading, as well as incorrect parameter setting for the
plate reader may lead to incorrect results. A microplate plate reader with a bandwidth of 10nm or less and an
optical density range of 0-3 O.D. or greater at 450 £ 10nm wavelength is acceptable for use in absorbance
measurement. Please read the instruction carefully and adjust the instrument prior to the experiment.

Even the same operator might get different results in two separate experiments. In order to get better
reproducible results, the operation of every step in the assay should be controlled. Furthermore, a preliminary
experiment before assay for each batch is recommended.

Each kit has been strictly passed Q.C test. However, results from end users might be inconsistent with our
in-house data due to some unexpected transportation conditions or different lab equipments. Intra-assay
variance among kits from different batches might arise from above factors, too.

Kits from different manufacturers with the same item might produce different results, since we haven’t

compared our products with other manufacturers.

11. The instruction manual also suits for the kit of 48T, but all reagents of 48T kit are reduced by half.
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[ PRECAUTION ]

The Stop Solution suggested for use with this kit is an acid solution. Wear eye, hand, face, and clothing protection

when using this material.

[ TROUBLE SHOOTING ]

Problem Possible Source

Correction Action

Poor Improper standard curve preparation

Ensure accurate operation of the dilution

Standard | Incomplete washing and aspiration

Adequate washing and adequate aspiration

Curve Inaccurate Pipetting

Check and Calibrate pipettes

Incomplete washing of wells

Ensure sufficient washing

Poor Inadequate mixing and aspiration reagents

Adequate aspiration and mixing reagents

Precision | Reused pipette tips, containers and sealers

Change and use new pipette tips, containers and sealers

Inaccurate Pipetting

Check and Calibrate pipettes

Inadequate reagent volumes added to wells

Calibrate pipettes and Add adequate reagents

Incorrect incubation times

Ensure sufficient incubation times

Low quantity of analyte in samples

I(')OI;V Incorrect incubation temperature Reagents balanced to room temperature
Values Conjugate or substrate reagent failure Mix conjugate &substrate,color should develop immediately
No stop solution added Follow the assay protocol in the kit manual
Read beyond suggested reading time Read within the time recommended in the manual
Sample Improper Sample Storage Store the sample properly and use the fresh sample
Values Improper sample collection and preparation Take proper sample collection and preparation method

Use new sample and repeat assay
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1. HASBHAYEHUE

1.1. HaGop peareHToB 1J1sT1 *MMYyHO(EpPMEHT-
HOTO OIpefeSIeHNWs KOHIIEHTPAIlUN WHTEepJIeH-
KuHa-1 6eta B CHIBOPOTKE KPOBH U  MOYe
«Uurepneiikun-1 6era-UOA-BECT» (mamee 1o
TEKCTy — HA00p) IIpeaHAa3HAYeH IJIS OIIPedeIeHIsT
KOHIIeHTpanuu uHrepJerknaa-1 6era (MJI-1 6era)
B CBIBOPOTKE KPOBHM M MOYE YeJIOBEKA MEeTOI0M
TBep10dha3HOTO UMMYHO(PEPMEHTHOI0 AHAJIN3A.

1.2. Nurepnetikun-1 6eTa OTHOCUTCS K KJTIOUE-
BBIM IIPOBOCHAJIUTEIBHBIM ITUTOKMHAM, PEICTaB-
JIsIeT COOOM ITOJIMIIEIITH ¢ MOJICKYJISPHOM MAacCoi
17,5 kDa. WJI-1 6era B OCHOBHOM IIPOIYIIMPYET-
csd MOHOIIMTAMH, MakpodaraMu W IeHIPUTHBIMU
KJIEeTKaMM, a Takske JuMmd@oruraMu, ¢(propobdsa-
craMu, oIuTenanaJbHbiMu kjaerkamu. WJI-1 6era
WHHUIMUPYET ¥ PETYJIUPYEeT BOCITAJIUTEJIbHBIE,
HMMYHHEIE ITPOLIECCHI, AKTHUBUPYET HEUTPOQUIIBL,
T- u B-nmumdoruTel, crumyimpyer cuHTe3 0EJIKOB
ocTpoii as3bl, IUTOKUHOB, MOJIEKYJI aJAre3UH, IIPo-
CTATJIAHINHOB.

1.3. KosrmuecTBeHHOE OIpejiesieHre CoepsKa-
Hust NJI-1 Gera B CHBIBOPOTKE KPOBU U MOYE MOIKET
OBITH HCIIOJIb30OBAHO [IJIsI KOHTPOJIS 34 XOIOM Jieue-
HUSA U IPOTHO3UPOBAHUS MCX0/1a 3a00JIeBAHU.

1.4. HabGop paccumTan Ha mpoBeJeHHe aHAa-
nu3a B Ay0isx 41 HeM3BeCTHOro, 6 KaJaumOpoBOY-
HBIX 00pasIoB, 1 KOHTPOJBHOTO 00pa3iia, BCEro
96 ompenesieHUI IIPU UCIIOJIH30BAHUM BCEX CTPHU-
OB ILJIAHIIIETA.
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2. XAPAKTEPUCTUKA HABOPA
2.1. Ilpusnun meToza

Merton ompenesieHns OCHOBAH HA TPEXCTaIMi-
HOM «COHIBHY»-BAPHAHTE TBEPIO(PA3HOr0 HMMYHO-
depmenTHOrO aHAIM3A C IIPUMEHEHNEeM MOHO- U IIO-
JIMKJIOHAJIBHBIX aHTuTes] K UJI-1 Gera.

Ha mepBoit cragumu amasnmsa wuccieayeMble U
KOHTPOJIbHBIE 00pasIibl MHKYOHMPYIOT B JIVHKAX C FM-
MOOMJIM30BAHHBIMIA MOHOKJIOHAJIBHBIMIA AHTUTEJIA-
mu. Mmerommiics B oopasmax MJI-1 6era cBsispiBaercs
€ UMMOOMJIN30BAHHLIMY aHTuTeaMu. CBasaBImiica
WJI-1 Gera HA BTOPO# CTAOMU B3AUMOIEMCTBYET P
uHKyOarmu ¢ koHboraroM Nol (IIOJIMKJIOHAJIBHBIE
anrurena k NJI-1 6era desoseka ¢ omoruroM). Ha
TpeTbeil crammy cBs3aBIinuiicss kKombiorar Nel Bsa-
HMOJIEHCTBYET IIPH HHKYOAIIMH C KOHBIOrarom No2
(cTpemrTaBUIMH C TIEPOKCU/IA30M XPeHa).

KomnmuectBo cBAsaBmierocss kombiorara No2
OIIpelesIAI0T IIBETHOM peakIidell ¢ MCI0JIb30Ba-
HUeM cybcTpaTa IIepOKCHIa3bl XpeHa — MepPeKUCH
BOZOPOJA M XPOMOI'€HA — TeTpPaMeTHJIOCH3UINHA.
VHTEeHCUBHOCTE KEJITOr0 OKPAIIHMBAHUS IIPOIIOP-
IIMOHAJIbHA KOHIIEHTPAIIUKU COOEeps:KaIlerocsi B 00-
paaue WJI-1 Gera.

[Tociie waMepeHHS ONTHUYECKOM ILJIOTHOCTH
pacTtBopa B JIyHKaxX HA OCHOBAHHUU KAaJHOPOBOY-
HOTO Tpadura pacCUMTHIBAETCS KOHIIEHTPALIWS
WJI-1 Gera B aHaA/IM3HUpPyEeMBIX 00pasIiax.
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2.2. Cocras mabopa
B cocras Habopa BxomAT:

— 1uiaHmreT pa30opHbi (12 BOCBMUIYHOYHBIX CTPHUIIOB)
¢ IMMOOMJIN30BAHHBIMU HA BHYTPEHHE! II0BEPXHOCTH
MOHOKJIOHAJIbHBIMU aHTuTesamu K WJI-1 Gera, roro-
BBIH JJI UCIIOJIB30BAHUSA — 1 IIIT.;

— KaJMOpPOBOUHBIE 00pa3IlBl, COMeps:Kallre H3BECTHBIE
rosmuectBa NJI-1 6era — 0; 5; 20; 40; 100 u 250 mr/mu,
arrecroBanHublie orHocurerabHo WHO International
Standard INTERLEUKIN-1 BETA 1st International
Standard NIBSC code: 86/680; &KouIeHTparuu
NJI-1 6era B KaJIMOPOBOYHBIX 00pas3ax MOIYT He-
CKOJIBKO OTJIMYATHCS OT YKA3AHHBIX BEJIMYUH, TOYHBIE
BEJIMYMHBI YKA3aHBI HA 9TUKETKAX (PJIAKOHOR, JIHODU-
JIN3UPOBAHHEIE — 6 PJIAKOHOB;

— KOHTPOJIBHBIA 00pasel] Ha 0CHOBE MHAKTUBUPOBAHHOMN
CHIBOPOTKU KPOBU YEJIOBEKA C U3BECTHBIM COIePIKAHM-
em WNJI-1 6era, arrecroBaHublii orHocuTeabH0 WHO
International Standard INTERLEUKIN-1 BETA 1st
International Standard NIBSC code: 86/680; stmodpu-
JIN3UPOBAHHEIN — 1 JIaKOH;

— xoHborar Nel (OHOTMHHJIMPOBAHHBIE IIOJIHUKJIOHAJIb-
meie anTurena k MJI-1 Gera), roToBBIM JJIST UCIIOIB30-
BaHua — 1 gaxon (13 mu);

— wxomborar Ne2 (cTpenTaBUIMH-IIEPOKCHIA3a XPEHA),
TOTOBBIH JIJI UCIIOJIB30BaHUs — 1 praroH (13 mur);

— PACTBOP [JIA BOCCTAHOBJICHUS KAJIUOPOBOYHBIX M KOHT-
postbHOTrO0 00pasios (PBO) — 1 daakon (7,0 mu);

— pacrBop i pa3segenus oopaaios (PPO) — 1 durakon
(13 m);
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— KOHIIeHTpAaT (pochaTHo-cosIeBoro OydgepHoro pacTeopa
¢ TeuaOM (DCB-TX25) — 2 dutarona (o 28 mun);

— pacrBop TerpaMerwiabensuauHa mwikoc (pacrsop TMB
IJTI0C), TOTOBBIM [IJISI WCIIOJIB30BAHUS — 1 (PJIAKOH
(13 mu);

— CTOII-peareHT, TOTOBHIN JJIs MCIIOIb3oBaHus — 1 duia-
KoH (12 mu).

[TpunagmexmoCTH:

— IUTeHKA JJIs 3aKJIEMBAHUS ILJIaHIIeTa — 3 IIIT.;

— Tpadaper s moCTPOeHUsT KaJIuOpPOBOYHOrO Irpadu-
ka — 1 mmIT.;

— BaHHOYKA JIJIS peareHra — 4 IIT.;

— HAKOHEUHWKHU JIJId no3aTopa Ha 2—200 Mk — 32 mIT.

3. AHATIMTUYECKUE XAPAKTEPUCTUKU

3.1. Crenmdmurocrs. He o0HapyskeHo mepek-
PECTHOM PeakrIuu CO CIEAYIOIUMHU ITUTOKUHAMU:
nJi-4, Ji-6, UJI-8, NJI-2, NJI-18, NH®-ramma,
NJI-10, ®HO-ansda, MTH®-anxbda.

3.2.* Bocrpoussogumocts. Kosddumment Ba-
pHAaIH pe3yJIbTATOB OIPeIeSIeHNs KOHIIEHTP T[N
WNJI-16era B JyHEKaX, COOEepsKalllUX KOHTPOJIBHBIN
obpaaerr, He mpesbmaer 8%.

3.3.% Jlumeitmocts. JlaHHBIN aHAIATAYECKMIA
mapaMeTp IIPOBEPSIETCST TECTOM HA «JTMHEMHOCTE» — OT-
KJIOHEHVE OT PACYEeTHOM BEJIMYMHBI KOHIIEHTPAITHN
WJI-1 6era 1pu pasBeneHNN KAIHOPOBOYHBIX 00Pa3LIOB,
comepsxarmx 250; 100; 40 mr/mut, B 2 pasa u Kaymo-

* 10 'OCT P 51352-2013.
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poBoUYHOrO 00pasia, comepxkariero 20 /M, B 4 pa-
3a. IIporent «mHeitHOCTI» cocraBisger 90—110%.

3.4.* Tounocts. JlaHHLIA aHATUTUYCCKANA 1I1a-
paMeTp IIPOBEPSIETCA TECTOM HA «OTKPBITHE» — COOT-
BeTcTBHE u3MepeHHoi koumeurparuu WMJI-1 oera
IpeanrCcaHHON B 00pasIie, IMOJIyYeHHOM IyTeM CMe-
IIUBAHUS PABHBIX 00BEMOB KOHTPOJIBLHOI'O 00paas-
IIa ¥ KaJIHOPOBOYHOI0 00pasdla ¢ KOHIIEHTPAIIMeH
20 mr/mut NJI-1 Gera. I1porieHT «OTKPBITHS» COCTAB-
aszet 90-110%.

3.5.* YUyscrBuTenbHoCT. MUHUMAIBHO OIIpesIe-
nsemas kouresTparmsa NJI-1 6era, paccunranHas Ha
OCHOBAHMH CPEIHEr0 apu(pMeTIIECKOr0 3HAUCHIS 13
JTECSITH M3MEPEHUI OITTUYECKOM TLIIOTHOCTH KAJIHOpO-
BouHOTO 0obpasiia By (0 mr/vur) mwmoc 20 (0 — cpemHee
KBAIpaTUYHOE OTKJIOHEHHE OT CPeIHero aprudMeTmye-
CKOTO 3HAYEHWs), He IIpeBbimaer 1,0 mr/mit.

3.6. Kimmanueckasa nposepka. Kormenrpario
NJI-1 6era maMmepsiz B CHIBOPOTKE KPOBHU, B3STOM
¢ 950 11 u, y 68 30pOBBIX MYKUYNH U SKEHIIIUH B
Boapacre 20-50 ser, yporerus UJI-1 Gera He mipeBHI-
mrast 11 /vt

Konterrparuio MJI-1 6era uamepstiiu B yTpeH-
HeM TOPIIUY MOYHU y 25 3I0POBBIX MYKUMH U SKEH-
e B Bo3pacre 20-50 Jsiet, ypoerns WMJI-1 Gera me
TPEBBIIIAT 5 TIT/MJL.

3.7. Pexomenmyercst B kaskI0il saboparopuu
IpH HCIOJIHL30BAHUHM HAO0pPA YTOUHUTH 3HAYCHUS
rourearpanuu MJI-1 Gera, cooTBeTCTBYIOIIIIE HOP-
MAaJIbHBIM y 00CJIeIyeMOr0 KOHTHHTeHTA JIIOEH.
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4. MEPbI MPEOOCTOPOXHOCTHU

4.1. [ToTeHTIMaTBLHBIN PUCK ITPUMeHEeHU HA00-
pa — kaacc 260 (mpukas M3 PO or 06.06.2012 No4m).

4.2, Bce KOMIIOHEHTHI HaOOpa SBJISIOTCS He-
TokcruHbIMH. CTom-peareHT 006JIamaerT pasapaska-
omuM nericrBueM. Maberatb pasOpLISrUBAHUS K
TOTTaIaHUs Ha KOKY U CJIM3ucThie. B ciydyae morma-
aHUS CTOI-peareHTa Ha KOKY U CJIU3UCTHIE Heoo-
XOJMMO IIPOMBITE ITOPAMKEHHBINA YUACTOK OOJIBIINM
KOJIMYECTBOM ITPOTOYHOM BOJIHI.

4.3. Ilpu pabore c¢ wmccmemyeMbIiMu o6pasita-
MU CJIeJyeT COOJII0IAaTh MePhl MPEeI0CTOPOKHOCTH,
PUHATBIE IPU padoTe ¢ MOTeHITUAIbHO MHQEKITH-
oHHBIM MaTepuasoMm. OCHOBHBIE TTpaBUa PabOTHI
uasoskeHsl B «HCTpyKIMU 1m0 MepaM IIpodriIaK-
TUKU PAaCIIPOCTPAHEHUs WHQEKITMOHHBIX 3aboJie-
BaHUN TIpu paboTe B KJIMHUKO-TUATHOCTHYECKUX
1a00paTOpUAX JI€UeOHO-IIPOPUIAKTUICCKAX V-
pesxmenni», yreepskmenuoin Mwuusapasom CCCP
17 suBaps 1991 r. u B MeTOIUYECKUX YKA3aHUIX
MYV 287-113 «<Merogudeckne yKasaHus II0 Je3UH-
(bexium, mpeaCTEPUIIN3ATIMOHHON OYNUCTKE M CTe-
PUIIM3AIAY U3IeJTNH MEIUITMHCKOT0 HA3HAYEHHUS»,
YTB. J[IeIrapTaMeHTOM ToccaHanmuaHaa3opa MumH-
sapasa PO or 30.12.1998.

4.4. ITpu pabote ¢ HabopoM cireayeT HaleBaTh
OJTHOPA30BBIE PE3WHOBBIE WJIM ILJIACTHKOBBIE IIep-
YaTKM, TAK KaK 00pAasIlbl CHIBOPOTKUA KPOBU UeEJIO-
BEKA CJIeyeT PacCMaTPUBATL KAK ITOTEHITHAJIBHO
HH(PUIUPOBAHHEIE, CIIOCOOHBIE IJINTEILHOE BPEMS
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coxpaHaTh u nepegasatk BY, Bupycel remarura
WY BO30yIUTE e APYTUX WHQPEKITHH.

4.5. Xumuueckas mocyaa u 000pyI0BaHue, KO-
TOPBIE KCIIOJIb3YIOTCSI B paboTe ¢ Ha00pPOM, TOJIHKHEL
OBITH COOTBETCTBYIOIIIMM 00pas3oM IIpOMapKHpPOBAa-
HBI ¥ XPAHUTHCS OTHEJIBHO.

4.6. 3ampelraerca IIpyueM IIUIIT, UCII0Ib30Ba-
HUe KOCMETUYECKHUX CPEJICTB U KypeHHe B IIOMeIIe-
HUSX, IIPeTHA3HAYEHHBIX JIJIsS pab0ThI ¢ Habopamu.

4.7. s ne3aruH(peKIIUY I0CYObl I MAaTEPUAJIOB,
KOHTAKTUPOBABIIHUX C MCCJIEIYEMBIMH W KOHTPOJIb-
HBEIMEA 00pas3liaMu, PeKOMEHIyeM HCII0JIb30BATh
JIe3NH@UITUPYIOIIe CPEeJICTBA, HE OKA3bIBAIOIIIE
HeraTUBHOI'0 Bo3jeicTBua Ha kadectBo MDA, me
comepsKrallie AKTUBHEBIM KHUCJIOPOI U XJIOP, HAIIPH-
Mep, KOMOMHMPOBAHHEIE cpencTBa Ha ocHoBe YAC,
CIIUPTOB, TPETUYHBIX aMHHOB. Vcmosrb3oBaHme Je-
3UHQUITUPYIOIIUX CPECTB, COAEPKAIINX AKTUB-
eI kucsiopo u xyiop (HyOq, meoxstop, xmopamu),
MPUBOIUT K CEPHE3HOMY MCKAKEHUIO Pe3yJIbTATOR.

4.8. Ilpu wmcronbp3oBanuu Habopa 06pas3yoT-
ca orxonel kyaccoB A, b u I', koroprre kiaccudu-
[UPYIOTCT W YHUYTOMKAITCSA (YTHJIU3UPYIOTCS) B
coorBercTBuu ¢ CaulluH 2.1.7.2790-10 «Cauurap-
HO-JINIEeMHOJIOTHYECKe TpeboBaHus K oOparre-
HUIO ¢ MeIUIIMHCKUMU oTxomamvm» u MY 287-113
«MeTouuecKkre YKa3aHUs 10 JIe3UHMEKITNH, TIPe]T-
CTePUJIN3AIIMOHHON OUYMCTKE U CTePHJIN3AIUH W3-
e U MEIUITMHCKOT0 HA3HAYSHUS.
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5. OBOPYOOBAHUE N MATEPUATNDI,

HEOBXOOUMBbIE NMPU PABOTE C HABOPOM
CIIEKTPOQOTOMETP BEPTUKAIBLHOTO CKAHNPOBAHMUSI, TI03-
BOJISIOIANA ITPOBOAUTH M3MEPEHUS ONTHYECKOU ILIIOT-
HOCTH PaCTBOPOB B JIYHKAX ILJIAHIIETA B JBYXBOJHOBOM
pesKmMe: IpU OCHOBHOM JJTUHE BOJIHBI 450 HM | JJITUHe
BOJIHBI CpaBHeHUSA B quarrazone 620—655 HM; noIrycka-
eTcsI I3MepeHure 1P JIIuHe BOJIHBI 450 HM;
e Kep TepMOCTATUPYEMBIM OpOUTAIILHOIO THITA, 103~
BOJISIOIIUNA ITPOM3BOAUTH BCTPAXUBAHNE IIPH TEMIIe-
parype 37+1°C u 600—-800 06/MuH;
TIPOMBIBOYHOE YCTPOMCTBO JJIS IIJIAHIIIETOB;
Tanmep;
XOJIOMUIbHUK OBITOBOA;
JI03aTOPHI MIOJIyaBTOMATHYECKHE OJTHOKaHAJIbHEIE C IIe-
PEMEHHBIM HUJIN (PUKCHPOBAHHBIM 00HEMOM CO CMEHHEI-
MU HAKOHEUHUKAMU, II03BOJISIOIINE OTOMPATH 00bEeMBI
sKkumrocTy oT 5 1o 5000 MK
J103aTOP ITOJIYaBTOMATUYECKUN MHOTOKAHAJBHBIA CO
CMEHHBIMYA HAKOHEUHUKAMU, II03BOJISIONINN OTONPATD
00BbEeMBI JKUIKOCTEH 0T 5 10 350 MKJI;
IIUJIUHIP MepPHBIHA BMecTuMocThio 1000 mut;
BOJIA JUCTUJLJIMPOBAHHAS,
mepyaTKd MeIHIIMHCKHE JTHATHOCTHYECKHEe OJHOpa-
30BHIE;
Oymara pubTpoBaJIbHAS J1ab0opaTOPHAT;
JIe3UHMUITUPYIOIIUHA PaCTBOP.
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6. AHAITUSUPYEMbIE OBPA3LIbI

6.1. Jlsisa mpoBeeHMsA aHAIM3A UCIOJIb30BATh
CBIBOPOTKY KPOBU U MOYY.

6.2. Jly1s1 mpoBeieHMsT aHAIU3a He CJIeIyeT Uc-
TOJIb30BATh T€MOJIM30BAHHY, MYTHYIO CBIBOPOTKY
KpoBu. Iy mpoBemeHms aHAIM3a HCIOJIB30BATH
CBesKeoTOOpaHHBIe 00PA3ITEl MOYH.

6.3. Jlmst mpoBemeHus1 aHaJi3da BO3MOYKHO
HUCIIOJIb30BAHME 00Pa3IOB CHIBOPOTKU KPOBU KaK
CBEJKETIPUTOTOBJIEHHBIX, TAK U XPAHUBIIUXCA HPU
Temireparype ot 2 g0 8°C e 6ostee 1 CyTOK, IIpH TeM-
neparype muuyc 20°C (u Hmke) He Gosiee 3 Mecs-
IIeB WU JI0 12 MecAlleB Ipy TeMIIepaType He BBIIIe
vunyc 40°C. [loBTopHOE pasMopasKMBaHKe W 3aMO-
paskrBaHUe 00PA3IOB CHIBOPOTKU KPOBU HE JOITY-
craercs. [Tocme pasmopaskuBaHMsT 00pa3ITEI CIIEIyeT
TIATEJIHLHO TIePEMeIaTh.

CBeskelIpUTroTOBJIEHHBIE 00PAa3IThl MOYH JOITY-
CKaeTcs XPaHWUTh IIPU TeMreparype He Beimre 25°C
He Oosiee 6 4YacoB, IIPH HEOOXOAMMOCTU 0OoJiee IJIH-
TEeJILHOTO XpAHeHUs 00pasIlbl CIeayeT 3aMOPO3UTh.
TloBTOpHOE pasMopaskvBaHUE W 3aMOPAKUBAHUIE
00pa3artoB Moun He Jorryckaercst. [Tocite pasamopasku-
BaHUA 00pa3IIbl CJIEIyeT TIIATEIbHO IIepeMeIaTh.

6.4. OGpasIibl CEIBOPOTOK KPOBH, COIEPIKAIIIIE
0CaI0K, HEeoOXOIMMO OYHCTUTEH IEeHTPUQYTHPOBa-
areM 1apu 3000 o6/muH B Teuenue 10—15 MuH npu
Temmeparype ot 18 mo 25°C.

O0pasipl MOYM IIepel HCIIOIL30BAHUEM ClIe-
nyet meHTpudyrupoBath mpu 3000 o0/MuH B Teue-
are 10-15 mun npu temneparype ot 18 mo 25°C.
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7. 1OOrOTOBKA KOMIMOHEHTOB ANA AHAIIU3A
7.1. Ilepen mpoBemeHueM aHAIM3A KOMIIOHEH-
THI HA00pa M MccyIeayeMble 00pasiibl CHBIBOPOTOK KpPOo-
BH ¥ MOYM CJIeAyeT BBIJIEPIKATE ITPU TEMIIEPATYPE OT
18 no 25°C B Teuenmne BpeMenu He MeHee 30 MUH.

7.2. IllogroroBka niaHmeTra
BekpsiTh maker BhINlle 3aMKa, YCTAHOBUTH HA
pPaMKy HeoOXOIMMOe I IIPOBEIeHNsI aHAJIIN3a KO-
andecTBo cTpuiioB. Mcmonb3oBaTtk B TeueHme 1 9
mocsie yeraHoBku. OcraBIinecss HeUCIIOIb30BAHHEI-
MU CTPHIIBI HEMe/IJIEHHO IIOMECTUTh BHOBb B IaKeT
C OCyIINTeJIEM, YIAJIUTh U3 HETr0 BO3AYX U ILJIOTHO
3aKPHITh 3aMOK.
Xpawnerue: npu memnepamype om 2 do 8°C @
meuenue ce2o CpoKa 200HOCMU Habopa.

7.3. IlpurorosiieHue IPOMBIBOYHOIO PACTBOPA

Buecru B MepHBIN IIMJIHHAP HEOOXOIMMOE KO-
JIMYeCTBO KOHIeHTpaTa dpocdaTHO-coJIeBoro oydep-
Horo pacreopa ¢ tBuHoM (DCB-TX25) u nobaBuTh
COOTBETCTBYIOIIEE KOJIUUYECTBO TUCTUIINPOBAHHON
BOJIBL.

[Ipu BEIIameHUM OCamKa COJIEM B KOHIIEHTPA-
Te HeoOXOJIMMO IIPOI'PeTh ero IIPU TeMIlepaType OT
30 1o 40°C 1o mOJIHOTO PACTBOPEHM 0CaIKA.

B rabmnuiie mpuBemen pacxop peareHra B 3a-
BHCHMOCTH OT KOJIMYECTBA KMCIIOJIb3YEeMbBIX CTPHIIOB.

Xpanernue: npu memnepamype om 2 0o 8°C He
bosiee 5 cymok.
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7.4. IlpurorosijieHne KAJIUOPOBOYHBIX

00pa3IOB U KOHTPOJILHOTO O0pasmna

B rammprit dpiiakoH ¢ KaJIMOPOBOYHBIME 00pa3-
I[AMH ¥ KOHTPOJIBHBIM 00pasrioM BHectr 1o 0,7 mur
pacTtBopa I BOCCTAHOBJIEHUS KAJIUOPOBOYHBIX U
KouTpoJibHOr0 obpasos (PBO). Breimepskath mpu
temmepatype ot 18 mo 25°C B Teuenne 10 mun. Trma-
TeJIBHO IepeMeIlaTh, n30eras 00pas3oBaHMs II€HEL.

XpaHeHue: 8 NJAOMHO 3AKPLIMBLY PJIAKOHAX
npu memnepamype om 2 0o 8°C He 6osiee 1 mecs-
ua;, npu memnepamype muryc 20°C u Huxce — 8
meuenue éce2o cpoka 200nHocmu Habopa. Jlonycka-
emcst WecmuKpamHoe 3amMopaicusamnue u pasmo-
pasxcusarnue obpasuos. Ilocne pasmopaxrcusaHus
006pa3ub. MuAMenbHO nepemewams, usbeeas 06-
PQA308aHUA NeHbL.

7.5. IloaroroBka kousorara Nel
Konwioeam Nel 20mos K ucnoib308aHUI0.
HemocpencrBeHHO IIepen  HCIIOJIB30BAHHEM
Heo0Xo1MMoe KoJTmyecTBo KoHborata Nol orobpaTh
B UMCTBIA (IIAKOH MJIM B BAHHOYKY [IJI PpeareHTa.

Ocrasmmiics nocsie nposegenus OA xousio-
rat Nol yruusupoBath (He ciueams 60 (hutaKoH
€ ucxo0HwviM KoHwI02amom Nel).

B rabnuiie npueemen pacxopm peareHra B 3a-
BHCHAMOCTH OT KOJIMYECTBA MCIIOIb3yEeMBIX CTPHIIOB.

Xparnenue: nocse nepeo2o 6CKPbLMUs 8 NJIOM-
HO 3aKpbimoM (PaaKoHe npu memnepamype om 2
00 8°C 6 meuernue 6ce2o cporxa 200Hocmu Habopa.
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Ta6aumal
Pacxon kommmoHeHTOB HAGOpPa peareHToB

x “

3 ;2'; . MPOMbIBOYHbIN PacTBOP 5 5 %8—

E g’g oCB-Tx25, | Averun. | 335 | 395 EE s

% g b5 | KOHUeHTpaT, BoAa, o o §§
§ M M x x [=
2 4,0 no 100 2,0 2,0 2,0
3 6,0 no 150 3,0 3,0 3,0
4 8,0 0o 200 4,0 4,0 4,0
5 10,0 no 250 5,0 5,0 5,0
6 12,0 0o 300 6,0 6,0 6,0
7 14,0 no 350 7,0 7,0 7,0
8 16,0 no 400 8,0 8,0 8,0
9 18,0 0o 450 9,0 9,0 9,0
10 20,0 no 500 10,0 10,0 10,0
" 22,0 0o 550 11,0 11,0 11,0
12 24,0 no 600 12,0 12,0 12,0

7.6. IloagroroBka kounsorara Ne2
Konwsioeam Ne2 20mos K ucnoivb308aHUI0.
HemocpeicTBeHHO T1epe/T NCIIOIB30BAHMEM He-
00X0TMMOe KOJIMYecTBO KoHborara No2 oTobpaTh B
YMCTHIN (PJIAKOH WJIN B BAHHOUYKY [IJI peareHTa.

Ocrasmuiicsa mociie npopemenus UDA koubio-
rat No2 yTum3upoBaTth (He ciueamsv 60 hJtaKOH
€ ucx00HbvIM KOHBIOZAmMoMm Ne2).
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B rabnuiie npueemen pacxopm peareHra B 3a-
BHCHMOCTH OT KOJIMYECTBA MCIIOJIb3YEeMbIX CTPHUIIOB.

Xpanerue: nocsie nepso2o 6CKPbLMUS 8 NJOM -
HO 3aKPbLMOM (DIAKOHe npu memnepamype om 2
0o 8°C 8 meuenue 6ce20 cpoka 200HOCMU HAOOPA.

7.7. IlogroroBka pacreopa
TeTpaMeTUJIOEH3UMHA TIJII0C
Pacmeop  mempamemunben3uoura  nJrc
(pacmeop TMB nusiioc) 20mos K uUcCnoJsib308QaHUIO.
Hemocpencreento mmepe UCIIoIb30BAHIEM He0b-
xoammMoe Kosrdectso pacrsopa TMB mimoc orobpaTts B
YKCTBIN (DJIAKOH VTN B BAHHOYKY [IJIsT peareHTa.
Ocragrmutics mocste mposeaenust MDA pacrsop
TMB 1utioc yrunusupoBats (ke ciuéamsv 80 ¢huia-
KOH ¢ ucxoonvim pacmeopom TMB noiroc).
Heobxoanmo MCKIIOUNTE BO3IEHCTBHE IIPSIMO-
r0 CBETA HA PACTBOP TETPAMETHUJIOEH3UAUHA IIJTIOC.
B rabnmiie npueemen pacxopm peareHra B 3a-
BHUCHMOCTH OT KOJIMYECTBA UCITOJIb3yEMBIX CTPUIIOB.
XpaneHue: nocae nepao2o 8CKPbLMUS 8 NJIOM-
HO 3aKPbLMOM (DJIAKOHe npu memnepamype om 2
0o 8°C 8 meuenue 6ce20 cpoka 200HOCMU HAbOPA.
Buumanue! /[ pabomo: ¢c pacmeopom TMB
Heob6x00UMO UCNOJIb308AMDb MOJIbKO 00HOPA308bLe
Hakrorneunuku. Ilocyoy, npeonasnauennyio 04 pac-
meopa TMB, nenv3s ommbieamy ¢ npuMeHeHUeM
CUHMEeMUYECKUX MOULUX CcPedcme, NOCKOJIbKY
dasice ux caiedbt 8e0ym K HEKOHMPOJIUDYEMOMY
oxucnernuio TMB 6 xooe peaxuuu. Ilocne pabomot
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nocyoy onosiocHymbv 8000, npomovimdv 70% smusio-
8bLM CRUPIMOM U MULATNESILHO OMMbLMb OUCIUTL-
JIUPOBAHHOLL 8000LI.

7.8. Crom-peareHT roToB K UCII0JIb30BAHUIO.

Xparenue: nocne 6CKpbimUS 6 NJIOMHO 3Q-
Kpbimom ghaiakorne npu memnepamype om 2 0o 8°C
8 meuenue 8ce20 CPoKa 200HOCMU HAbOPA.

8. MPOBEOEHUE AHATTU3A

8.1. Buecru Bo Bce sryakn 110 100 MKJI pacTBo-
pa niisa passenenus oopasmos (PPO).

8.2. Buectu B COOTBETCTBYIOIINE JIVHKH B JIy0-
Jsax 1m0 100 MEJI Kaskmoro KaJruOpoBOYHOrO o0pasma
u o 100 MK KOHTPOJIBHOrO obpasua. B ocrayibHbie
JIYHKH BHeCTH B J1y0Jisax 10 100 MKJI aHAIU3UPYEeMbIX
00pas3IioB CHIBOPOTOK KPOBH 1 MOYH.

Brecernue 06pas3u08 1eobdxooumo npou3sooums
bvicmpo, 8 meuerue spemenu He bosee 15 MuH.

8.3. [lnaumrer 3akyenTh IJIEHKON W WHKYOU-
poBaTh B TeueHue 120 MUH ITpH BCTPAXUBAHUU HA
mrerikepe mpu remmeparype 37+1°C u 700 06/MuH.

8.4. Ilo oxoHUAHWN WHKYOAITUN CHATH ILICHKY
U YIAJIUTD B COCY/T C JIe3UH(UITIPYIOIITAM PACTBOPOM.
C mOMOIIBI0 TIPOMBIBOYHOIO YCTPOMCTBA IIPOMBITH
JIVHKHU TLIQHIETA 5 Pa3 MPOMBIBOYHBIM PACTBOPOM
(cm 1. 7.3), yepemys acIUPALIAIO U HeMeIJIEHHOe 3a-
MOJIHEHIE JIYHOK KasKI0r0 CTPHIIA. B KasIyIo JIYHKY
BHOCHTH 350 MKJI IIPOMBIBOYHOIO PACTBOpPA B IIPO-
1ecce IIPOMBIBKH KasKI0TO CTpUIIa. Bpems mesky 3a-
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TIOJTHEHUEM U OTIOPOKHEHUEM JIYHOK JTOJLKHO OBITh He
menee 30 cex. Heobxo0umo 0obusamocs noJsiio2o ono-
DOXHCHEHUS JIYHOK NOCJIE Kap#0020 ux 3anoninerus. I1o
OKOHYAHWHN ITPOMBIBKH YIAJHUTH OCTATKU KUTKOCTH
U3 JIYHOK, TIOCTYKHUBAS TLIAHIIIETOM B TI€PEBEPHYTOM
TIOJIOYKEHUH 110 (PUIIBTPOBAJIHHOLT OyMmare.

8.5. Buecru Bo Bce myuku mo 100 MKJI KOHBIO-
rata Nel.

Jns enecerus konvioeama Nel ucnonvzosamy
B8AHHOUKY O5 pea2enma U 00HOPA308ble HAKOHEY-
HUKU, 8X008U,lUe 8 cocmas Habopa.

8.6. IlmanIer 3akJIenTh IJIEHKON ¥ MHKYOH-
poBaTh B TedeHme 60 MUH IIPU BCTPSAXUBAHUM HA
metikepe mpu temmeparype 37+1°C u 700 o6/muH.

8.7. ITo okOHUAHVY BTOPOI HHKYOATINH YIATUTD
COMIEPIKUMOe JIYHOK U IIPOMBITH ILIAHIIET 5 pas3, Kak
YKa3aHo B II. 8.4.

8.8. Buecrtu Bo Bce sryakn 110 100 MKJI KOHBIO-
rara No2.

Jlns enecenus konvioeama Ne2 ucnosivzosams
B8AHHOUKY O/ pea2enma U 00HOPA308ble HAKOHEY-
HUKU, 8X00aUUe 8 cOCas Habopa.

8.9. Ilimanter 3akJIenTh IJIEHKON U MHKYOH-
poBaTh B TedeHue 30 MUH IIPU BCTPAXUBAHUM HAa
metikepe mpu temieparype 37+1°C u 700 06/mMuH.

8.10. Ilo oxoHYaHME MHKYOALIUM YIOAJIUTH CO-
JIEPIKUMOe JIYHOK W TIPOMBITH IUIAHIIET 5 pas IIpo-
MBIBOUHBIM PACTBOPOM TaK, KaK 9TO YKa3aHO B 1I. 8.4.

8.11. Brectu Bo Bce ayuku mo 100 MKJI pacrt-
BOpa TeTpaMeTUJIOCH3UANHA ILII0C W WHKYOMpPO-
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BaTh B 3aIUIIEHHOM OT CBETAa MeCTe B TeUeHUe
25 muH pu Temriieparype ot 18 mgo 25°C.

Jlna enecenuss pacmeopa mempamemuJiber-
3UOUHA NJIIOC UCNOJIL308AMb BAHHOUKY OJiS pea-
2eHma u 00HOPA308ble HAKOHEUHUKU, 8X00AWUE 8
cocmas Habopa.

8.12. Buecru Bo Bce JIyHKH C TOH K€ CKOPOCTBIO
W B TOHM ’Ke TOCJIeNOBATEJIBbHOCTH, KaK M PACTBOP
TeTpamMerTwIOeH3uguHa I1UTIoc, 1Mo 100 MEKJI cTorr-
peareHTa; IIpU 9TOM COJIEPIKUMOE JIYHOK OKpPAIBa-
€TCsI B JKeJITBIN ITBET.

8.13. amepuTh BeTUYMHY OIITHYECKOM IIJTIOTHO-
CTH PACTBOPOR B JIVHKAX CTPHUIIOB HA CIIEKTPOQOTOME-
Tpe BEPTUKAJBHOTO CKAHUPOBAHUSA B IBYXBOJIHOBOM
pesKmMe: TPy OCHOBHOM JUTHE BOJTHBI 450 HM U 171U -
He BOJIHBI CpaBHEHUA B quara3one 620—655 uwM; Jo-
IyCcKaeTcsa u3MepeHue IIpu JITHe BoTHBI 450 HM.

Bpemsa meskay ocTaHOBKOM peakrIiuy U U3Me-
peHMeM ONITUYECKON MJIOTHOCTH He TOJI3KHO IIPEBHI-
maTth 10 MuH.
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9. YYET PE3YJIbTATOB

9.1. BerumcnuTs cpenHee apudMeTrniecKoe 3Ha-
YeHMe OITUYECKOU IIJIOTHOCTH JIJI KasKI0M Haphl JIy-
HOK, COLEPYKAIINX KATUOPOBOYHBIC, KOHTPOJILHBIA 1
aHAIM3NPYyeMbIe 00Pa3LIEL.

9.2, ITlocrponuTh B JIMHEHHBIX KOOPAXHATAX
KaJuOpPOBOYHBIN T'padUK 3aBUCUMOCTU CPEIHEro
apupPMETHIECKOI0 3HAYEHUSA ONTUYECKOM ILJIOTHO-
cru (efI. OIT. ILIOTH.) oT KoHieHTpamuu NJI-1 6era
B KAJIUOPOBOYHBIX 00pasriax (Irr/mi).

9.3. Oupenenurs xoumenrpaiuio WMJI-1 6cera
B KOHTPOJILHOM 00pasiie U aHAJIM3UPYyEeMBIX 00paas-
ax 1o KaJanbpoBOYHOMY I'PauUKy.

9.4. Ecrmn xommenrparuss WJI-1 6era B anamm-
3UpPyeMBIX 00pas3liaX CHIBOPOTKY KPOBU WM MOYI
npesbiaer 250 mr/Mit, 00paserr, ceIyer JOMOTHITE-
BHO PAa3BECTH PACTBOPOM [JIS Pas3BeNeHUs 00pasiioB
B 20 pas (20 Mk mccsremyemoro odopasma + 380 MKJT
pacTBopa IJIs1 pasBedeHus 00pasIioB), IIOBTOPUTE aHAa-
JIU3 U TIOJTYYeHHBIN pe3yJIibTaT YMHOKHUTE Ha 20.

9.5. PesypraTh aHaIM3a HCcIeayeMbIX 00pas-
LIOB YYUTHIBATD, €CJIM BEIYMCJICHHOE 110 KAJIHOPOBOY-
HOMY TpaduKy sHaueHue kouieaTparmu NJI-1 6era
B KOHTPOJIBHOM 00pasiie COOTBETCTBYET YKA3AHHOMY
IUAIIA30HY KOHIIEHTPAIMNA HA dTHKETKEe (PJIaKOHA.

Ilpn guHaMuyYeckoM HAOIIOIEHUH HAIEHTA
IJIs IIOJIYYEHUs pPe3yIbTaToB, aIeKBATHO OTpa-
SKAIOIIUX M3MeHeHune rkoumenrpamuu NJI-1 6era B
CHIBOPOTKE KPOBH MJIM MOYE, HeOOXOIMMO HCIIOJIb-
30BaTh HAOOPHI peareHTOB OJHOI0 HAWNMEHOBAHUS
(0gHOrO IIPEeaIPUATHA-U3TOTOBUATEIIA).
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10. YCNTIOBUA TPAHCNOPTUPOBAHUA, XPAHEHUA
N MPUMEHEHUA HABOPA

10.1. TparcmopTupoBaTh HU3TEIUSI CJIEAYET
TPAHCIIOPTOM BCEX BUJIOB B KPBITHIX TPAHCIIOPTHHIX
CpeacTBax B COOTBETCTBUU C ITPABUJIAMU IIEPEBO3-
OK, IeMCTBYIOIIIMMI Ha TPAHCIIOPTE JAHHOI'O BUA,
mpu tremneparype ot 2 go 8°C. Jlomyckaercs Tpasc-
moptupoBaHue mpu Temireparype g0 25°C me Gostee
10 cyToxK.

10.2. Xpanenue HaOOpa B yITAKOBKe IIPEIIIPH-
SATUSA-U3TOTOBUTEJISA JIOJKHO OCYIIECTBJIATHCSA TPHU
temmeparype ot 2 g0 8°C B TeueHme BCero cpoka
TOQHOCTH B XOJIOJMJIBHBIX KAMepPaX HJIH XOJIOIUIIb-
HUKaX, 00eCIIeYyMBAaIONINX pPerjiaMeHTHPOBAHHBIN
TEMIIEPATYPHBIN PEKUM C €/KeTHEeBHOM perucrpa-
uel TeMIepaTypsl.

10.3. Cpox romguoctn Habopa — 18 Mecsiries co
s Beirycka. He morryckaercs npuMeHeHue Habo-
POB II0 UCTEUYEHUH CPOKA UX I'OTHOCTH.

10.4. JIpoOHOE HCIIOIB30BAHME HAOOPA MOKET
OBITH peaJIM30BaHO B T€UYEHHE BCETO CPOKa TOJHO-
ctu. B ciryuae mpo6HOTO MCTIONTBE30BaAHUS HAOOPA:

— HEHUCIIOJIb3OBAHHBIEC CTPHIIBI MOJKHO XPAaHUTH B ILJIOT-
HO 3aKpPBITOM IakeTe Ipu Temieparype ot 2 1o 8°C B
TedueHHue BCero CpoKa rogHoCTu Ha60pa;

— xombwiorar Nel, xorbiorar No2, koHienTpar docdar-
HO-COJIEBOr0 Oy(pepHOro pacTBopa ¢ TBHHOM, PACTBOP
JIsI BOCCTAHOBJIEHUA RaJII/I6pOBO‘IHI)IX U KOHTPOJIb-
HOro 00pa3IoB, PACTBOP [JIsl pasBeleHus 00paslios,
pacteop TMB mitfoc u cTom-peareHT II0cjie BCKPBITHSI
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MOYKHO XPAaHHTHh B IIZIOTHO 3aKPBITHIX (bJIaICOHaX opu
Temieparype ot 2 10 8°C B TeyeHue BCero Cpoka roji-
HocTu Habopa;

— IIPUTOTOBJICHHBIE KAJMOPOBOYHBIC O0ODPA3ILI M KOHT-
POJIBHBIN 00pa3ers MOSKHO XPAHUTh B IJIOTHO 3AKPBITHIX
drarkorax mpu Temmeparype or 2 mo 8°C me Gosiee 1
Mecsiiia; pu temieparype munayc 20°C u HuKe — B Te-
JeHme BCEro Cpoka roguocTu Habopa. Jlomyckaercs 1re-
CTHKDATHOE 3aMOPAKUBAHUE U OTTAMBAHKE 00PA3IIOB;

— IIPOMBIBOYHBIA PACTBOP MOYKHO XPAHHUTH IIPH TEMIIE-
patype ot 2 mo 8°C e 6osee 5 CyTOK.

10.5. TlocTpoerne kaJMOPOBOYHOTO Tpadura
He00X0IMMO TIPOBOIUTH JJIST KAYKIOTO HE3aBUCUMO-
T0 3KCIIEPUMEHTA, a TAKIKe PEKOMEH/IyeTCs oIpee-
nenne koHieurpanuu MJI-1 6era B KOHTPOJILEHOM
obpaatie.

10.6. Jlyia mpencraBieHUs pPe3yJIbTATOB H3-
mepennii KoHieHTpanuu UJI-1 6era B ME/Mut, ciie-
IyeT HCIO0JIb30BaTh Koa(duirment mepecuera 0,1
(WJI-1 6era (ME/mu) = 0,1 WJI-1 6era (rir/mu)).

10.7. ITpu mocranoske UDA Hesb3s1 HCIIOJIB30-
BATh KOMIIOHEHTHI M3 HAOOPOB PA3HBIX CEPUMl MK
CMEIIUBATD UX IIPU IIPUTOTOBJIEHUN PACTBOPOB, KPO-
Me Heclernpuuecknx KoMmmoHeHToB (pactsop TMB
mwitoc, ®CB-Tx25, crom-peareHT), KOTOpbIe B3aKUMO-
3amensieMsl B Habopax AO «Bexrop-Becr».

10.8. Jlyis mosrydyeHusT HAOEKHBIX Pe3yJIbTa-
TOB HEOOXOIMMO CTPOroe COOJIIIeHIne NHCTPYKITUNI
0 IPUMEHEeHUI0 Habopa.
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11. TAPAHTUWHBIE OBA3ATENIbCTBA

11.1. IlpomsBoguTe/ b TapaHTHUPYET COOTBET-
CTBHE BBIIIYCKAEMBIX H3JIeJIMH TPeOOBAHUSM HOP-
MaTHUBHOM M TEXHUYECKOU JOKYMEHTAITHH.

BesomacHocTh 1 KAYECTBO M3/IEJIHS TapaHTH-
PYIOTCS B T€UYEHHE BCETO CPOKA TOJHOCTH.

11.2. ITpousBoauTe b OTBEUAET 32 HETOCTATKH
HU3eJIUs, 32 UCKJII0YeHreM Jed)eKTOB, BOSHUKIITUX
BCJIEJICTBHE HAPYIIIEHUs ITPABUJ IOJIH30BAHUS, YC-
JIOBUH TPAHCIIOPTUPOBAHUS U XPAHEHU, JIU00 Jeii-
CTBHS TPETHUX JIUII, JIM0O HEIIPeOqOIMMOM CHJIbL.

11.3. IIpousBoguTesb 00sI3yeTcs 3a CBOM cueT
3aMEeHUTH U3JieJIne, TeXHUYeCKHe U PyHKIIMOHAIb-
HbIE XapaKTepUCTUKH (IOTPeOUTeIbCKIEe CBOMCTRA)
KOTOPOTO HE COOTBETCTBYIOT HOPMATHUBHOM W TeX-
HUYECKOHM MOKYMEHTAIIUH, €CJIM yKa3aHHbIe HeIo-
CTAaTKM SIBUJINCH CJIEACTBHEM CKPBITOrO JedeKrTa
MaTepraJioB UJIN HEKAYECTBEHHOT'0 M3TOTOBJIEHUS
M3JIeJIUS TTPOU3BOTUTEIIEM.

IIo Bonnpocam, kacamoiuMca KadecTBa Hadopa
«Nurepneiikun-1 6era-NO®A-BECT»,
cienyet obpamarbesa B AO «Bexrop-Becr»

o ajgpecy:

630559, HoBocubupckas obsracTb,

p.1r. Koseitoso, a/sa 121,
Tes1. (383) 227-67-64.
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OONONHUTENbHAA UH®OPMALIUA
Onda NOTPEBUTENEN

Habop mpemnasmaven miss mpodecCroHab-
HOTO TIPUMEHEHUs B KJIMHUYECKON J1abopaToOpHOM
JMATHOCTHUKE 00YyUYEeHHBIM ITePCOHAIIOM.

TpeboBauus 0€30IIACHOCTH K MEIUIIMHCKIIM
naboparopusm npusenerasl B ['OCT P 52905-
2007.

Bce pearenTsr HaG0pOB, comepsKalIe B CBOEM
COCTaBe€ MAaTepHAaJIbl YeJIOBEYECKOTO ITPOMCXOKIIE-
HUS, THAKTUBUPOBAHEL.

1. OGecneueHue MOJIy4Y€HUA MPaBUIbHBIX
pe3yIbTaTOB aHAJIN3a

JlocToBepHOCT, W BOCIIPOU3BOIVMOCTH
pe3yIbTaTOR aHAJIN3a 3aBUCAT OT BBIMOJIHE-
HUS CJEAYIOMUX OCHOBHBIX MPABUJI:

— wue uposogure UDA B mprcyTCcTBUH IIapOB
KHCJIOT, IMeJiovell, aJbIeTu0B WX IBLIH, KOTO-
pble MOTYT MEHSITh (pepMEeHTATUBHYI AKTHBHOCTH
KOH'BIOTATOB,;

— epMeHTATUBHASA PEAKIINS YyBCTBUTEIIHHA
K IPUCYTCTBUI0 MOHOB METAJIJIOB, TI0ITOMY HE J0-
IMyCKalTe KOHTAKTOB KAKUX-JIMO0 METAJIIMYeCKHUX
IpeaMeToB ¢ KoOHboratoM u pacrsopom TMB;

— wu3beraiiTe 3arps3HeHUsT KOMIIOHEHTOB Ha-
0opa MUKPOOpPTaHW3MAMHU ¥ XUMUYECKUMHU IIPH-
MeCSIMH, JIJIS 9TOT0 WCIIOJb3yiTe B paboTe YUCTYIO
TOCYAYy U OJTHOPA30BbIe HAKOHEUHUKHU JIJIS KAKIOTO
peareHTa, KOHTPOJISA, 00pasIa;
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— paboure MOBEPXHOCTHU CTOJIOB, 000pyI0Ba-
HUs ciieayer oopabateiBath 70% STHIIOBBIM CITHP-
ToM (HE JIOIYCKAEeTCS WCIIOJIb30BAHME IIePEeKUCH
BOJIOPO/1A, XJIOPCOAEPIKATIINX PACTBOPOB);

— HUKOT[A He UCIOJIb3YHTE OHY U TY K€ €M-
KOCTB JIJIs KoHbIoraTta u pactsopa TMB;

— mepex orbopom pactBopa TMB u3 dpraxona
He00X0IMMO TPOTepeTh KOHYC J103aTopa (BHYTPEH-
HIOIO ¥ BHEIIHIK0 I[I0BEPXHOCTH) CHAYaJia JUC-
TUJIJTUPOBAHHOU Bomo#, a 3atem 70% 9THIIOBBIM
CTIMPTOM, TAK Kak MaJjieiiiiee 3arpsidHeHNE KOHB-
OraToM MOKET IIPUBECTH K KOHTAMMHAIIUK BCETO
coJiepsKuMOoro pJIakoHa;

— WCIOJIb3yHTE TOJIBKO OIHOPA30BBLIE HAKO-
HEYHUKH JIJIS JI03aTOPOB;

— He oOpabaTbiBaiiTe He3WHQMUIAPYIOIIHMEA
pacTBOpaMu ¥ MOMOIIMMHU CPEICTBAMHU TIOCY1y (BaH-
HOYKH), UCIIOJIB3YEeMYI0 JJIsT PAOOTHI ¢ KOHBIOIaTOM
u pacrsopom TMB;

— B cJIydae ITOBTOPHOTO HKCIIOJIBb30BAHUS II0-
cyny (BAaHHOYKM) [IJIs KOHBIOraTa HeoO0XOIMMO IIPO-
MBITH ITPOTOYHOM BOJOU W THIATEJIHHO OIIOJIOCHYTH
MUCTHUJITAPOBAHHON BOMOM; mTOCyay (BAHHOYKH)
nas pactBopa TMB ormostocHYTH BOJIOM, ITPOMBITH
70% STHJIOBBIM CIUPTOM M TIATEIHHO OTMBITH JIHC-
TUJIJTMPOBAHHOM BOJIOM;

— ecJM JIOMyIeHa OIMMOKA TpPHU BHECEHWU
aHAIM3UPYEMBIX 00pA3IIOB, HEJIB3s, OIMOPOKHUB
9Ty JIVHKY, BHOCUTH B Hee HOBBIN oOpaserr; Takas
JIyHKa Opakxyercs.
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KadyecTBO mpOMBIBKH JIYHOK ILJIaHIIETA
UrpaeT BASKHYIO POJIb JJIA MOJIyYeHUs IIpa-
BUJIBHBIX Pe3yJIbTAaTOB aHAJIU3Aa:

— Jlisa acnmpanuy aHAJH3UPYEeMBIX 00pas-
II0B U IIOCJIENYIOIell ITPOMBIBKM PEKOMEHIyeTCs
WCIIOJIb30BATh ABTOMATHYECKOE WJIM PYYHOE ITPO-
MBIBOYHOE YCTPOMCTBO.

— He pomyckatriTe BBICBIXQHHSI JIYHOK ILJIaH-
Irera B IIepephIBe MEeKIy 3aBepIleHneM IIPOMBIBKH
U BHECEHUEM peareHTOB.

— JloOuBatiTech ITOJTHOTO 3aIlOJIHEHHUS W OIIO-
PO'KHEHMs BCeX JIYHOK ILJIAHIIIeTa B IIPOIecce IIpo-
meiBku. HemocratouHast acumpaliivs $KHOKOCTH B
TIpoIiecce TPOMBIBKY MOYKET IIPUBECTU K ITOHHKEHITIO
YYBCTBUTEJILHOCTH U CIIEIIM(PUYHOCTH AHAJI3A.

— Cuemure 3a COCTOSHHMEM ITPOMBIBOYHOI'O
ycrpoiictBa — peryJispHo (1 pas B Hefiei0) oopabaThl-
BauTe NMIJIAHTH U eMKOCTU 70% 3THJIOBBIM CIIMPTOM.

— Jly1s1 mpefoTBpAalIe HIIs 3aCOPEHIST WIJI IIPOMBI-
BOYHOIO YCTPOMCTBA B KOHIIE PpA00Yero IHsI 00s13aTe Ib-
HO BBIIOJIHUTE IIPOLEAYPY OMOJIACKUBAHMSI CHCTEMBI
TOJTAYH SKUKOCTY JUCTUILTMPOBAHHOM BOOM.

2. YcinoBusg NpaBuJIbHOCTH pabdoTeI HADOpAa
Peaynbrarsr aHanmaa rcciiemyeMbIx 00pasos
VUYUTHIBATD, €CJIU OYAYT BBIIOJIHEHBI CJIEIYIOIINe
YCJIOBHSL:
— COOTHOIIIEHWE ONTHUYECKHMX ILJIOTHOCTEMH
ranubpoBouHblx 00pasos: Ol < OIl; < Ollyy <
Ollyo < OIlygo < Ollys0;
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— OlIlys0 > 1,0 en. omr. mwiroTH. (0.e.);

— OIly<0,20.e,;

— BBIUMCJIEHHOE [0 KaJIrOPOBOYHOMY Trpadu-
Ky sHaueHne koHieHTpamu MJI-1 6era B KOHTPOJIB-
HOM 00pa3Iie TomagaeT B Ipefesibl, YKasaHHbe Ha
ITUKeTKe (praxoHA.
OH(), OH5, OH20, OH40, OHIOO u OH250 — CpeaHee 3HaAYe-
HIZE OIITUYECKOM IIJIOTHOCTH KaJIOPOBOYHEIX 00pasiios 0,
5, 20, 40, 100 1 250 mr/MJI COOTBETCTBEHHO.

3. Pacuer pesysnbraTroB ananusa

ITo pesympTaTaM M3MepeHUs BBIUUCIUTH CPeI-
Hee apudMeTHYecKoe 3HAYEHHe OITUYECKOM TIJIOTHO-
cru (OI) B styHKaX ¢ aHATM3UPYEMBIME 00PA3IIAMIL.

[TocTpouTs KAIMOPOBOYHBIHN I'PaApHEK 3aBUCHMO-
CTH OIITUYECKOM IIOTHOCTH (0Ch OPIMHAT) OT KOHIIEH-
tpamuu WJI-1 6era (ock abcipce) B KaJIHOPOBOUHBIX
obpasrax. Jlia aToro ma mpuiaaraemoMm Tpadapere
IUIST TIOCTPOEHUsT TrpadMKa IIPOTHUB KOHIIEHTPAITUK
KasKJI0r0 KaJMOPOBOYHOTO 00pasiia OTJIOMUTH CO-
OTBETCTBYIOIIlee el cpeJHee 3HAUYeHUE ONTUYECKOU
mwnotHocTH. [locemoBaTesIbHO COEMUMHUTD TIOJIYYeH-
HBIE TOYKH OTPE3KAMU TIPIMBIX JTUHUL.

[Tpumep kKammObpoBOUYHOrO rpadMKa IPEaCTaB-
JIeH Ha PUCYHKE.

Jlst onpenenenus xkoureuatparuu NJI-1 dera
B aHAJIU3UPYEMBIX ITP00AaX HA OCH OPIMHAT OTMEeYa-
0T 3HAYEHWe ONTUIECKOM IIOTHOCTH aHaJIH3Upye-
moro obpaartia. [IpoBoasaT mpssMyo 710 mepeceveHust
¢ KaJauOPOBOYHON KPUBOM, OT MOJYYEHHON TOUKU

26 A-8766



3,5

25

2,0 /

0,5

P4
4

0 50 100 150 200 250

Puc. ITpumep 3aBUCUMOCTH OIITHYECKOMN ILJIOTHOCTH
ot xoumenTpanmu MJI-1 6era B KaaubpoBOYHBIX 00pasiiax.
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epecevyeHus OIMyCKA0T IIePIIeHIUKYJISAP HA 0Ch a0-
crmice. Touka TmepecedeHUsT M ABJISAETCS HUCKOMBIM
3HaueHneM KoumeHTpamuu VJI-1 6era B oOpaatie.

Pesymbrarel, mosrydenHble it 00pasIioB,
pasBeIeHHbIX MpeaBapuTeibHo B 20 pas, yMHOKA-
forcsa Ha 20 (1. 9.4.).

[Tpm mcIosIb30BAHMY IS PACYETOB KOHIIEHTPA-
I KOMITBIOTEPHOTO MJIA BCTPOEHHOTO B CIIEKTPOdIO-
TOMETP IIPOrPAMMHOIO O0ECIIEUeHUsI B HACTPOMKAX
BBIOPATh METOI, COOTBETCTBYIOIIMI KyCOUHO-JIMHEH-
HOM aIIpOKCUMAIIIH.

4. luarmocTuyeckasa 3HAYNMOCTD

MOJIyY€HHBIX PEe3yJIbTAaTOB
NJI-1 Gera urpaet BasKHYIO POJIb B PA3BUTHUN KaK
MECTHOI'0, TAK ¥ CHCTEMHOI'0 BOCIIAJIATEJIHHOIO IIPOLIEC-
ca. I'mmeprponyrimus MJI-1 Gera Ha MeCTHOM ypOBHE
IIPUBOIUT, HATIPUMED, K PA3PYIIIEHNIO KOCTHON TKAHN
IIpY PEBMATOMIHOM aPTPUTE; HA CHCTEMHOM YPOBHE —
K KaTacTpoMIecKOMy HAPYIIEHUI0 TeMOIUHAMUKA
M 9aCTO — K JleTajbHoMy ucxony. IloBbimerme comep-
swkaaus WJI-1 6era orMedyeHo mpu 0OOCTPEHUM IIAH-
KpeaTuTa, S3BEeHHOI 00JIe3HH, BUPYCHOIO I'eItaThTa,
6osiesan KpoHa, mHEBMOKOHIO3e, TYOepKyJIe3e 1 JIp.
Onpenenenne yposus MJI-1 6era HeoOXomommo IIpu
MIPOBEIEHNH MMMYHOMOTYJIMPYIOIIEH TepPAIni, TaK
KaK KOHTPOJIMPYS YPOBHHU IIPOBOCIAINTEIIBHBIX IIATO-
KMHOB B X0JI¢ IIPOBOAMIMOM TepaIIni, MOKHO OLIEHUTD
2(pbpeKTUBHOCTD TPOBOIUMOTO JIEUEHUST W IIPOrHO3H-

pPOBaTh MCXOJT BOCIIAJIMTEJIHHOIO IIPOIIECCa.
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WJI-1 6era moBBIIIAET XEMOTAKCHC, (paroliu-
TO3, T€MOIT093, IIPOHUIIAEMOCTb COCYIMCTON CTEHKH,
ITATOTOKCUYECKYI0 ¥ OAKTEPHUIIMTHYI0 aKTHBHOCTD,
OKa3bIBaeT IIMPOreHHbIN adpdekT. 3alrycraer peak-
ITAY BOCTIAJIUTEIIFHO-PETYJISITOPHOTO KacKaga, CTH-
MyJIUPYEeT CHHTE3 KOJLIareHa.

[Toeerimrennsiit yporers NJI-1 6eta Haxoqqar B
CUHOBUAJIBHOM JKUIKOCTH ITAITHEHTOB C PEBMAaTOM/I-
HBIM apTPUTOM H B 11epeOpPOCITHHAIBHOM SKUIKOCTH
MAITMEeHTOB II0CJIe HEeBPOJIOTHYECKUX BOCIIAJIEHUN
WU WHCYJIBTOB.

ITo pesymbraram ROC-ananuaa, comepsranme
NJI-1 6era B moue Gostee 8 mr/muI ITO3BOJISIET THUA-
THOCTUPOBATH ITUCTUT C YYBCTBUTEIBHOCTBIO 65% m
crernduuarocTh0 95%. MOHHUTOPUHT COmep KAHI
WJI-1 6era B MoUe aBJIgeTCI HEMHBA3UBHBIM U J10-
CTYIHBIM JIJIsI TIPUMEHEHUs MEeTOIOM HCCJIeI0BA-
HUS, TTO3BOJISIONINM KJIMHHUIIMCTY OIIEHUTE CTEIIeHb
BBIPAYKEHHOCTH BOCITAJIUTEILHOTO IIpoIiecea.

PesynbpraTer mamepenus comepskauwst MJI-1 G6era
MOTYT OBITH WCITOJIB30BAHBI JIJIST KOHTPOJIS 34 XOIIOM
JIEYEHWST W TIPOTHO3UPOBAHS UCXOIa 3200 IeBAHMS.

Jli1s1 mpoBepkm paboThl HAOOpPA C KJIETOYHBIMU
CyIlepHATAHTAMU Y 3J0POBBIX JOHOPOB YTPOM HATO-
mak 3a0Mpaay KpPoBb M3 JIOKTEBOM BEHBI B IIPOOHp-
KM C TelIapUHOM HATPUSI, PA3BOIWIIA B 5 pas ITOJTHOM
cpemoit RPMI 1640, kynbruBupoBaau 24 daca Ipu
crumyJrsaran 10 mir/mitr OI'A u 6es crumy s, Kow-
menTparmu MJI-1 6era cocrasmam: (50—1200) rr/mv
mpu ctumyJisaiuan (cpemaee 440) u (0-107) /vt 6es
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crumyssiun (cpemaee 50). YpOBHU CIIOHTAHHOM M
OT'A MEIYIIMPOBAHHON! IIPOIYKIIMHI IIUTOKMHOB KJIET-
KaMH IIeJIbHON KPOBH 1 B CHIBOPOTKE YCJIOBHO 3I0PO-
BBIX JOHOPOB IIPUBEIEHBI B TAOIHIIE 2.
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5. Kparkas cxema nposenenusa MDA
OJig Ha0opa peareHToB
«UNurepneikun-1 6era-UOA-BECT»
Hcnonvzosamb mosbko nocsie 8 HUMAMESIbHO20
03HAKOMJICHUA C UHCmpPyKuuel!

BrecTn:

Nuxyouposars:

IIpompbITh:

Brectn:

NukyouporaTn:

IIpombITh:

Brectn:

Nuxyouposars:

IIpombITh:

Brectu:

Nuxyouposars:

Buecrn:
Uamepurs:

32

o 100 mrax PPO;
mo 100 MKJI KaJTMOPOBOYHBIX U
KOHTPOJILHOI0 00PA3ILIOB B Iy0JIsAX;
o 100 MKJI aHAJIU3UPYEMBIX 00-
pasIoB B aIy0JIsX.

120 mun, 700 06/MuH, 37°C.

IIPOMBIBOYHBIM PAaCTBOPOM,
350 MK, 5 pas.

o 100 miJ koubioraTa Nol.
60 muH, 700 06/Mun, 37°C.

TIIPOMBIBOYHBIM PaCTBOPOM,
350 Mk, 5 pas.

o 100 Mk korbioraTa No2.
30 muH, 700 06/muH, 37°C.

IPOMBIBOYHLIM PAaCTBOPOM,
350 MK, 5 pas.

o 100 mis pacteopa TMB mwoc.
25 muH, 18-25°C, B TeMHOTe.
o 100 MKJI cTOII-peareHTa.

OII mpu 450 um / pedepercHas
nIrHAa BOJIHBI 620—-655 HM.
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6. I'padpuueckue cuUMBOJIBI

MeauumHckoe
Homep no katanory vsgenve ans
[OMarHoCTuKW in vitro

CopnepxumMoro
W AocTaTo4Ho He cTepunbHo
n QNS nposeaeHns

N-KonnyecTtsa TeCTOB

TemnepaTypHbIn

LOT

Koa naptum /1’ [Vana3oH
[arta

d WsroTosuTens ﬂ M3rOTOBMEHMS
ObpaTnTtecb

g Wcnonb3osatb [0 ... Uﬂ K MIHCTPYKLWN
Nno NpYMEHEHNI0
OcTopoxHo!

O6partutech vyyy-mm-op | ata B dpopmare
A K MIHCTpyKLmK YYYY-MM Fg'q:mgg: u-flew
N0 NPUMEHEHIO A 4

Koucynsranumio crnenuasnucra mo padore ¢ Ha-
0OPOM MOZKHO IOJIYIUTH IO TeJL.: (383) 227-75-47.

05.02.18.
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AKIIMOHEPHOE OBIIECTBO
«BEKTOP-BECT»

Mesgnyunapomusiii ceprudurar ISO 13485

HABOPbI PEATEHTOB AJNA U®A
Bupycusie rematurer A, B, C, D, E;
BUY-undermus; UITIIIT; TORCH-uadeximmn;
repecBUPyCHBIEe MHQPEKIINM; 6epeMeHHOCTD;
ayTOMMMYHHBIE, CUCTEMHBIE, IIapa3uTapHEIe,
SKEJIYIOYHO-KHUIIeUHbIe 3200 IeBAHMS;
TOPMOHKI; OILyXOJIEBEIE U KapIHNOMAPKEPHL;
LUATOKMHBI, aJIJIEPreHbl 1 JIp.

Tounasa ouaznocmura —
agpgpexmueroe neuerue!

Ham agpec: 630117, HoBocubupcr-117, a/s 492
Temn./paxe: (383) 227-73-60 (MHOrOKAHAJIHHBIN)
Temn.: (383) 332-37-10, 332-37-58, 332-36-34,
332-67-49, 332-67-52
E-mail: vbmarket@uvector-best.ru
Internet: www.vector-best.ru
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Habop peareHTOB
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1. HABHAYEHUE

1.1. HaGop pearenToB 1151 MMyHOMEPMEHTHOTO
oIpenesIeHUs KOHIIEHTPAIINY UHTEPJIEUKIHA-6 B ChI-
BOpOTKe KpoBu u Moue «urepieitkuu-6-M1OA-BECT»
(mamee mo TekcTy — HAOOp) IIpegHASHAYEH IJIS OIpe-
JleJIeHIsI KOHIIEHTpalyu uHTepseiikuna-6 (MJI-6) B
CBIBOPOTKE KPOBU ¥ MOUYE YEJIOBEKA METOIOM TBEPI0-
asmoro mMMyHOGEPMEHTHOTO aHATH3A.

1.2. WurepiediKuH-6 — ILJI€HOTPOITHBIA I1H-
TOKUH C MOJIERYJIApHON maccoir 21-28 kDa ¢ mm-
POKHMM JHATIA30HOM OHMOJIOTHYECKON AKTHBHOCTH,
OPOAYIIUPYETC KaK JUMMOUTHBIMU, TaK U He-
TuMQpONTHEIMU KJeTkamu. V-6 peryaupyer um-
MYHHBIF OTBET, 0CTPOA3HBIN OTBET, BOCIIAJIEHNE,
oHKOTeHe3 ¥ remomnoa3d. llpoxykimsa MNJI-6 pery-
JIUPYEeTCs MUTOT€HAMM, aHTUTE€HHOW CTHUMYJISITH-
e, nmunononucaxapugamu, WMJI-1, ®HO-anbda u
Bupycamu. OpHot m3 ocHOBHBIX (yHKImi WNJI-6
SIBJISIETCSI PETYJISATIHS IIPOIIECCOB CO3PEBAHMS AHTH-
TEJIOTPOAYITUPYIOIINX KJIETOK U3 B-1uMporinTos u
caMoM IPOAYKIIMH UMMYHOTJIO0YJIHHOB.

1.3. KostmuecTBeHHOE OIlpejiesieHre CoepsKa-
Hust NJI-6 B CBIBOPOTKE KPOBU M MOYE MOKET OBITH
HICTIOJIF30BAHO JIJIsI KOHTPOJIS 34 XOIIOM JIEUeHUS U
IPOTHO3UPOBAHUS MCX0/1a 3a00IeBaAHUSI.

1.4. HaGop paccuntaH Ha TIpoBeIeHIe aHAIM3A
B IyOJ1six 41 Heu3BeCTHOr0, 6 KaJIMOPOBOYHBIX 00pas-
110B, 1 KOHTPOJILHOIO 00pasIia, Bcero 96 ompe e reHmi
[IPY WCITOJIb30BAHUHN BCEX CTPHUIIOR TIJIAHIIIETA.
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2. XAPAKTEPUCTUKA HABOPA
2.1. Ilpusnun meToza

Meron onpenenennss OCHOBAH Ha TPEXCTAIUHA-
HOM «COHIBUY»-BAPHAHTE TBEPIO(PA3HOTO HMMY-
HOEPMEHTHOI0 aHAIN3A C IIPUMEHeHNeM MOHO- 1
OJIMKJIOHAJIBHEBIX aHTuTe) k MJI-6.

Ha mepBoit cragmu aHaiawsa wucciiegyemble U
KOHTPOJIbHBIE 00pasIibl MHKYOHUPYIOT B JIYHKAX C M-
MOOMJIM30BAHHBIMY MOHOKJIOHAJILHBIMI aHTUTEJIA-
mu. Umeromuiicss B oopasmax NJI-6 cesiswiBaercs ¢
MMMOOMJIM30BAHHBIMEU aHTuTe amu. CBa3aBImiicsa
WJI-6 ma BTOpOIT CTagUU B3aWMOOEHMCTBYET IIPU MH-
KyOaruu ¢ korboratoM Nol (ITOJIMKIOHAIBHEIE aH-
turena k WMJI-6 genosexa ¢ omorrmuom). Ha Tperneit
cTamuM CBaA3aBIIUiica KoHbIorar Nel Baaummomen-
CTByeT Iipu MHKyOarmu ¢ koubioratom No2 (crper-
TAaBUOWH C IIEPOKCUIA30M XPeHa).

KosmuecrBo cBsizaBierocs kKombiorata No2 orr-
peneidgioT IIBETHOU peakIell ¢ WCI0JIb30BaHUEM
cybcTpaTa IIepoKCHIa3bl XpeHa — IePeKUCH BOI0POoIa
M XpOMOIeHa — TeTpaMeTuioeH3unuHa. VaTeHcus-
HOCTBH JKEJITOI0 OKPAIIMBAHMS IIPOIIOPIIMOHATILHA
KOHIIEHTPALINK coepsralerocs: B oopaaiie MJI-6.

ITociie wuaMepeHHS ONTHYECKOM ILJIOTHOCTH
pactBopa B JIYHKAX HA OCHOBAHUH KAJHOPOBOYHO-
ro rpaduKa paccuuThiBaercsa KoHieHTpamus UJI-6
B aHAJIM3UPYEMBIX 00pasIiax.
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2.2. Cocras mabopa
B cocras Habopa BxomAT:

— 1uiaHmreT pa30opHbi (12 BOCBMUIYHOYHBIX CTPHUIIOB)
¢ UMMOOMJIM30BAHHBIMY HA BHYTPEHHEH IT0BEePXHOCTH
MOHOKJIOHAJTbHBIMU aHTUTeaamMu K WJI-6, roToBbIit
JJIsT ICITOJIB30BAHUS — 1 TIIT.;

— KaJMOpPOBOUHBIE 00pa3IlBl, COMeps:Kallre H3BECTHBIE
rosmuectsa UJI-6 — 0; 5,6; 16,7; 50; 150 u 300 mr/mu,
arrecroBanHublie orHocurerabHo WHO International
Standard INTERLEUKIN-6 1st International
Standard NIBSC code: 89/548; konmeurparuu MJI-6
B KAaJIMOPOBOYHBIX 00pA3IaX MOTYT HECKOJBKO OTJIH-
JaTbCAd OT YKA3AHHBIX BEJIUYWUH, TOYHBIE BEJIUYMHBI
YKa3aHbI HA ITUKETKAX PIAKOHOB, JTUOMUIN3NPOBAH-
HbIe — 6 PJIAKOHOB;

— KOHTPOJIBHBIN 00pasel; Ha OCHOBE WHAKTHBUPOBAH-
HOM CHIBOPOTKM KPOBH YEJIOBEKA C WM3BECTHBIM CO-
nepsxaumem MJI-6, arTTecToOBaHHBIA OTHOCHTEIHHO
WHO International Standard INTERLEUKIN-6 1st
International Standard NIBSC code: 89/548; smodu-
JIN3UPOBAHHEIN — 1 JIaKOH;

— xoHborar Nel (OHOTMHHJIMPOBAHHBIE IIOJIHUKJIOHAJIb-
Hble agTuTesa K MJ1-6), roTOBEBII AJI MCIIOIE30BAHMA —
1 dpmaxon (13 mi);

— wxomborar Ne2 (cTpenTaBUIMH-IIEPOKCHIA3a XPEHA),
TOTOBBIH JIJI UCIIOJIB30BaHUs — 1 praroH (13 mur);

— PAacTBOP JJIsI BOCCTAHOBJIEHUS KAJIMOPOBOUHBIX M KOHT-
postbHOTrO0 00pasios (PBO) — 1 daakon (7,0 mu);

— pacrBop i pa3segenus oopaaios (PPO) — 1 durakon
(13 m);
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— KOHIIeHTpAaT (pochaTHo-cosIeBoro OydgepHoro pacTeopa
¢ tBuroM (DCB-TX25) — 2 durakona (mo 28 mr);

— pacrBop TerpamermibeHsuauHAa Iunoc (pactsop TMB
IUTIOC), TOTOBBII [IJIS MCIIOJIb30BaHus — 1 praxow (13 mun);

— CTOII-peareHT, TOTOBBIN JJIs UCIIOIb30BaHus — 1 duia-
KoH (12 mu).

[TpunamiesxaoCTH:

— IUIEHKA JIJIA 3aKJIeMBAHUS IJIAHIIEeTa — 3 IIIT.;

— Tpadaper IJIsg MOCTPOeHUs KaJIUOPOBOYHOrO Irpadu-
ra — 1 1mT.;

— BaHHOYKA JJIA peareHra — 4 IIT.;

— HaKOHEYHUKU JJid o3aTtopa Ha 2—200 MKa — 32 1mIT.

3. AHATIMUTUYECKUE XAPAKTEPUCTUKU

3.1. Caenmduunocrs. He o0Hapy:xeHo mepex-
PECTHOI PEeaKIUH CO CJACOYIOIIMMHU ITUTOKHHAMU:
WnJI-4, NJI-8, NJI-2, NJI-18, UH®-ramma, NJI-10,
OHO-ansda, MTHD-ansda, NJI-1 Gera.

3.2.* Bocripoussogumocts. Koadduiment Ba-
pHUAIIY Pe3yIbTATOB OIIPeIe/IeHIS KOHIIEHTPAIIUNI
WNJI-6 B nyHKax, comepskaliux KOHTPOJIbLHEIN 00pa-
3el1, He TIpeBBITIIaeT 8%.

3.3.* JIuneitnocts. JlauHbli aHaIMTHYECKHUI 11a-
pamerp IIPOBEPSIeTCSI TECTOM HA «JIMHEMHOCTHE» — OT-
KJIOHEHME OT PACYETHOM BEJIMYMHBI KOHIIEHTPAITUN
WNJI-6 mpu pasBemeHny KaJMOPOBOUYHOTO 00pasIia,
comepakartero 300 mr/vur JI-6, B 2 pasa, u xaamodpo-
BOYHBIX 00pas1ioB, comepskarnmx 150; 50; 16,7 /v, B
3 pasa. Ilporent «winHettHOCTI» cocTasiisier 90—110%.

*10 'OCT P 51352-2013.
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3.4.* Tounocrb. JlaHHBII aHAJIUTHUYECKUN IIa-
paMeTp IIPOBEpPSIeTCS TeCTOM Ha «OTKPBITUE» — COOT-
BeTCcTBHUe M3MepeHHOo# koHrenTparuu NJI-6 mpemmu-
CaHHOU B 00pasiie, IOJIyUeHHON IIyTeM CMEeIINBAHIS
PaBHBIX 00BEMOB KOHTPOJIBLHOIO 00pasiia u KaJIuopo-
BOYHOI'0 00paalia ¢ KoHmeHTpanpei 16,7 /vt NJI-6.
IIpormenT «orkporTus» cocrasiser 90—110%.

3.5.* UyecrBuTembHOCTH. MUHHUMAIBLHO OITpeIe-
nsemas rorreHrparus NJI-6, paccunramnuas Ha oc-
HOBAHUU CPEIHET0 apU(PMETHIECKOT0 3HAYCHUS W3
JTECSITY U3MEPEHUH OITHYECKOH IIJIOTHOCTH KaIuOpo-
BouHOTO 00pasria By (0 mr/mvut ) twtioe 20 (0 — cpemtee
KBQJIpaTUYHOE OTKJIOHEHHE OT CPeTHero apudMeTH-
YEeCKOro 3HA4YeHMsT), He mpesbimaet 0,5 mr/vu.

3.6. Kimamueckast mposepra. KowienTparito
NJI-6 uamepsiyiz B CBIBOPOTKE KPOBHU, B3ATOH C 9 110
11 49, y 68 3M0POBBIX MYKUIMH U sKEHITIUH B BO3pacTe
20-50 net. Yposeunb NJI-6 He mpesbirasr 10 /vt

Kourmenrpamuio MJI-6 namepsaiau B yrpeHHewH
THOPIUY MOYH Y 25 370POBBIX MYIKUMH U JKEHIIUH, B
Bo3pacte 20—50 mner, ypoBers NJI-6 He mpeBsbIman
9 mr/mut.

3.7. Pexomenmyercst B KaskI0i JabopaTtopuu
IpU HCIOJIB30BAHUHM HAO0pPA YTOYHUTH 3HAYECHUS
rourearparuu MJI-6, cooTBeTcTByOIIIIE HOPMAJTH-
HBIM ¥ 00CJIeIyeMOT0 KOHTUHTEeHTA JII0eH.

4. MEPbI NPEOOCTOPOXHOCTHU
4.1. [ToTeHIMaIbHEIA PUCK IIPUMEHeHUs Ha00-
pa — xace 260 (mpuxas M3 PO or 06.06.2012 Nedm).
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4.2, Bce KOMIIOHEHTHI HabOpa SBJISIOTCS He-
TokcuuHbIME. CTom-peareHT o0Jagaer pasmpaska-
ormmM nericteueM. V3berats pasOpbISTUBAHUS U
TOTTaIaHUs Ha KOKY U CJIM3UCThIe. B ciyuae morma-
aHUS CTOI-peareHTa Ha KOKY U CJIU3UCTHIE Heoo-
XOJTUMO IIPOMBITH ITOPAYKEHHBIA YIaCTOK OOJIBIITIM
KOJIMYECTBOM ITPOTOYHOM BOJIHI.

4.3. Ilpu pabGore ¢ ucciemyembiMu 00pasiaMu
cieyer cobJIoaTh MEPBI IIPEIOCTOPOSKHOCTH, ITPH-
HATBIe IpK paboTe ¢ IMOTeHIINAIBHO NHQEKIIMOHHBIM
matepuagom. OCHOBHBEIE TIpaBUJIa PAOOTHI M3JIOKE-
BBl B «HCTPYKITMY 110 MepaM HPOQUIAKTAKA pac-
IPOCTPAHEHNSI HHQEKIIMOHHLIX 3a00JIeBAHUM IIpH
pabore B KJIMHUKO-JIMATHOCTUYECKUX J1a00paTopu-
SIX JIEY€OHO-TIPOPUIIAKTUYECKUX YUPEIKICHU», yT-
Bepsrnernoi Munsapasom CCCP 17 ssaBaps 1991 1.
U B MeTogmueckmx ykrasauumsax MY 287-113 «Mero-
UYeCcKre YKa3aHWsa 110 JIe3UH(EKIUH, IPeIcTepH-
JIM3AITMOHHON OYMCTKE U CTEPMJIM3AITAU U3/
MEIUITUHCKOTO HA3HAYEHWS», YTB. JeIapTaMeHTOM
roccamanuaaaasopa Munsgpasa PO or 30.12.1998.

4.4. IIpu pabore ¢ HabopoM ciremyeT HalleBaTh
OJTHOPA30BHIE PE3WHOBBIE WJIM TIJIACTUKOBBIE IIep-
YaTKH, TaKk Kak 00pasIlbl CHIBOPOTKH KPOBU Y€JIO-
BEKa CJIeJyeT paccMaTpUBATh KAK MOTEHITUAIbHO
UHQPUITUPOBAHHEBIE, CITOCOOHBIE JIUTETHHOE BPeMSs
coxpaHATh u nepemaBatb BUY, Bupycer renatura
HWJIN BO30yIHUTe e APYyTruX NHQPEeKIIIT.

4.5. Xummueckas mocyia u 000pyIoBaHue, KO-
TOpPBIE UCIIOJIb3YIOTCS B paboTe ¢ HA00POM, JTOJIIKHBL
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OBITH COOTBETCTBYIOIIIUM 00pPa3oM IIPOMApPKHUPOBA-
HBI ¥ XPAHUTHCS OT/IEJIHHO.

4.6. amperaercs IIpueM IIUIIH, UCII0Ib30Ba-
HUE KOCMETUYECKHUX CPEJICTB U KypeHue B IIOMeIre-
HUSX, TPeTHA3HAYEHHBIX /IS pab0ThI ¢ HAbopaMu.

4.7. 151 ne3uHpeRIUT IT0CY bl K MATePUaJioB,
KOHTAKTHPOBABIIKX C MCCIEAYEMBIMUA W KOHTPOJIE-
HBEIME 00pasamMu, PeKOMEHIyeM WCII0JIb30BaTh
JIe3UHQUIHPYIOIE CPEJCTBA, He OKA3BIBAKIINE
HEraTHUBHOI'O BoageicrBus Ha kadectBo VDA, me
coepsKaIe aKTUBHBIN KHUCJIOPOI M XJIOp, HATIPH-
Mep, KOMOMHHpOBaHHBIe cpeacTBa Ha ocHoBe YAC,
CIIMPTOB, TPETUYHBLIX aMUHOB. Vcronb3oBaHue e-
SUH(MUITMPYIOIIUX CPEJICTB, COMEPIKAIITUX AKTUBHbIN
rwucsioposn u xyop (HyOq, meoxstop, xmopamMus), mpu-
BOJUT K CEPbE3HOMY HCKAKEHUI0 Pe3yJIBTATOR.

4.8. Ilpu mcmosb3oBaHMK HaboOpa 00pas3yroT-
ca orxomasl kytaccoB A, b u I', kotoprre kiraccudu-
MUPYIOTCI W YHUUYTONKAIOTCSI (YTUIIU3UPYIOTCS) B
cooreercTBuu ¢ CaulluH 2.1.7.2790-10 «Cauurap-
HO-3ITHIeMHUOJIOTHYECKHe TpeboBaHUs K obpare-
HUIO ¢ MEIUIIMHCKUMHU oTxomamm» u MY 287-113
«MeTogudueckue yrkas3aHUs 110 Te3UH(EeKITUH, ITPe/I-
CTEPUIU3AIIUOHHON OUNCTKE W CTePUJIM3AIIUMN W3-
JIeJTUI MEIUITMHCKOT0 HA3HAUSHUSD).

5. O6OPYOOBAHUE U MATEPUATDI,
HEOBXOAWMBIE NMPU PABOTE C HABOPOM
— CHeKTPod)0TOMETP BEPTUKAIHLHOTO CKAHNPOBAHMUS, I103-
BOJIAIOIINY IIPOBOJUTH HM3MEPEHUs OITHYECKOH ILTIOT-
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HOCTH PacTBOPOB B JIYHKAaX IJIAHIIIETA B JBYXBOJTHOBOM
peskuMe: IIpu OCHOBHOM JIIHe BOJIHBI 450 HM U JIJTHHE
BOJIHBI CpaBHEHUS B quarrazone 620—655 HM; IoIrycKa-
eTCsI U3MepeHue TP JIJIUHE BOJIHBI 450 HM;

— IIedKep TepMOCTATUPYEMBIH OPOUTAIBHOIO TUIIA, I103-
BOJISIONIAH IIPOU3BOJUTH BCTPSIXUBAHUE IIPU TEMIIe-
parype 37+1°C u 600-800 06/MuH;

— IIPOMBIBOYHOE YCTPOHCTBO JJIsI IJIAHIIIETOB;

— Tarimep;

— XOJIOOWJILHUK OBITOBOMM;

— J103aTOPHI ITOJIyaBTOMATUYECKHE OJHOKAHAIBLHEIE C TIe-
PEMEHHBIM N (PUKCHPOBAHHBIM 00HEMOM CO CMEHHEI-
MU HAKOHEUHWKAMU, II03BOJISIOIINE OTOMPATH 00bEeMBI
skuarocTy ot 5 1o 5000 MK

— 03aTop TOJIyaBTOMATUYECKMN MHOTOKAaHAJBHBINA CO
CMEHHBIMYA HAKOHEUHUKAMU, II03BOJISIOIINN 0OTONPATD
00BbeMBI JKHAKOCTEH OT 5 10 350 MKJT;

— IMJIUHAP MepHBIH BMecTuMocThbio 1000 mut;

— BoOJA JWUCTUJIIIUPOBAHHAT,

— TIePYATKU MEJTUIIMHCKHUE JTUATHOCTIYECKUE OTHOPA30BhIE;

— Oymara QpuIbTPoBAJIbHAL JIA00PATOPHA;

— Ne3UHQUIUPYIOIIAA PACTBOP.

6. AHATUBUPYEMbIE OBPA3LbI

6.1. Jlyia mmpoBegeHnsa aHAIM3a MCIOJIb30BATh
CBIBOPOTKY KPOBU M MOYY.

6.2. Jls1s1 mpoBeIeHUsT aHAIM3A He CJIeIyeT Hc-
OJIb30BATh IM'€MOJIM30BAHHYI0, MYTHYIO CHIBOPOTKY
kpoBu. s mpoBemeHHMs aHA/IM3a MCIIOJIB30BATH
CBeke0TOOpaHHble 00Pa3Ibl MOYM.
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6.3. i mpoBemeHHMs aHaJIM3a BO3MOYKHO
WCIIOJIb30BAHUE O00PA3IlOB CHIBOPOTKH KPOBH KAaK
CBEKEIIPUTOTOBJIEHHBIX, TAK W XPAHWBIIAXCS IIPU
temrepatype oT 2 10 8°C He 6ostee 1 CyTOK, ITpH TEM-
neparype munayc 20°C (u mmxe) He Oosiee 3 mecs-
1eB WK 10 12 MecsIieB Py TeMIlepaType He BBIIIe
vunyc 40°C. IloBTopHOE pasMopasKMBaHKe W 3aMO-
paskMBaHUe 00Pa3IOB CHLIBOPOTKU KPOBU HE JOITY-
craercs. [Tocste pasmopaskuBaHMst 06PASITHI CIIETYET
TIATEJIHFHO TIePeMeIaTh.

CBesxelTpUTOTOBJIEHHBIE 00PA3IThI MOYH JOITY-
CKAaeTcsI XpaHUThb IpHU Temiieparype He Bbimne 25°C
He Oosiee 6 yacoB, IIPU HEOOXOIMMOCTH Oojiee IJIH-
TEJILHOTO XPaHEeHUsI 00pasIlsl CIIeayeT 3aMOPO3UTh.
TToBTOpHOE pasmopaskWBaHWE W 3aMOPAKUBAHIE
00paasrtoB Moun He joiryckaercs. [Tocite pasamopasku-
BAHUS 00PA3ITHI CJIEIYET TIATEIBHO IIepeMelaTh.

6.4. OGpasITbl CEIBOPOTOK KPOBH, COJIEPIKAIIITE
0CaJI0K, HeOOXOJUMO OYHCTUTH IIeHTPUQYTHpPOBA-
auem pu 3000 o6/muu B Teuenme 10—15 muH mpu
temmeparype ot 18 mo 25°C.

O0pasipl MOYM IIepel HCIIOJIL30BAHUEM CJlie-
nyet meaTpudyrupoats mpu 3000 o0/MuH B Tede-
aue 10-15 muna npu Temmoeparype ot 18 go 25°C.

7. 10OrOTOBKA KOMMOHEHTOB ANA AHAJIU3A
7.1. Ilepen mpoBemeHreM aHAIN3A KOMIIOHEH-
TBI HAOOpa U HMcciIeayeMble 00pasiIbl CLIBOPOTOK KPO-
BU ¥ MOYM CJIEAyeT BBIIEPIKATD ITPU TEMIIEpATypPe OT
18 1o 25°C B Teuenmne Bpemenu He meHee 30 MUH.
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7.2. IlogroroBka miaanmoiera
BCKprTB IIaKeT BbIIIIE€ 3aMKa, YCTAHOBUTDL Ha
paMKy HeoOX0uMoe JIJIsT TIPOBEIeHUST aHATIN3a KO-
JINYEeCTBO CTPHUIIOB. I/ICHOJII:GOBaTL B TeueHue 1 49
nocye yeranoBkn. OcTaBIInecs HeNCII0Ib30BAHHEI-
MM CTPHUIIBI HEMEOJIEHHO IIOMECTHUTh BHOBD B ITIAKET
¢ OCyIIHTEJIeM, YIAJUTh U3 Hero BO3AyX W ILJIOTHO
3aKPBITh 3AMOK.
Xpanernue: npu memnepamype om 2 0o 8°C @
meuenue ce20 cpoxa 200HoCcmu Habopa.

7.3. [Ipurorossienne MPOMBIBOYHOTO PACTBOPA

BrecTy B MepHBIHM IHIMHIP HEOOXOIMMOE KO-
JIMYEeCTBO KOHIIeHTpaTa pocdaTHO-coIeBoro oydep-
Horo pactBopa ¢ TeuHOM (DCB-TX25) u mo6aBuTh
COOTBETCTBYIOIIEE KOJIMUECTBO IUCTUILIIMPOBAHHON
BOJIBL.

[Tpu BEITAamEHNM OcaaKa COJIEN B KOHIIEHTpA-
Te HeoDXOIMMO IIPOTPETh ero IMPHU TeMIIEPAType OT
30 10 40°C 10 IIOJIHOrO PACTBOPEHUS 0CAIKA.

B rTabaniie mpuBemen pacxop peareHra B 3a-
BHCHMOCTH OT KOJIMUECTBA UCIIOJIL3YEMbIX CTPUIIOB.

Xpanernue: npu memnepamype om 2 0o 8°C He
6osiee 5 cymok.

7.4. IlpurorosisieHrne KaauOPOBOYHBIX

00pas3IoB 1 KOHTPOJILHOT'O 00pasna

B rasapiil praxos ¢ KaarbpoBOYHBIMI 00pas-
I[aMU ¥ KOHTPOJIBHBIM obpasiiom BHecty 110 0,7 M
pactBopa s BOCCTAHOBJIEHWS KaJIMOPOBOUHBIX U
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koHTpoJibHOrO o6pastios (PBO). Breimepskats mpum
temmepatype ot 18 mo 25°C B Teuenne 10 mun. Trma-
TEJILHO ITepeMeINaTh, n3derast 00pa3oBaHUs ITEHEI.

Xpanenue: 8 nNJOMHO 3aKPbIMBIX DIIAKOHAX
npu memnepamype om 2 do 8°C ne 6osiee 1 mecaua,
npu memnepamype muryc 20°C u nHuxce — 6 meue-
Hue 6ce2o cpoka eodHocmu Habopa. Jlonyckaemcs
uecmuKpamHoe 3amMopa*cus8aHue U PA3MopaA*CUBa-
Hue 06pasyos. Ilocne paszmoparcusanus muyamess-
HO nepemeuwamn, uzbeeas 06PA308AHUSL NEHDL.

7.5. Ilogroroeka kouwsorara Nel
Konwsroeam Nel 20omos K ucnosiv308aHUIO.
HemocpencrserHo mepes; UCIIoIbL30BAHNEM He-
00X0IMMOe KOJIMYeCTBO KoHbiorara Nel oroOpaTh B
YMCTHIN (PJIAKOH WJIM B BAHHOUKY JIJIS peareHTa.

Ocrasmmiics mocsie nposenenus: IOA kousio-
rat Neol yTusimaupoBath (He ciuéamsb 60 hJiAKOH
€ ucxo00HbvIM KOHBI02amom Nel).

B Tabimie mpusemen pacxon peareHra B 3a-
BHCHMOCTH OT KOJIMYECTBA MUCIIOIb3yEeMBIX CTPUIIOB.

Xpanernue: nocse neps8o2o 6CKPbLMUSL 8 NJIOM.-
HO 3aKpbimoMm hJaKoHe npu memnepamype om 2
0o 8°C 8 meuenue 8ce2o cpoka 200HOCIMU HABOPQ.

7.6. Ilogroroska korbsorara Ne2
Konwsroeam Ne2 2omos Kk ucnonv3o08aHuio.
Hemocpenersensno mepen  MCIOJIB30BAHHEM

HeoO0X0aMMOe KOJIMYeCTBO KoHbiorara Ne2 orooparh
B UMCTBIA (PJIAKOH MJINA B BAHHOYKY JIJIS peareHTa.
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Ta6aumal
Pacxon kommmoHeHTOB HAGOpPa peareHToB

x “

3 ;2'; . MPOMbIBOYHbIN PacTBOP 5 5 %8—

E g’g oCB-Tx25, | Averun. | 335 | 395 EE s

% g b5 | KOHUeHTpaT, BoAa, o o §§
§ M M x x [=
2 4,0 no 100 2,0 2,0 2,0
3 6,0 no 150 3,0 3,0 3,0
4 8,0 0o 200 4,0 4,0 4,0
5 10,0 no 250 5,0 5,0 5,0
6 12,0 0o 300 6,0 6,0 6,0
7 14,0 no 350 7,0 7,0 7,0
8 16,0 no 400 8,0 8,0 8,0
9 18,0 0o 450 9,0 9,0 9,0
10 20,0 no 500 10,0 10,0 10,0
" 22,0 0o 550 11,0 11,0 11,0
12 24,0 no 600 12,0 12,0 12,0

Ocrasmmiics mocie nposegeunss IOA xoubio-
rat No2 yTusmaupoBaTh (e ciuéams 60 hJiaKOH
C ucxo00HbvIM KOHBIOZAmom Ne2).

B Tabiwmiie mpuBemen pacxon peareHTra B 3a-
BHCHUMOCTHY OT KOJIMYECTBA HUCIIOJIb3YEeMBbIX CTPUIIOB.

XpareHue: nocse nepeo2o 8CKPbLMUA 6 NJIOM-
HO 3aKDbLMOM (PJAKOHE NPU memnepamype om 2
0o 8°C 8 meuenue 6ce2o cpoka 200HOCMU HAbBOPA.
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7.7. IlogroroBka pacreopa
TeTpaMeTU/JI0EH3UINHA IJII0C
Pacmeop mempamemunbenzuduna naioc (pacm-
sop TMBE nuiioc) 20mos K ucnosib308aHUIO.
Hemocpencreento mmepe UCIIOIE30BAHIEM Heob-
xoumoe KomaectBo pactsopa TMB mtoc otobpaTs B
YHCTHIA (PJIAKOH MJIM B BAHHOYKY JIJIsSI peareHTa.
Ocrasmmtics mocite mposegenus NDA pacrsop
TMB 1utioc yrunusupoBaths (ke ciuéams 80 ¢huia-
KOH ¢ ucxoonvim pacmeopom TMB naioc).
Heobxo1mmo MCKIIOUNTE BO3IEHCTBHE TIPSMO-
r'o CBeTa HA PACTBOP TeTPaMEeTHJIOCH3HUUHA ILIIOC.
B rabnuiie npueemen pacxopm peareHra B 3a-
BUCHMOCTH OT KOJIMUECTBA MCIIOJIb3YEeMbIX CTPUIIOB.
Xpanernue: nocsie nepso2o 6CKPbLMUSL 8 NJIOM -
HO 3aKpbimoMm PaaKoHe npu memnepamype om 2
0o 8°C 8 meueHue 6ce20 cpoka 200HOCMU HAbOPA.
Buumanwne! /[ pabomu ¢ pacmeopom TMB
HeobX00UMO UCNOJIL308AMDb MOJIBKO 00HOPA308bLe
Harkorneurnuru. Ilocydy, npedrnasHauerHyo 0 pac-
meopa TMDB, Henv3s ommbieamb ¢ npuMeHeHUeM
CUHMEeMU1eCKUX MOIULLX CPe0Cn8, NOCKOJIbKY 0aice
UxX CJ1e0bt 8e0YM K HEKOHMPOJUPYEMOMY OKUCSICHUIO
TME 8 xo0e peaxuyuu. Ilocre pabombt nocyoy onosoc-
Hymo 8000il, npomovimd 70% 3musi08biM CRUPMOM U
MwamesibHo 0MMbLinb OUCMUJTLTIUPOBAHHOL 8000LL.

7.8. CToII-pearesT roToB K MCIOJIL30BAHUIO.

Xpanerue: nocne 8CKpbLmMus 8 NJIOMHO 3Q-
Kpbimom gaiarxorne npu memnepamype om 2 0o 8°C
8 meueHue 8ce20 CPoKa 200HOCmuU Habopa.
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8. NTPOBEOEHUE AHATIU3A

8.1. Buecru Bo Bce sryakn 110 100 MKJI pacTBo-
pa myis passenenus obpasmos (PPO).

8.2. Buecru B cooTBeTCTByIOIITE JIYHKH B Iy0-
Jax 1m0 100 MEJI KaskI0ro KaarubpoBOYHOIO 00pasiia
u 110 100 MKJI KOHTPOJILHOrO 00pasiia. B ocranbHbIe
JIYHKM BHeCTH B my0sax mo 100 MEJI aHaIH3upye-
MBIX 00PA3IT0B CEIBOPOTOK KPOBU M MOYH.

Brecernue 06pas3u08 1eobdxo0umo npou3sooums
bvicmpo, 6 meuerue spemeHu He boJiee 15 MuH.

8.3. [lnaumrer 3akyenTh IJIEHKON W UHKYOU-
poBaTh B TeueHue 120 MUH ITpH BCTPAXUBAHUU HA
mrerikepe mpu remieparype 37+1°C u 700 06/MuH.

8.4. Ilo oxkoHuaHUM WHKYOAITMHM CHATH IIJIEH-
Ky ¥ YIQJUTDh B COCY[ C Je3UHMUITUPYIOIIUM PaCT-
BopoM. C TOMOIIBI0 TPOMBIBOYHOTO YCTPOMCTBA
TPOMBITH JIYHKHU IIJIAHIIETa 5 pa3 IPOMBIBOYHBIM
pactBopom (cM 1. 7.3), Yepenys acIHpallyio W He-
MeJlJIEHHOEe 3aI0JHEeHUEe JIYHOK KaiKJIOro CTPUIIA.
B kaxayio siyaky BHOCHTD 350 MKJI IPOMBIBOYHOIO
pactBopa B IpoIlecce ITPOMBIBKHM KaKIOTO CTPHUIIA.
Bpemsa meskmy samosiHeHuEeM U OTIOPOKHEHUEM JIY-
HOK JOJIKHO ObITH He MeHee 30 cex. Heobxooumo
0006UBAMBCA NOJIHO2Z0 ONOPOHCHEHUS JIYHOK NOCTIe
Kaxc0020 ux 3anonHeHus. 1lo okoOHIAHUYT TTPOMBIB-
KU YJIaJIUTh OCTATKY KUJKOCTH M3 JIYHOK, IIOCTYKH-
Bas ILTAHIIETOM B IEPEBEPHYTOM IIOJIOMKEHHUU II0
duapTpOBaIEHOM Oymare.

8.5. Brectu Bo Bce myuku 1mo 100 MK KOHBIO-
rata Nel.
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Jnsa enecenus konwvroeama Nel ucnonvzosamy
BAHHOUKY OIS Pea2eHma U 00HOPA308ble HAKOHEY -
HUKU, 8X00auLUe 8 cocmas Habopa.

8.6. Iliranmnrer 3akJienTh IJIEHKONM W MHKYOU-
poBaTh B TedeHme 60 MUH TPU BCTPSAXUBAHUU HA
mretikepe npu Temieparype 37+1°C u 700 o6/MuH.

8.7. Ilo oxoHUAaHMHM BTOPOM MHKyOAIMH yia-
JUATH COJIEPIKMUMOE JIYHOK U TIPOMBITH IIJIAHIIET
5 pa3s, Kak YKa3aHo B II. 8.4.

8.8. Brectu Bo Bce syuku mo 100 MKJI KOHBIO-
rara No2.

Jnsa enecenus konvroeama No2 ucnonvzosamy
B8AHHOUKY OJ1 peacenma U 00HOPA308ble HAKOHEeY-
HUKU, 8X00auLle 8 cocmas Habopa.

8.9. Ilnanrmrer 3akJIeNTh IJIEHKON W MHKYOU-
poBaTh B TedeHme 30 MUH ITPW BCTPAXUBAHUU HA
merikepe npu Temireparype 37+1°C u 700 o6/MuH.

8.10. ITo oxoHuaHMM MHKYOAITUN YIAIUTE COMIep-
JKMMOE JIYHOK U TIPOMBITH IIAHITET 5 Pa3 IMPOMBIBOY-
HBIM PACTBOPOM TaK, KAK 9TO YKA3aHO B 1I. 8.4.

8.11. Brectu Bo Bce ayuku mo 100 Mk pact-
BOpa TeTpaMeTUJIOCH3UANHA ILIIC W HHKYOMpPO-
BAThb B 3AIUIIEHHOM OT CBETA MECTe€ B TE€UYEHUE
25 muH mpu Temirepatype ot 18 1o 25°C.

nsa enecenus pacmeopa mempamemusiber-
3UOUHQA NJIIOC UCROJIb308AMb BAHHOUKY OJIA pea-
2eHma U 00HOPA308ble HAKOHEUHUKU, 8X00AuiUe 8
cocmas Habopa.

8.12. Braectu BO BCe JIYHKH C TOHM K€ CKOPO-
CTBIO ¥ B TOH K€ IOCJIeJOBATEIbHOCTH, KaK U PacCT-
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BOp TeTpameTmuaOeH3uauua I11oc, mo 100 MiJT
CTOII-peareHTa; IPU 3TOM COAEPIKUMOe JIYHOK OKpa-
IITUBAETCS B 9KEJITHIH IIBET.

8.13. laMmepuTh BeJIMUHUHY OITHYIECKON ILJIOTHO-
CTH PaCTBOPOB B JIYHKAX CTPUIIOB HA CIIEKTPOdOTOME-
Tpe BEPTHURAJIBLHOTO CKAHUPOBAHUS B JBYXBOJHOBOM
pesKmMe: IIPU OCHOBHOI JJTMHE BOJIHBI 450 HM U [J1H-
He BOJIHBI CpaBHEHU B auaria3oHe 620—655 uM; mo-
IIyCKaeTCsa u3MepeHwe IIpu NJIrHe BOTHBI 450 HM.

Bpemsi mexny ocTaHOBKOM peaxrIiuiu U U3Me-
peHmeM ONTUYECKON IJIOTHOCTY He JOJI*KHO ITPEBHI-
maTthk 10 MuH.

9. YYET PE3YJIbTATOB

9.1. Berumesuts cpeiHee apudMeTHIecKoe 3Ha-
YeHMne ONTUYECKOU IIJIOTHOCTH JIJIs1 KasKI0M aphl JIy-
HOK, COIEpPyKallliX KAJIHUOPOBOYHEIE, KOHTPOJILHEBIA 1
aHaJIM3upyeMble 00Pa3IThL.

9.2, TloctpouTh B JUHEHHBIX KOOpPAMHATAX
KaJIUOPOBOYHBIA T'PAapUK 3aBUCUMOCTH CPETHEr0
aprpPMETUIECKOr0 3HAYCHNS OINTHYECKON IIJIOTHO-
cru (eJ1. OIIT. IJIOTH.) OT KoHIteHTpauu MJI-6 B ka-
JIMOPOBOYHBIX 00pasiiax (Ir/miI).

9.3. Onpenenurs koueHTpauo NJI-6 B koHT-
POJIEHOM 00pasiie W aHaJIU3NUPYEeMBIX 00pasIax IIo
KaJIMOPOBOYHOMY I'pauKy.

9.4. Eciu rouuenrtpanus WJI-6 B anaiusu-
PyeMBIX 00pasiax CBIBOPOTKH KPOBU HJIM MOYK
mpessoirraer 300 r/mit, obpasery, caeayeT JOIOJTHE-
TeJILHO Pa3BECTH PACTBOPOM JIJIsI PA3BeIeHIs 00pa3IioB
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B 20 pa3 (20 Mra ucciemyemoro obpasma + 380 MK
pacTBOpA SIS pa3BeIeHns 00pasIioB), IOBTOPUTD aHa-
JI3 ¥ TIOJIyYe€HHBIA pe3yabTaT YMHOKUTE Ha 20.

9.5. PesyspraThl aHam3a HCCIIELYEMBIX 00-
PAas3IloB YYUTHIBATH, €CJIM BEIUHCJIEHHOE 10 KaJIrbpo-
BOYHOMY rpacdury 3Hauvenue koureutparuu NJI-6
B KOHTPOJIBHOM 00pasIle COOTBETCTBYET YKA3aAHHOMY
IMATIa30HY KOHIIEHTPAIIUM HA dTUKETKe (PIaKkoHa.

[Ipyu muHamMpYeckoM HAOIIOIEHWN HAIllMeHTa
JIJIs TIOJIYYEHUs Pe3yJIbTaToB, aJeKBATHO OTpaska-
oIux n3MeHeHue KoHieHtparuu WJI-6 B chiBo-
POTEE KPOBH MJIH MOUYe, HeOOXO0AUMO HCITOIb30BATD
HAOOpHI peareHTOB OJTHOI0 HANMEHOBAHUS (OJHOTO
PEeIPUATHASI-U3TOTOBUTEJIS).

10. YCINIOBUA TPAHCNOPTUPOBAHUA, XPAHEHUA
U MPUMEHEHWA HABOPA

10.1. TpaHcCIIOPpTUPOBATE HU3/TEITHUS CJIeTYET TPAHC-
TIOPTOM BCEX BUJOB B KPBITHIX TPAHCIIOPTHBIX CPEIICT-
Bax B COOTBETCTBHUU C IIPABUJIAMU II€PEBO3OK, JEHCT-
BYIOIIIMMHY Ha TPAHCIIOPTE JTAHHOTO BUA, IIPU TeMIIe-
parype ot 2 fo 8°C. Jlommyckaercss TpaHCIOPTHPOBAHIIE
mpu Temmepatype 10 25°C He 6osiee 10 cyTOK.

10.2. XpaHenne Habopa B YIIAKOBKE IIPEIIPHU-
ATUA-U3TOTOBUTEJIS JOJKHO OCYIIECTBJIATHCS IIPU
Temieparype ot 2 g0 8°C B TeueHme BCEro Cpoka
TOJTHOCTH B XOJIOAUIBHBIX KAMepPaXx MJIU XOJIOIUITh-
HUKaX, 00eCIIeuMBaIUAX PerjJIaMeHTAPOBAHHBIN
TeMIepaTypPHBIA PEKUM C eKeJTHEeBHOU permucTpa-
el TeMIepaTyphl.
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10.3. Cpox roguoctn Habopa — 18 MecsIies co
OHs BeImycka. He momyckaercst mpuMeHeHne Ha0o-
POB IO UCTEYEHUH CPOKA UX TOTHOCTH.

10.4. JIpoOHoe mcmoib3oBaHre Habopa MOKeT
OBITH peaJIM30BaHO B T€UEHHE BCET0 CPOKa TOIHO-
cru. B ciryuae mpo6HOTO MCIIoIb30BaHUS HAOOpa:

— HEHCIIOJIb3OBAHHBIE CTPHUIIBI MOYKHO XPAHUTH B IIJIOT-
HO 3aKpPBITOM IakeTe Ipu Temieparype ot 2 1o 8°C B
TeYeHUE BCEro CPOKA TOJHOCTH HAG0pa;

— xombiorar Nol, kombiorar No2, xoHieHTpaT (pocarHo-
coJ1eBOro OydepHOro pacrBopa ¢ TBHHOM, PACTBOP JIJIS
BOCCTAHOBJIEHUS] KAJMOPOBOUHBIX W KOHTPOJILHOIO 00-
PA3IOB, PACTBOP IS Pa3BeeHUs 00pAa3IoB, PACTBOP
TMB 1utioc 1 cTom-peareHT mocie BCKPBITHS MOYKHO Xpa-
HUTH B IIOTHO 3aKPBITHIX (PJIAKOHAX IIPH TEeMIIepaType
or 2 10 8°C B TeueHHe BCEro CpoKa IroIHOCTH HAbopa,;

— TIPUTOTOBJIEHHBIE KaJUOPOBOYHBIE 00PA3IbI W KOH-
TpOHBHBIﬁ 06paseu MOY¥HO XpPaHHUTHh B IIJIOTHO 3aKpPbI-
TBIX (pakoHax 1pu Temieparype or 2 1o 8°C He OoJree
1 mecsia; pu Temreparype munyc 20°C u Huzke — B Te-
YeHme BCero Cpoka rogHoctu Habopa. Jomyckaeres e-
CTUKpPATHOE 3aMOPAKUBAHNE U OTTAUBAHUE 00PA3IIOB;

— TIPOMBIBOYHBIA PACTBOP MOKHO XPAHWUTH IIPU TEMIIE-
parype ot 2 1o 8°C He 6osee 5 CyTOK.

10.5. Tlocrpoenne kaJUOPOBOYHOrO TrpaduKa
HEe00XOIMMO IIPOBOAUTE JIJIS KasKI0r0 He3aBHUCHMOI'O
9KCIIEpUMEHTA, a TaKiKe PEeKOMEHJIyeTCs OIpejiesie-
Hue koHmeHTpanyy MJI-6 B koHTpoIbHOM 00pasiie.

10.6. Jlyia mperncraBieHUs pPe3yJIbTATOB W3-
mepenuit koHrenrparmu NJI-6 8 ME/Mmi, cremny-
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eT WCIoJIb30BaTh Koadduitment mepecuera 0,131
J1-6 (ME/mm) = 0,131 UJI-6 (tir/mun)).

10.7. ITpu mocraroBke MDA He1b3sT UCIIOJIB30-
BATh KOMIIOHEHTHI M3 HAOOpPOB PA3HBIX CEpUIl WU
CMETITUBATH WX TIPU IIPUTOTOBJIEHUHN PACTBOPOB, KPO-
Me HecIernpuiecknx KoMmoueHToB (pactsop TMB
mwroc, OCB-TX25, crom-peareHT), KOTOPHIE B3AMMO-
3amensieMsl B Habopax AO «Bexrop-Becr».

10.8. Jlns mosrydyeHUsT HaJEKHBIX Pe3yJIbTa-
TOB HEOOXOIMMO CTPOTO€e COOTIONeHNEe HHCTPYKRITHU
[0 TIPUMEHEHUI0 Habopa.

11. TAPAHTUUHBIE OBA3ATENIbCTBA

11.1. IIpousBoguTesip TapaHTUPYET COOTBET-
CTBUE BBIMYCKAEMBIX HM3JeJIUH TpeOOBAHUSAM HOP-
MaTUBHOU U TEXHUYECKOU JOKYMEHTAIINH.

Besomacrocts 1 KauecTBO M3eUsT TAPAHTH-
pyIOTCS B Te€UEHIE BCETO CPOKA TOJHOCTH.

11.2. IIpousBoauTe b 0OTBEYAET 32 HEJIOCTATKH
U37e/IUs, 32 UCKI0YeHreM 1ed)eKTOB, BOSHUKIITUX
BCJIEJICTBYE HAPYIIIEHUSA ITPABUJI IT0JIb30BAHMS, YCJIIO-
BUH TPAHCIOPTUPOBAHUS U XPAHEHUS, TU00 TeHCT-
BUSI TPETHUX JIUII, JTNOO HEIIPEOIOJTUMON CHITBL.

11.3. IIpousBoauTesb 00sI3yeTcs 3a CBOM CUeT
3aMeHUTh U3JleJine, TeXHUUYeCKrne U PYHKIIMOHAIIb-
HbIE XapaKTePUCTUKH (II0TpeOuTeIbCKIe CBOMCTBA)
KOTOPOTO HE COOTBETCTBYIOT HOPMATHUBHOM M TeX-
HHUYECKOH JTOKYMEHTAITUH, eCcJIUu YKa3aHHbIe HeJlo-
CTATKW SIBUJINCH CJIEJICTBUEM CKPBITOTO TedeKTa
MaTepUaJioB WJIM HEKAUeCTBEHHOTO M3TOTOBJIEHUS
M3JTeJINS IIPOU3BOTUTEIIEM.
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IIo Bompocam, kacamoiuMca KadecTBa Hadopa
«HNurepneitknn-6-UOA-BECT»,
cienyer obopamarses: B AO «Bexrop-Becm»

o ajgpecy:

630559, HoBocubupcras 00/1acTh,

p.1r. Koseiioso, a/s 121,
Tes. (383) 227-67-64.

OONONMHUTENIbHAA UH®OPMALIUA
ONs NOTPEBUTENEN

HabGop mnpenmassaveHn s mpodpecCcHOHAIIb-
HOTO IIPUMEHEHHUSI B KJIMHHUYECKON JIabopaTOpHOMI
IUATHOCTUKE 00YUEHHBIM IIePCOHAIIOM.

TpeboBanms 0e30IIACHOCTA K MEIUIIMHCKIM
naboparopusim ipuseners B 'OCT P 52905-2007.

Bce pearenTsr HabopoB, comepskalie B CBOEM
cocTaBe MaTepHUaJsbl YeJOBEYECKOTO ITPOMCXOIK]Ie-
HUA, THAKTABUPOBAHEI.

1. OGecneuenune MOMyIeHUs ITPABUIBHBIX
pe3yJibTaToOB aHAJIN3a

JIoCTOBEPHOCT, M BOCIPOU3BOJUMOCTD
pe3yJIbTaTOB aHAJIM3a 3aBUCAT OT BBIMOJIHE-
HUS CJIeAYIOIUX OCHOBHBIX ITPABUJIL:

— He nposogure UDA B mpucyTcTBUN I1apOB
KHCJIOT, IMeJI0Yel, aJIbJAeru0B WJIM IIBLIM, KOTO-
pble MOTYT MEHATH (PEPMEHTATUBHYIO AKTHBHOCTD
KOH'BIOTATOB;

— epMeHTaTUBHAS peaKIUsa UyBCTBUTEIbHA
K MPHUCYTCTBUIO MOHOB METAJIJIOB, TIO3TOMY HE JIO-
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MyCKalTe KOHTAKTOB KAKHX-JIMO0 METAJIIMUYECKHUX
IpeaIMeToB ¢ KOHboratom u pactsopom TMB;

— wusberaiiTe 3arpasHeHUs KOMIIOHEHTOB Ha-
0opa MHUKPOOPraHM3MaMP U XUMHYECKHUMU IIPH-
MeCSIMHU, JIJIS 9TOT0 WCITOJIb3yiTe B paboTe YHUCTYIO
MHOCYy ¥ OJTHOPA30BbIe HAKOHEUHUKH JIJI KAMKIO0TO0
peareHTa, KOHTPOJIS, 00pas3iia;

— paboume MOBEPXHOCTH CTOJIOB, 00OpyIOBAa-
HUA ciaenyeT obpadareiBaTh 70% OTHIIOBEIM CIIHP-
TOM (HE JOIIyCKAEeTCS KCIIOJIb30BAHNE IMIEePEKUCH
BOJIOPOIA, XJIOPCOMAEPIKAIINX PACTBOPOB);

— HUKOTIA He WUCIIOJIb3yHTe OIHY U TY JKe eM-
KOCTB JIJIsI KOH'bIoraTta u pactsopa TMB;

— mepex orbopom pacteopa TMB ua drakona
He00X0IMMO ITPOTEPeTh KOHYC /103aTopa (BHYTpPEH-
HIOI0 ¥ BHEIIHIO IIOBEPXHOCTH) CHadaJa Juc-
TUJIJIMPOBAHHON BomoM, a 3arem 70% 3THJIOBBIM
CIIMPTOM, TAK KaK MaJjieiIlee 3arpsdHeHne KOHb-
IOraTOM MOYKET IIPUBECTH K KOHTAMUHAIINK BCETO
COZIeP:KIMOro JIaKOHA;

— HCIIOJIB3YyHTEe TOJBKO OIHOPA30BHIE HAKO-
HEYHUKH JIJIS J03aTOPOB;

— He obOpabarbiBaiiTe Ie3UHQUITUPYIOITNMUI
pacTBOpaMM M MOIOIIMMH CPeACTBAMHU HOCYyay (BaH-
HOYKH), UCIIOJIb3yEeMYIO JJIsI PAOOTHI ¢ KOHBIOIraTOM
u pacrsopom TMB;

— B CJydae IIOBTOPHOI'O MCIIOJIb30BAHMS IIO-
cyny (BAaHHOYKH) JIJIsI KOH'BIOraTa Heo0XOIUMO IIPOo-
MBITh IIPOTOYHOM BOIOM M TIIATEJIBHO OIIOJIOCHYTH
JUCTUJLIAPOBAHHOM BOMOHN; Iocydy (BAHHOUKH)
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i1 pacreopa TMDB omosiocHyTh BOIOM, IIPOMBITH
70% 3THUJIOBBIM CITIPTOM U TIIATEJIHHO OTMBITH JTHC-
TUJLJTUPOBAHHOM BOJIOM;

— eCJIM JIOIyIlleHa OINMHOKAa IIPH BHECEHUH
aHAJIU3UPYEeMBbIX 00pasIoB, HEJb3s, OIMOPOKHUB
9Ty JIVHKY, BHOCUTL B Hee HOBBINA oOpasell; Takas
JIyHKa Opakryercs.

KauecTBO IpPOMBIBKM JIyHOK ILJIAHIIETA
UrpaeT BasKHYIO POJIb IJId IIOJIyYE€HHUS Mmpa-
BIJIBHBIX PE3yJIbTATOB aHAJIM3A:

— Jlna acrimpaliuu aHAJIU3UPYEMBIX 00pas-
IIOB W IIOCJIEAYIOIIEN IIPOMBIBKUA PEKOMEHIYeTCS
HCIOJIF30BATh ABTOMATHYECKOE HJIM PYYHOE IIPO-
MBIBOYHOE YCTPOUCTRBO.

— He gomyckaiiTe BBICHIXQHWS JIYHOK ILIAH-
1eTa B IIepepbIBe MEsKIY 3aBepIIeHNeM IIPOMbBIBKI
W BHECEHHEM PeareHTOB.

— JlobuBatiTech IIOJTHOTO 3AIIOJHEHUS U OITO-
POKHEHUsT BCeX JIYHOK ILJIAHIIIeTa B IIPOIEcce IIpo-
MbIBKM. HemocraTounas acompanysa KUIKOCTH B
IIpoIIecce IIPOMBIBKI MOYKET IIPUBECTH K IIOHIKEHITIO
YyBCTBUTEJILHOCTH 1 CHEIM(PHIHOCTH AHAJIA3A.

— Cremure 3a COCTOSHWEM IITPOMBIBOYHOIO
ycrpoiictBa — peryJisspHo (1 pas B Hejiesi0) 00padaThI-
BaiiTe IIJIAHTH U eMKOCTH 70% 9THJIOBBIM CITHPTOM.

— g mpemoTBpAallleHns 3aCOPEHMs UTJI IIPO-
MBIBOYHOI'0 YCTPOMCTBA B KOHIIE pabouero JHs 00s-
3aTeJIbHO BBIIOJIHUTE MPOLEAYPY OIIOJIACKUBAHUSA
CHCTeMBI IIOJAYN JKUIKOCTH TUCTUJLIMPOBAHHOMK
BOJIOH.
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2. YcinoBus nNpaBuJIbHOCTH paboTeI HADOpa

Pesynbrarsr ananmaa rcciemyeMbIx 00pasos
VUYUTHIBATD, €CJU OYAYT BBIIOJIHEHBI CJIEIYIOIIHe
YCJIOBHS:

— COOTHOIIIEHHWE OIITHYECKUX IIJIOTHOCTEH Ka-
smbpoBounbx 06pasnos: OIly < OIl; g < Oll67 <
OIl50 < OIl;50 < OIl3gp;

— OlIl3p0 > 1,0 em. orrr. mwoTH. (0.e.);

— Ol 0,2 0.e;

— BBIUHCJIEHHOE 10 KaJIHOPOBOYHOMY Tpadu-
Ky 3HadeHue koHieHTpaimu NJI-6 B KOHTpoIbHOM
o0paalie momagaeT B mpeesibl, YRasaHHbIe Ha 9TH-
KeTKe JIaKoHa.

OH(), OH5,6, OH16’7, OH50, OH150 u OH300 — CpegHee
3HAYEeHMe OITHUYECKON IIJIOTHOCTH KaJHOPOBOYHEIX 00-
paaros 0;5,6; 16,7; 50; 150 u 300 11r/MJT COOTBETCTBEHHO.

3. Pacuer peayinbpraToB aHamsa
ITo peaympTaTam MaMepeHUsT BBIYUCIUTDL CPE/I-
Hee apuMeTHIecKoe 3HAYeHNEe ONTHIECKON TIJIOTHO-
cru (OI1) B styHEKAX ¢ aHAIM3UPYEMBIMH 00PA3IIAM.
[TocTpouTth KaIHMOPOBOYHBIN I'padUK 3aBUCH-
MOCTH OIITHIECKOM IIJTOTHOCTH (0Ch OPIMHAT) OT KOH-
menrpamuu MJI-6 (ock abciiycc) B KaIMOPOBOYHBIX
obpaariax. Jlyia aroro Ha mpusaraemoMm Tpadapere
JIJISI TIOCTPOEHUs rpaduKa ITPOTUE KOHIIEHTPAIINU
KasKJI0T0 KaJIMOPOBOYHOTO 00pasiia OTJIOMKUTH CO-
OTBETCTBYIOIIlee el cpe/iHee 3HAUeHUe ONTUYECKOU
miorHocTH. [locTemoBaTeIbHO COEMUHUTD TIOJIY-

YeHHBbIE TOUKNA OTPE3KAMU IPSMBIX JTUHUM.
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IIpumep KammOpPoBOUHOroO rpaduKa IpeacTas-
JIEH HA PUCYHEKe.

Jna ompenenenus xoumenrpanuu WNJI-6 B
aHAJIM3UPYEMBIX IIpo0ax Ha OCH OpAUHAT OTMeda-
0T 3HAYEHHE OIITUYECKON IIJIOTHOCTH aHaJIU3Upye-
moro oopasia. IIpoBogsar mpsiMyo o mepecedeHus
¢ KAJIUOPOBOYHOM KPUBOM, OT MHOJIYUEHHON TOUKI
mepeceveHnsI OILyCKAIOT IIePIIeHANKYJISAP Ha 0Ch a0-
cuuce. Toura mepeceyeHUsT W ABJISETCS HNCKOMBIM
3HavenueM KoHieHTpanmu WJI-6 B oOpasize.

Pesynbrarel, mosrydeHHbIe OIS 00pa3IoB, pas-
BeJIeHHBIX IIpeaBapuTeabHo B 20 pas3, yMHOKAIOTCS
ma 20 (1. 9.4.).

I[Ipu wucmonb3oBaHUM [JIS PACYETOB KOH-
IEHTPAIil KOMIIBIOTEPHOIO HJIM BCTPOEHHOI'O B
CIIEKTPOGOTOMETP IIPOrPAMMHEOIO 00ECIIeUeHUs B
HACTPOMKAX BEIOPATH METO/I, COOTBETCTBYIOIIHUI KY-
COYHO-JIMHENHOU alllIpoOKCUMAITIH.

4. lnarmocTuyecKas 3HAYNMOCTD
MOJIyY€HHBIX Pe3yJIbTATOB

Xorsa poss WNJI-6 B mIpOTHMBOBMPYCHOHN 3aIllH-
Te OpraHmaMa JI0 KOHIA He sicHa (He OOHApPYKEHO
TIPOTUBOBUPYCHOTO apdeKTa IIpH TPUMEHEHUH pe-
komoOmuauTHoro WMJI-6), OH, HECOMHEHHO, HIpaer
IIEHTPAJIBHYI0 POJIb B HECIIEITU(PUIECKOM IPOTHUBO-
BuUpycHoM uMmmyHuTeTe, Hapsaay ¢ ®HO-a u NJI-16.

NJI-6 urpaet RIII0UEBYIO POJIb B PA3BUTHU BOC-
aJeHus ¥ UMMYHHOTO OTBeTa Ha WHMEKIINI0 UIN
moBpeskIeHne TKaHel, xors dpyarius UJI-6 B op-
raHU3Me BCe ellle He U3y4YeHa JOCTATOUHO II0JIHO.
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CriBoporounniii yposerb WJI-6 xoppemupyer ¢
WHIEKCOM MACChI TeJIa, MOBBLIIIEHHBIA MOYKET OBIThH
CBSI3AaH C BO3PACTHBIMU 3200 I€BAHUAMM, TAKUMI KAK
osKUpeHue u arepockyepos. NJI-6 MokeT mOBBIIIATE
CHIBOPOTOYHBIN YPOBEHb TPUTJIHIIEPHUIOB U TVIIOKO3EI,
a TaKsKe CTUMYJIMPOBATE THIIOTAIAMO-TUIIOU3aPHO-
HAJIIOYETHUKOBYIO CHCTEMY, AKTUBHOCTH KOTOPOM
WTpaerT BayKHYI pPOJIb IpU 3a00JI€BAHUSX, CBSI3AH-
HBIX C HAPYIIEHUSIMI 00MeHAa BEeIlleCTB.

[To pesymbraram ROC-amanusa, comepsranue
NJI-6 B moue Oosiee 33 Ir/mMJI IIO3BOJISET MUATHO-
CTUPOBATH IMCTUT C UYYBCTBUTEJIBHOCTBIO 72% u
crrertupuarocTbi0 95%. MOHUTOPUHT COTepPIKaAHUSI
NJI-6 B Moue siByIsieTCsT HEMHBA3UBHBIM U JIOCTYII-
HBIM [IJIs IIPUMEHEHHS METOIOM MCCJIeIOBAHII,
MO3BOJISIONINM KJIMHUIIMCTY OIIEHUTh CTEIIeHb BBI-
PaskeHHOCTH BOCIIAJIUTEILHOTO IIPoIecca.

Jls1s1 mIpoBepKHM paboThl HAOOpa C KJIETOUHBIMU
CyIIepHATAHTAMH Y 370POBBIX JOHOPOB YTPOM HATO-
maK 3abUpaIym KpPoBb M3 JIOKTEBOM BEHBI B IIPOOHp-
KH C FellaprHOM HATPHA, PA3BOIMIN B 5 pas IIOJIHOMK
cpemoit RPMI 1640, kynbTuBupoBam 24 yaca Iipu
crumysmarur 10 mrr/min OT'A u 6e3 crumyJIsImn.
Konmenrparmu NJI-6 cocraBustm: (100-30700) mrr/mit
mpu crumyisiiuu (cpemtaee 8500) u (0-90) /Mt 6es
crumyssiun (cpemuee 12). YpoBHU CIIOHTAHHOM H
OT'A MEIYITMPOBAHHONI IIPOIYKIIMHI IIATOKMHOB KJIET-
KaMH IIeJIbHON KPOBH 1 B CHIBOPOTKE YCJIOBHO 30PO-
BBIX JJOHOPOB IIPUBEIEHBI B TAOIHIIE 2.
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5. Kparkas cxema nposenenusa MDA
OJig Ha0opa peareHToB
«Nurepneinknu-6-UOA-BECT»
Hcnonvzosamb mosbko nocsie 8 HUMAMESIbHO20
03HAKOMJICHUA C UHCmpPyKuuel!

Brectn:

Nuxyouposars:

IIpombITh:

Buecrn:

Nuxyouposars:

IIpompbITh:

BrecrTn:

Nuxyouposars:

IIpompbITh:

Brectu:

Nuxyouposars:

Buecru:
Usmepurs:

30

mo 100 mxax PPO;
mo 100 MEJ KaJuOpOBOYHBIX U
KOHTPOJIFHOI0 00PA3IIOB B [Iy0JIsX;
o 100 MKJI aHAJTU3UPYEMBIX 00-
pasIoB B Iy0JIsX.

120 mun, 700 06/MuH, 37°C.

IIPOMBIBOYHBIM PACTBOPOM,
350 Mk, 5 pas.

o 100 mis korwrorara Nol.
60 mum, 700 00/Mmun, 37°C.

IIPOMBIBOYHBIM PACTBOPOM,
350 Mk, 5 pas.

o 100 Mk Korbiorara Ne2.
30 muH, 700 00/Mmun, 37°C.

IPOMBIBOYHEBIM PACTBOPOM,
350 MK, 5 pas.

o 100 mrus1 pacrBopa TMB muioc.
25 muH, 18-25°C, B TeMHOTe.
o 100 MKJI cTOII-peareHTa.

OII upu 450 um / pedpepercHasn
OJIMHA BOJHBI 620—655 HM.
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6. I'padpuueckue cuUMBOJIBI

Homep no katanory

MeauumHckoe
vsgenve ans
[OMarHoCTuKW in vitro

<

CopnepxumMoro
[0CTaTo4HO

Onsl npoBeaeHus
N-KOMNM4ecTBa TECTOB

e

A

He ctepunbHo

TemnepaTypHbIn

no NpUMeHeHuno

LOT
Koa naptum /1’ [Vana3oH
[arta
d WsroTosuTens ﬂ M3rOTOBMEHMS
ObpaTnTtecb
g Wcnonb3osatb [0 ... UE K MIHCTPYKLWN
Nno NpYMEHEHNI0
OcTopoxHo!
O6partutech YYYY-MM-DD EaTaMB dopmare
A K VIHCTpyKuun YYYY-MM oA-Mecsu-fles

[on-Mecsu,

Koucynsranumio crnenuasnucra mo padore ¢ Ha-

OOPOM MOZKHO HOJIYIUTH IO TeJL.: (383) 227-75-47.

A-8768

05.02.18.




AKIIMOHEPHOE OBIIECTBO
«BEKTOP-BECT»

Mesgnyunapomusiii ceprudurar ISO 13485

HABOPbI PEATEHTOB AJNA U®A
Bupycusie rematurer A, B, C, D, E;
BUY-undermus; UITIIIT; TORCH-uadeximmn;
repecBUPyCHBIEe MHQPEKIINM; 6epeMeHHOCTD;
ayTOMMMYHHBIE, CUCTEMHBIE, IIapa3uTapHEIe,
SKEJIYIOYHO-KHUIIeUHbIe 3200 IeBAHMS;
TOPMOHKI; OILyXOJIEBEIE U KapIHNOMAPKEPHL;
LUATOKMHBI, aJIJIEPreHbl 1 JIp.

Tounasa ouaznocmura —
agpgpexmueroe neuerue!

Ham agpec: 630117, HoBocubupcr-117, a/s 492
Temn./paxe: (383) 227-73-60 (MHOrOKAHAJIHHBIN)
Temn.: (383) 332-37-10, 332-37-58, 332-36-34,
332-67-49, 332-67-52
E-mail: vbmarket@uvector-best.ru
Internet: www.vector-best.ru
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INTRODUCTION
Background

The protein encoded by IL-1a gene is a member of the interleukin 1 cytokine family. This
cytokine is a pleiotropic cytokine involved in various immune responses, inflammatory
processes, and hematopoiesis.

Assay principle

EliKine™ Human IL-1a ELISA Kit employs a two-site sandwich ELISA to quantitate
Human IL1a in samples. An antibody specific for Human IL1a has been pre-coated onto a
microplate. Standards and samples are pipetted into the wells and any Human IL1a
present is bound by the immobilized antibody. After removing any unbound substances, a
biotin-conjugated antibody specific for Human IL1a is added to the wells. After washing,
proprietary EliKine™ Streptavidin-HRP conjugates is added to the wells. Following a wash
to remove any unbound streptavidin-enzyme reagent, a substrate solution is added to the
wells and color develops in proportion to the amount of Human IL1a bound in the initial
step. The color development is stopped by Stop Solution and the intensity of the color is
measured.

Characteristics

* This Kit allows for the determination of Human IL1a concentrations in Human serum,
Plasma, cell culture supernates and other biological fluids.

* Detection range: 7.8 pg/mL - 500 pg/mL.

* The minimum detectable dose (MDD) of Human IL1a is typically less than 4 pg/mL.

* Four samples of known concentration were tested twenty times on one plate to assess
intra-assay precision. The CV (%)<<10%.

* Three samples of known concentration were tested in twenty separate assays to assess
inter-assay precision. Assays were performed by at least three technicians using two lots
of components. The CV (%) <<12%.

* To assess linearity of the assay, samples containing and/or spiked with high
concentrations of Human IL1a were diluted with the appropriate calibrator diluent to
produce samples with values within the dynamic range of the assay. Linear regression
analysis of samples versus the expected concentration yielded a correlation coefficient of
0.99.

* EliKine™ Human IL-1a ELISA Kit has high sensitivity and excellent specificity for
detection of Human IL1a. No significant cross-reactivity or interference between Human
IL1a and analogues was observed.

» The recovery of Human IL1a spiked to different levels in samples throughout the range
of the assay in various matrices was evaluated.

The recovery ranged from 98% to 116% with an overall mean recovery of 106%.
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PRODUCT INFORMATION

Materials supplied & Storage conditions

Store kit reagents at 2-8°C for 12 months. Remaining reagents should be returned to cold

storage at 4°C immediately after use.

Components 48T 96T Storage
Conditions
Human IL1a microplate 48 wells 96 wells 2-8°C
Human IL1a standard 1 (lyophilized) 2 (lyophilized) 2-8°C
Sample Diluent 3.5 mL (5x) 7 mL (5x%) 2-8°C
Assay Buffer 3.5 mL (5x) 7 mL (5x%) 2-8°C
Human IL1a Detect 60 uL (100x%) 120 pL (100x) 2.8°C
Antibody
Streptavidin-HRP 60 pL (100x) 120 pL (100x%) 2-8°C
HRP Substrate (TMB) 5mL 10 mL 2-8°C
Stop Solution 5mL 10 mL 2-8°C
Wash Buffer 25 mL (20x) 50 mL (20x) 2-8°C
Plate Covers 1 2 RT
Booklet 1 1 RT

Return unused wells to the foil pouch containing the desiccant pack. Reseal along entire
edge of the zip-seal. May be stored for up to 1 month at 2-8°C.

Other Materials Required, Not Supplied

* Microplate reader capable of measuring absorbance at 450 nm, with the correction
wavelength set at 540 nm or 570 nm.

* Pipettes and pipette tips.

* Deionized or distilled water.

» Squirt bottle, manifold dispenser, or automated microplate washer.

* 500 mL graduated cylinder.
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ASSAY PROTOCOL

Sample collection & storage

The sample collection and storage conditions listed below are intended as general
guidelines. Sample stability has not been evaluated.

Cell culture supernatants - Remove particulates by centrifugation and assay
immediately or aliquot and store samples at < -20°C. Avoid repeated freeze-thaw cycles.
Serum - Use a serum separator tube and allow samples to clot for 30 minutes at room
temperature before centrifugation for 15 minutes at 1000 x g. Remove serum and assay
immediately or aliquot and store samples at < -20°C. Avoid repeated freeze-thaw cycles.
Plasma - Collect plasma using EDTA, heparin, or citrate as an anticoagulant. Centrifuge
for 15 minutes at 1000 x g within 30 minutes of collection. Assay immediately or aliquot
and store samples at <-20°C. Avoid repeated freeze-thaw cycles.

Samples containing a visible precipitate must be clarified prior to use in the assay. Do not
use grossly hemolyzed or lipemic specimens.

Samples should be aliquoted and must be stored at -20°C to avoid loss of bioactive
Human IL1a. If samples are to be used within 24 hours, they may be stored at 2 to 8°C.
Avoid repeated freeze-thaw cycles. Prior to assay, the frozen sample should be brought to
room temperature slowly and mixed gently.

Reagent preparation

Bring all reagents to room temperature before use. If crystals have formed in the Buffer
Concentrates, warm them gently until they completely dissolved.

Note: The dilution of Wash Buffer and Sample Diluent/ Assay Buffer in the following
operation steps is based on 96T kit. If a 48T kit is used, please scale it down.

Wash Buffer - Pour entire contents (50 mL) of the Wash Buffer (20x) into a clean 1000
mL graduated cylinder. Bring to final volume of 1000 mL with glass-distilled or deionized
water. Mix gently to avoid foaming. Transfer to a clean wash bottle and store at 2 to 25°C.
Please note that Wash Buffer (1x) is stable for 30 days.

Sample Diluent/ Assay Buffer - Pour the entire contents (7 mL) of the Diluent (5x) into a
clean 100 mL graduated cylinder. Bring to final volume of 35 mL with distilled water. Mix
gently to avoid foaming. Store at 2 to 8°C. Please note that the Diluent (1x) is stable for 30
days.

HRP Substrate - The reagents should be ready within 15 minutes of use. Protect from
light. 100 uL of the solution is required per well.

Standard - Reconstitute the Human IL1a standard in 1mL of Sample Diluent for a
concentration of 500 pg/mL. Allow the standard to sit for a minimum of 15 minutes with
gentle agitation prior to making dilutions.

Add 500 pL of Sample Diluent to each of 6 tubes labeled 250, 125, 62.5, 31.25, 15.625
and 7.8 pg/mL of Human IL1a standard just as below.
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500 pL 500 pL 500 plL 500 pL 500 pL 500 pL

f\f\f\f\f\

iii@jv

500 62.5 31.25 15.625 7.8
pg/mL pg/mL pg/mL pg/mL pg/mL pg/mL pg/mL

Human IL1a Detect antibody - Mix well prior to making dilutions. Make a 1:100 dilution of
the concentrated detect antibody solution with Assay Buffer in a clean plastic tube as
needed according to the standards and samples. Detect antibody should be used within
30 minutes after dilution.

Streptavidin-HRP - Mix well prior to making dilutions. Make a 1:100 dilution of the
concentrated Streptavidin-HRP with Assay Buffer in a clean plastic tube as needed
according to the standards and samples. Streptavidin-HRP should be used within 30
minutes after dilution.

Sample Diluent - If your samples need to be diluted, Sample Diluent is used for dilution of
serum/plasma samples, while cell culture medium is used for dilution of cell culture
supernates.

Assay procedure

Bring all reagents and samples to room temperature before use. It is recommended that
all standards, samples, and controls be assayed in duplicate.

1. Prepare all reagents and working standards as directed in the previous sections.

2. Remove excess microplate strips from the plate frame, return them to the foil pouch
containing the desiccant pack, and reseal.

3. Add 100 pL of diluted standard and sample per well. Add 100 yL Sample Diluent to
Blank well. Cover with the adhesive strip provided. Incubate for 2 hours at room
temperature. A plate layout is provided for a record of standards and samples assayed.
4. Aspirate each well and wash, repeating the process twice for a total of three washes.
Wash by filling each well with Wash Buffer (250 uL) using a squirt bottle, multi-channel
pipette, manifold dispenser, or automatic washer. Complete removal of liquid at each step
is essential to good performance. After the last wash, remove any remaining Wash Buffer
by aspirating or decanting. Invert the plate and blot it against clean paper towels.

5. Add 100 pL of diluted Human IL1a detect antibody to each well. Cover with a new
adhesive strip. Incubate for 1 hour at room temperature.

6. Repeat the aspiration/wash as in step 4.
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7. Add 100 L of the working dilution of Streptavidin-HRP to each well. Cover the plate
and incubate for 30 minutes at room temperature. Avoid placing the plate in direct light.
8. Repeat the aspiration/wash process for five times as in step 4.

9. Add 100 pL of HRP Substrate (TMB) to each well. Incubate for 15 minutes at room
temperature. Protect from light.

10. Add 50 pL of Stop solution to each well. The color in the wells should change from
blue to yellow. If the color in the wells is green or if the color change does not appear
uniform, gently tap the plate to ensure thorough mixing.

11. Determine the optical density of each well within 30 minutes, using a microplate reader
set to 450 nm. If wavelength correction is available, set to 540 nm or 570 nm. If
wavelength correction is not available, subtract readings at 540 nm or 570 nm from the
readings at 450 nm. This subtraction will correct for optical imperfections in the plate.
Readings made directly at 450 nm without correction may be higher and less accurate.

DATA ANALYSIS
Calculation of results

Average the duplicate readings for each standard, control, and sample and subtract the
average zero standard optical density (O.D.).

Create a standard curve by reducing the data using computer software capable of
generating a four parameter logistic (4-PL) curve fit. As an alternative, construct a
standard curve by plotting the concentration on the x-axis against the mean absorbance
for each standard on the y-axis and draw a best fit curve through the points on the graph.
The data may be linearized by plotting the log of the Human IL1a concentrations versus
the log of the O.D. and the best fit line can be determined by regression analysis. This
procedure will produce an adequate but less precise fit of the data.

If samples have been diluted, the concentration read from the standard curve must be
multiplied by the dilution factor.

Typical data
The standard curve is provided for demonstration only. A standard curve should be

generated for each set of samples assayed.
Detection range: 7.8 pg/mL - 500 pg/mL

0O.D. Value

w0 100

Human IL1a standard (pg/mL)
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OTHER INFORMATION

Precautions

« Do not mix or substitute reagents with those from other lots or sources.

« It is important that the calibrator diluent selected for the standard curve be consistent
with the samples being assayed.

« If samples generate values higher than the highest standard, dilute the samples with the
appropriate calibrator diluent and repeat the assay.

« Any variation in standard diluent, operator, pipetting technique, washing technique,
incubation time or temperature, and kit age can cause variation in binding.

« This assay is designed to eliminate interference by other factors present in biological
samples. Until all factors have been tested in the ELISA Immunoassay, the possibility of
interference cannot be excluded.

« Reagents provided in this kit may be harmful if ingested, inhaled or absorbed through the
skin. Please carefully review the MSDS for each reagent before conducting the
experiment.

« Stop Solution contains 2N Sulfuric Acid (H2SO4) and is an extremely corrosive agent.
Please wear proper eye, hand and face protection when handling this material. When the
experiment is finished, be sure to rinse the plate with copious amounts of running water to
dilute the Stop Solution prior to disposing the plate.

* When mixing or reconstituting protein solutions, always avoid foaming.

* To avoid cross-contamination, change pipette tips between additions of each standard
level, between sample additions, and between reagent additions. Also, use separate
reservoirs for each reagent.

* To ensure accurate results, proper adhesion of plate sealers during incubation steps is
necessary.

* When using an automated plate washer, adding a 30 second soak period following the
addition of Wash Buffer, and/or rotating the plate 180 degrees between wash steps may
improve assay precision.

» Substrate solution should remain colorless until added to the plate. Keep Substrate
solution protected from light. Substrate solution should change from colorless to
gradations of blue.

 Stop Solution should be added to the plate in the same order as the Substrate solution.
The color developed in the wells will turn from blue to yellow upon addition of the Stop
Solution. Wells that are green in color indicate that the Stop Solution has not mixed
thoroughly with the Substrate solution.
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Troubleshooting

Problem

Cause

Suggested Solution

Poor standard
curve

Inaccurate Pipetting.

Check pipettes.

Improper standard
dilution.

Prior to opening, briefly spin the stock
standard tube and dissolve the powder
thoroughly by gentle mixing.

Low Signal Incubation times too Ensure sufficient incubation times; increase
short. to 2 or 3 hours standard/sample incubation.
Inadequate reagent Check pipettes and ensure correct
volumes or improper preparation.
dilution.
Incubation times with Ensure sufficient incubation time until blue
TMB too short. color develops prior addition of Stop

solution.
Large CV Plate is insufficiently Review manual for proper wash technique.

Washed.

If using a plate washer, Large CV check all
ports for obstructions.

Contaminated wash
buffer.

Prepare fresh wash buffer.

Low sensitivity

Improper storage of the
ELISA Kkit.

Store your reconstituted standards at -20°C
(avoid repeated freeze-thaw cycles), all
other assay components 4°C. Keep TMB
Development Solution protected from light.

Stop solution.

Stop solution should be added to each well
before measurement.

Precipitate in

Precipitation and/or

Precipitate can be removed by gently

Diluent coagulation of warming the Diluent to 37°C.

components within the

Diluent.
High Plate is insufficiently Review the manual for proper wash. If using
background washed. a plate washer, check that all ports are

unobstructed.

Contaminated wash
buffer.

Make fresh wash buffer.

Abbkine, Inc
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EliKine™ Human TGF-1 ELISA
Kit Booklet
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INTRODUCTION
Background

TGF-( is capable of producing a variety of effects and virtually all cell types respond to
this factor in some way. The inappropriate presence of active TGF-B1 has been implicated
in a variety of pathological conditions Because of the necessity for regulating its activity
tightly, TGF-J is secreted by cells in the form of an inactive complex.

Assay principle

EliKine™ Human TGF-B1 ELISA Kit employs a two-site sandwich ELISA to quantitate
Human TGF-B1 in samples. An antibody specific for Human TGF-1 has been pre-coated
onto a microplate. Standards and samples are pipetted into the wells and any Human
TGF-B1 present is bound by the immobilized antibody. After removing any unbound
substances, a biotin-conjugated antibody specific for Human TGF-1 is added to the wells.
After washing, proprietary EliKine™ Streptavidin-HRP conjugates is added to the wells.
Following a wash to remove any unbound streptavidin-enzyme reagent, a substrate
solution is added to the wells and color develops in proportion to the amount of Human
TGF-B1 bound in the initial step. The color development is stopped by Stop Solution and
the intensity of the color is measured.

Characteristics

* This Kit allows for the determination of Human TGF-B1 concentrations in Human serum,
Plasma, cell culture supernates and other biological fluids.

* Detection range: 15.63 pg/mL - 1000 pg/mL.

* The minimum detectable dose (MDD) of Human TGF-B1 is typically less than 8 pg/mL.
* Four samples of known concentration were tested twenty times on one plate to assess
intra-assay precision. The CV (%)<<10%.

» Three samples of known concentration were tested in twenty separate assays to assess
inter-assay precision. Assays were performed by at least three technicians using two lots
of components. The CV (%) <<12%.

* To assess linearity of the assay, samples containing and/or spiked with high
concentrations of Human TGF-$1 were diluted with the appropriate calibrator diluent to
produce samples with values within the dynamic range of the assay. Linear regression
analysis of samples versus the expected concentration yielded a correlation coefficient of
0.99.

* EliKine™ Human TGF-B1 ELISA Kit has high sensitivity and excellent specificity for
detection of Human TGF-B1. No significant cross-reactivity or interference between
Human TGF-1 and analogues was observed.

* The recovery of Human TGF-B1 spiked to different levels in samples throughout the
range of the assay in various matrices was evaluated.

The recovery ranged from 98% to 116% with an overall mean recovery of 106%.

1
Abbkine, Inc « China < www.abbkine.com <« support@abbkine.com
Not for further distribution without written consent. Copyright © Abbkine, Inc.



PRODUCT INFORMATION

Materials supplied & Storage conditions

Store kit reagents at 2-8°C for 12 months. Remaining reagents should be returned to cold

storage at 4°C immediately after use.

Components 48T 96T Storage
Conditions
Human TGF-B1 microplate | 48 wells 96 wells 2-8°C
Human TGF-31 standard 1 (lyophilized) 2 (lyophilized) 2-8°C
Sample Diluent 3.5 mL (5x) 7 mL (5x%) 2-8°C
Assay Buffer 3.5 mL (5x) 7 mL (5x%) 2-8°C
Human TGF-1 Detect 60 uL (100x) 120 pL (100x) 2.8°C
Antibody
Streptavidin-HRP 60 L (100x) 120 uL (100x%) 2-8°C
HRP Substrate (TMB) 5mL 10 mL 2-8°C
Stop Solution 5mL 10 mL 2-8°C
Wash Buffer 25 mL (20x) 50 mL (20x) 2-8°C
Plate Covers 1 2 RT
Booklet 1 1 RT

Return unused wells to the foil pouch containing the desiccant pack. Reseal along entire
edge of the zip-seal. May be stored for up to 1 month at 2-8°C.

Other Materials Required, Not Supplied

* Microplate reader capable of measuring absorbance at 450 nm, with the correction
wavelength set at 540 nm or 570 nm.

* Pipettes and pipette tips.

* Deionized or distilled water.

* Squirt bottle, manifold dispenser, or automated microplate washer.

* 500 mL graduated cylinder.
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ASSAY PROTOCOL

Sample collection & storage

The sample collection and storage conditions listed below are intended as general
guidelines. Sample stability has not been evaluated.

Cell culture supernatants - Remove particulates by centrifugation and assay
immediately or aliquot and store samples at < -20°C. Avoid repeated freeze-thaw cycles.
Serum - Use a serum separator tube and allow samples to clot for 30 minutes at room
temperature before centrifugation for 15 minutes at 1000 x g. Remove serum and assay
immediately or aliquot and store samples at < -20°C. Avoid repeated freeze-thaw cycles.
Plasma - Collect plasma using EDTA, heparin, or citrate as an anticoagulant. Centrifuge
for 15 minutes at 1000 x g within 30 minutes of collection. Assay immediately or aliquot
and store samples at <-20°C. Avoid repeated freeze-thaw cycles.

Samples containing a visible precipitate must be clarified prior to use in the assay. Do not
use grossly hemolyzed or lipemic specimens.

Samples should be aliquoted and must be stored at -20°C to avoid loss of bioactive
Human TGF-B1. If samples are to be used within 24 hours, they may be stored at 2 to 8°C.
Avoid repeated freeze-thaw cycles. Prior to assay, the frozen sample should be brought to
room temperature slowly and mixed gently.

Most samples will require acid-treatment and neutralization to remove LAP from TGF-f31
prior to evaluation in this assay. Samples should be tested in the assay immediately after
acid treatment and neutralization.Due to high circulating levels of TGF-B1 present in
normal donors, it is recommended that acid-treated serum and plasma samples be diluted
at least 5-fold prior to evaluation in this assay. This dilution is not required if measurement
of naturally occuring free TGF-1 is desired, as those levels will be much lower.

Reagent preparation

Bring all reagents to room temperature before use. If crystals have formed in the Buffer
Concentrates, warm them gently until they completely dissolved.

Note The dilution of Wash buffer and Sample Diluent/ Assay buffer in the following
operation steps is based on 96T kit. If a 48T kit is used, please scale it down.

Wash Buffer - Pour entire contents (50 mL) of the Wash buffer (20x) into a clean 1000 mL
graduated cylinder. Bring to final volume of 1000 mL with glass-distilled or deionized water.
Mix gently to avoid foaming. Transfer to a clean wash bottle and store at 2 to 25°C. Please
note that Wash buffer (1x) is stable for 30 days.

Sample Diluent/ Assay Buffer - Pour the entire contents (7 mL) of the Diluent (5x) into a
clean 100 mL graduated cylinder. Bring to final volume of 35 mL with distilled water. Mix
gently to avoid foaming. Store at 2 to 8°C. Please note that the Diluent (1x) is stable for 30
days.

HRP Substrate - The reagents should be ready within 15 minutes of use. Protect from
light. 100 uL of the solution is required per well.

Standard - Reconstitute the Human TGF-f1 standard in 1 mL of Sample Diluent for a
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concentration of 1000 pg/mL. Allow the standard to sit for a minimum of 15 minutes with
gentle agitation prior to making dilutions.

Add 500 uL of Sample Diluent Buffer to each of 6 tubes labeled 500, 250, 125, 62.5, 31.25
and 15.63 pg/mL of Human TGF-B1 standard just as below.

500 pL 500 pL 500 pL 500 pL 500 pL 500 pL
N _ N N N N Yy
Standard oo —— " ey —
=
i ' o/ O
1000 500 250 125 62.5 31.25 15.63
pg/mL pg/mL pg/mL pg/mL pg/mL pg/mL pg/mL

Human TGF-B1 Detect Antibody - Mix well prior to making dilutions. Make a 1:100
dilution of the concentrated detect antibody solution with Assay buffer in a clean plastic
tube as needed according to the standards and samples. Detect antibody should be used
within 30 minutes after dilution.

Streptavidin-HRP - Mix well prior to making dilutions. Make a 1:100 dilution of the
concentrated Streptavidin-HRP with Assay buffer in a clean plastic tube as needed
according to the standards and samples. Streptavidin-HRP should be used within 30
minutes after dilution.

Sample Diluent - If your samples need to be diluted, Sample diluent is used for dilution of
serum/plasma samples, while cell culture medium is used for dilution of cell culture
supernates. The Sample diluent provided in this assay contains Bovine serum
albumin (BSA) when diluted to its working concentration. BSA may contains bovine
TGF-B1, which is detectable in this ELISA. It is recommended that a sample of
prepared 1xSample diluent be acidified and neutralized, as described in the "Assay
procedure” section of the protocol, then run in the ELISA to quantify basal levels of
bovine TGF-B1 present in the diluent. This value can be subtracted from any
samples diluted in this buffer after analysis.

Assay procedure

Bring all reagents and samples to room temperature before use. It is recommended that
all standards, samples, and controls be assayed in duplicate.

1. Prepare all reagents and working standards as directed in the previous sections.

2. Remove excess microplate strips from the plate frame, return them to the foil pouch
containing the desiccant pack, and reseal.

3. Acid Activation of Samples: To activate latent TGF-$1 to the immunoreactive form, the
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samples (but not standards) must be acidified, and then neutralized. Animal serum used
in culture media may contain high levels of latent TGF-1, so controls should be run to
determine baseline concentrations of TGF-1 in culture media.

- Tissue culture supernatants: Per 100 ul of sample, add 20 ul of 1N HCI; incubate 10
minutes at room temperature, then neutralize with 20 ul of 1N NaOH. When calculating
final sample concentration, correct to the dilution factor of 1.4.

- Serum or plasma: Dilute 1:5 in PBS*, then treat as above for supernatants.

4. Add 100 pL of diluted standard and sample per well. Add 100 yL Sample Diluent to
Blank well. Cover with the adhesive strip provided. Incubate for 2 hours at room
temperature. A plate layout is provided for a record of standards and samples assayed.
5. Aspirate each well and wash, repeating the process twice for a total of three washes.
Wash by filling each well with Wash buffer (250 pL) using a squirt bottle, multi-channel
pipette, manifold dispenser, or automatic washer. Complete removal of liquid at each step
is essential to good performance. After the last wash, remove any remaining Wash buffer
by aspirating or decanting. Invert the plate and blot it against clean paper towels.

6. Add 100 pL of diluted Human TGF-B1 detect antibody to each well. Cover with a new
adhesive strip. Incubate for 1 hour at room temperature.

7. Repeat the aspiration/wash as in step 4.

8. Add 100 L of the working dilution of Streptavidin-HRP to each well. Cover the plate
and incubate for 30 minutes at room temperature. Avoid placing the plate in direct light.
9. Repeat the aspiration/wash process for five times as in step 4.

10. Add 100 uL of HRP Substrate (TMB) to each well. Incubate for 15 minutes at room
temperature. Protect from light.

11. Add 50 pL of Stop solution to each well. The color in the wells should change from blue
to yellow. If the color in the wells is green or if the color change does not appear uniform,
gently tap the plate to ensure thorough mixing.

12. Determine the optical density of each well within 30 minutes, using a microplate
reader set to 450 nm. If wavelength correction is available, set to 540 nm or 570 nm. If
wavelength correction is not available, subtract readings at 540 nm or 570 nm from the
readings at 450 nm. This subtraction will correct for optical imperfections in the plate.
Readings made directly at 450 nm without correction may be higher and less accurate.

DATA ANALYSIS
Calculation of results

Average the duplicate readings for each standard, control, and sample and subtract the
average zero standard optical density (O.D.).

Create a standard curve by reducing the data using computer software capable of
generating a four parameter logistic (4-PL) curve fit. As an alternative, construct a
standard curve by plotting the concentration on the x-axis against the mean absorbance
for each standard on the y-axis and draw a best fit curve through the points on the graph.
The data may be linearized by plotting the log of the Human TGF-31 concentrations
versus the log of the O.D. and the best fit line can be determined by regression analysis.
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This procedure will produce an adequate but less precise fit of the data.
If samples have been diluted, the concentration read from the standard curve must be

multiplied by the dilution factor.

Typical data

The standard curve is provided for demonstration only. A standard curve should be
generated for each set of samples assayed.
Detection range: 15.63 pg/mL - 1000 pg/mL

0O.D. Value
q

‘,
.
-

100 1000

Human TGF-B1 standard (pg/mL)

(=3
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OTHER INFORMATION

Precautions

« Do not mix or substitute reagents with those from other lots or sources.

« It is important that the calibrator diluent selected for the standard curve be consistent
with the samples being assayed.

« If samples generate values higher than the highest standard, dilute the samples with the
appropriate calibrator diluent and repeat the assay.

« Any variation in standard diluent, operator, pipetting technique, washing technique,
incubation time or temperature, and kit age can cause variation in binding.

« This assay is designed to eliminate interference by other factors present in biological
samples. Until all factors have been tested in the ELISA Immunoassay, the possibility of
interference cannot be excluded.

« Reagents provided in this kit may be harmful if ingested, inhaled or absorbed through the
skin. Please carefully review the MSDS for each reagent before conducting the
experiment.

« Stop Solution contains 2N Sulfuric Acid (H2SO4) and is an extremely corrosive agent.
Please wear proper eye, hand and face protection when handling this material. When the
experiment is finished, be sure to rinse the plate with copious amounts of running water to
dilute the Stop Solution prior to disposing the plate.

* When mixing or reconstituting protein solutions, always avoid foaming.

* To avoid cross-contamination, change pipette tips between additions of each standard
level, between sample additions, and between reagent additions. Also, use separate
reservoirs for each reagent.

« To ensure accurate results, proper adhesion of plate sealers during incubation steps is
necessary.

* When using an automated plate washer, adding a 30 second soak period following the
addition of Wash Buffer, and/or rotating the plate 180 degrees between wash steps may
improve assay precision.

* Substrate solution should remain colorless until added to the plate. Keep Substrate
solution protected from light. Substrate solution should change from colorless to
gradations of blue.

« Stop Solution should be added to the plate in the same order as the Substrate solution.
The color developed in the wells will turn from blue to yellow upon addition of the Stop
Solution. Wells that are green in color indicate that the Stop Solution has not mixed
thoroughly with the Substrate solution.
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Troubleshooting

Problem

Cause

Suggested Solution

Poor standard
curve

Inaccurate Pipetting.

Check pipettes.

Improper standard
dilution.

Prior to opening, briefly spin the stock
standard tube and dissolve the powder
thoroughly by gentle mixing.

Low Signal Incubation times too Ensure sufficient incubation times; increase
short. to 2 or 3 hours standard/sample incubation.
Inadequate reagent Check pipettes and ensure correct
volumes or improper preparation.
dilution.
Incubation times with Ensure sufficient incubation time until blue
TMB too short. color develops prior addition of Stop

solution.
Large CV Plate is insufficiently Review manual for proper wash technique.

Washed.

If using a plate washer, Large CV check all
ports for obstructions.

Contaminated wash
buffer.

Prepare fresh wash buffer.

Low sensitivity

Improper storage of the
ELISA kit.

Store your reconstituted standards at -20°C
(avoid repeated freeze-thaw cycles), all
other assay components 4°C. Keep HRP
Substrate (TMB) protected from light.

Stop solution.

Stop solution should be added to each well
before measurement.

Precipitate in

Precipitation and/or

Precipitate can be removed by gently

Diluent coagulation of warming the Diluent to 37°C.

components within the

Diluent.
High Plate is insufficiently Review the manual for proper wash. If using
background washed. a plate washer, check that all ports are

unobstructed.

Contaminated wash
buffer.

Make fresh wash buffer.
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Human Toll-like Receptor 4 (TLR4)
ELISA Kit Booklet

Iltem NO. Product Name
KTE60314 Human Toll-like Receptor 4 (TLR4) ELISA Kit
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INTRODUCTION
Background

TLR 4 is a member of the Toll-like receptor (TLR) family which plays a fundamental role in
pathogen recognition and activation of innate immunity. TLRs are highly conserved from
Drosophila to humans and share structural and functional similarities. They recognize
pathogen-associated molecular patterns (PAMPS) that are expressed on infectious agents,
and mediate the production of cytokines necessary for the development of effective
immunity. The various TLRs exhibit different patterns of expression. This receptor is most
abundantly expressed in placenta, and in myelomonocytic subpopulation of the
leukocytes.

Assay principle

Human Toll-like Receptor 4 (TLR4) ELISA Kit employs a two-site sandwich ELISA to
quantitate TLR4 in samples. An antibody specific for TLR4 has been pre-coated onto a
microplate. Standards and samples are pipetted into the wells and any TLR4 present is
bound by the immobilized antibody. After removing any unbound substances,
HRP-Conjugated Human TLR4 detection antibody is added to the wells. Following a wash
to remove any unbound HRP reagent, a Chromogen solution is added to the wells and
color develops in proportion to the amount of TLR4 bound in the initial step. The color
development is stopped and the intensity of the color is measured.

Characteristics

« This Kit allows for the determination of TLR4 concentrations in Human serum, cell
culture supernates and other biological fluids.

« Detection range: 1 ng/mL - 16 ng/mL.

o The minimum detectable dose (MDD) of Human TLR4 is typically less than 0.1 ng/mL.

« Four samples of known concentration were tested twenty times on one plate to assess
intra-assay precision. The CV (%)<<9%.

« Three samples of known concentration were tested in twenty separate assays to
assess inter-assay precision. Assays were performed by at least three technicians
using two lots of components. The CV (%) <<11%.

« To assess linearity of the assay, samples containing and/or spiked with high
concentrations of Human TLR4 were diluted with the appropriate calibrator diluent to
produce samples with values within the dynamic range of the assay. Linear regression
analysis of samples versus the expected concentration yielded a correlation coefficient
of 0.99.

« Human Toll-like Receptor 4 (TLR4) ELISA Kit has high sensitivity and excellent
specificity for detection of Human TLR4. No significant cross-reactivity or interference
between Human TLR4 and analogues was observed.
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PRODUCT INFORMATION

Materials supplied & Storage conditions

Store kit reagents at 2-8 °C for 12 months. Immediately after use remaining reagents

should be returned to cold storage at 4 °C.

components 48T 96T Storage
conditions
Human TLR4 microplate | 48 wells 96 wells 2-8 °C!
Human TLR4 standard 0.5 mL 0.5 mL 2-8°C
HRP-Conjugated Human .
TLR4 detection antibody 3 ml 6mL 28°C
Standard diluent 1.5mL 1.5mL 2-8°C
Sample diluent 3 mL 6 mL 2-8°C
Chromogen solution A 3 mL 6 mL 2-8°C
Chromogen solution B 3 mL 6 mL 2-8°C
Stop solution 3mL 6 mL 2-8°C
Wash buffer 20 mL (20x) 20 mL (30x) 2-8°C
Plate covers 1 2 RT
Booklet 1 1 RT

1 Return unused wells to the foil pouch containing the desiccant pack. Reseal along entire edge of the
zip-seal. May be stored for up to 1 month at 2-8 °C.

Other supplies required

o 37 °C incubator.

« Standard microplate reader capable of measuring absorbance at 450 nm.
« Precision pipettes, disposable pipette tips and Absorbent paper.

« Distilled or deionized water.
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ASSAY PROTOCOL

Sample collection & storage

The sample collection and storage conditions listed below are intended as general
guidelines. Sample stability has not been evaluated.

Tissue homogenates - For general information, hemolysis blood may affect the result, so
you should rinse the tissues with ice-cold PBS (0.01M, pH=7.4) to remove excess blood
thoroughly. Tissue pieces should be weighed and then minced to small pieces which will
be homogenized in PBS with a glass homogenizer on ice. (The volume depends on the
weight of the tissue, 9mL PBS would be appropriate to 1 gram tissue pieces. Some
protease inhibitor is recommended to add into the PBS.) To further break the cells, you
can sonicate the suspension with an ultrasonic cell disrupter or subject it to freeze-thaw
cycles. The homogenates are then centrifugated for 5 minutes at 5000xg to collect the
supernate.

Cell culture supernatants and other biological fluids - Centrifuge samples for 20
minutes at 1000xg. Remove particulates and assay immediately or store samples in
aliquot at -20 °C or -80 °C for later use. Avoid repeated freeze/thaw cycles.

Serum - Use a serum separator tube and allow samples to clot for two hours at room
temperature or overnight at 4 °C before centrifugation for 20 minutes at approximately
1000xg. Assay freshly prepared serum immediately or store samples in aliquot at -20 °C
or -80 °C for later use. Avoid repeated freeze/thaw cycles.

Plasma - Collect plasma using EDTA or heparin as an anticoagulant. Centrifuge samples
for 15 minutes at 1000xg at 2-8 °C within 30 minutes of collection. Remove plasma and
assay immediately or store samples in aliquot at -20 °C or -80 °C for later use. Avoid
repeated freeze/thaw cycles.

Note: Samples should be centrifugated adequately and no hemolysis or granule was
allowed.

Reagent preparation

Bring all reagents to room temperature before use. If crystals were formed in the Buffer
Concentrates, warm them gently until they completely dissolved.

Wash buffer - Dilute with Distilled or deionized water 1:20 (48T) /1:30 (96T).

Standard - Pipette 150 uL of Standard Diluent into each tube. Use the stock solution to
produce a 2-fold dilution series (below). Mix each tube thoroughly before the next transfer.
The undiluted Standard serves as the high standard.
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150 pL 150 pL 150 pL 150 pL 150 pL

N N N

Standard — ——
| -\ i U
i —/ /

32 ng/mL 16 ng/mL  8ng/mL 4 ng/mL 2 ng/mL 1 ng/mL

-

Note: If samples generate values higher than the highest standard, please dilute the
samples with Sample Diluent and repeat the assay.

Assay procedure

© ®©® N o

11.

Prepare all reagents before starting assay procedure. It is recommended that all
Standards and Samples be added in duplicate to the microplate.

Add standard: Set Standard wells, testing sample wells. Add diluted standard 50 uL to
standard well.

Add Sample: Add sample diluent 40 pL to testing sample well. Then add sample 10 uL
to testing sample well, Blank well doesn’t add anything.

Cover with a plate cover and incubate for 45 minutes at 37 °C.

Aspirate each well and wash, repeating the process four times for a total of five
washes, 1-3 minutes per time. Wash by filling each well with Wash buffer (250 uL)
using a squirt bottle, manifold dispenser or autowasher. Complete removal of liquid at
each step is essential to good performance. After the last wash, remove any remaining
Wash buffer by aspirating or decanting. Invert the plate and blot it against clean paper
towels.

Add HRP-Conjugated detection antibody 50 pL to each well, except blank well.

Cover with plate cover. Incubate for 30 minutes at 37 °C.

Repeat the aspiration/wash process for five times as in step 5.

Add chromogen solution A 50 uL and chromogen solution B 50 L to each well. Gently
mix and incubate for 15 minutes at 37°C. Protect from light.

. Add 50 uL Stop Solution to each well. The color in the wells should change from blue

to yellow. If the color in the wells is green or the color change does not appear uniform,
gently tap the plate to ensure thorough mixing.

Read the Optical Density (O.D.) at 450 nm using a microtiter plate reader within 15
minutes.
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DATA ANALYSIS
Calculation of results

Average the duplicate readings for each standard, control, and sample and subtract the
average blank well optical density (O.D.).

Create a standard curve by reducing the data using computer software capable of
generating a four parameter logistic (4-PL) curve fit. As an alternative, construct a
standard curve by plotting the mean absorbance for each standard on the x-axis against
the concentration for each standard on the y-axis and draw a best fit curve through the
points on the graph. The data may be linearized by plotting the log of the Human TLR4
concentrations versus the log of the O.D. and the best fit line can be determined by
regression analysis. This procedure will produce an adequate but less precise fit of the
data.

If samples have been diluted, the concentration read from the standard curve must be
multiplied by the dilution factor.

Typical data

The standard curve is provided for demonstration only. A standard curve should be
generated for each set of samples assayed.
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PRECAUTIONS

Do not mix or substitute reagents with those from other lots or sources.

« This assay is designed to eliminate interference by other factors present in biological
samples. Until all factors have been tested in the ELISA Immunoassay, the possibility
of interference cannot be excluded.

« Any variation in standard diluent, operator, pipetting technique, washing technique,
incubation time or temperature, and kit age can cause variation in binding.

« When mixing or reconstituting protein solutions, always avoid foaming.

« To avoid cross-contamination, change pipette tips between additions of each standard
level, between sample additions, and between reagent additions. Also, use separate
reservoirs for each reagent.

« To ensure accurate results, proper adhesion of plate sealers during incubation steps is
necessary.

« When using an automated plate washer, adding a 30 second soak period following the
addition of Wash Buffer, and/or rotating the plate 180 degrees between wash steps
may improve assay precision.

« Chromogen Solution is easily contaminated. If bluish prior to use, do not use.

« Stop Solution should be added to the plate in the same order as the Chromogen
solution. The color developed in the wells will turn from blue to yellow upon addition of
the Stop Solution. Wells that are green in color indicate that the Stop Solution has not
mixed thoroughly with the Chromogen solution.

« Serum and plasma should be handled as potentially hazardous and capable of
transmitting disease. Disposable gloves must be worn during the assay procedure,
since no known test method can offer complete assurance that products derived from
Rat blood will not transmit infectious agents. Therefore, all blood derivatives should be
considered potentially infectious and good laboratory practices should be followed.

« All samples should be disposed of in a manner that will inactivate viruses.

« Liquid Waste: Add sodium hypochlorite to a final concentration of 1.0%. The waste

should be allowed to stand for a minimum of 30 minutes to inactivate the viruses before

disposal.
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EliKine™ Human TGF-B1 ELISA Kit

Product Information

Product name

EliKine™ Human TGF-B1 ELISA Kit
Reactivity

Human, Mouse, Rat

Applications

ELISA

Application notes

EliKine™ Human TGF-31 ELISA Kit employs a two-site sandwich ELISA to quantitate
TGF-B1 in samples. An antibody specific for TGF-B1 has been pre-coated onto a
microplate. Standards and samples are pipetted into the wells and any TGF-1 present
is bound by the immobilized antibody. After removing any unbound substances, a biotin-
conjugated antibody specific for TGF-B1 is added to the wells. After washing,
proprietary EliKine™ Streptavidin-HRP conjugates is added to the wells. Following a
wash to remove any unbound streptavidin-enzyme reagent, a substrate solution is
added to the wells and color develops in proportion to the amount of TGF-1 bound in
the initial step. The color development is stopped and the intensity of the color is
measured.

Detection method

Colorimetric

Sample type

Cell culture supernatants, Other biological fluids, Plasma, Serum
Assay type

Sandwich ELISA (quantitative)



Assay duration

Multiple steps standard sandwich ELISA assay with a working time of 3-5 hours. It
depends on the experience of the operation person.
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Fig.1. Human TGF-B1 Standard Curve.
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Fig.2. EliKine™ Human TGF-B1 ELISA Kit is a sandwich ELISA to quantitate TGFB1 in
samples.

Product Properties


https://www.abbkine.com/file/img/KET6030.png
https://www.abbkine.com/file/img/elisa-kit.jpg

Kit components

* Human TGF-31 microplate

* Human TGF-B1 standard

* Human TGF-B1 detect antibody
* EliKine™ Streptavidin-HRP
 Standard diluent

* Assay buffer

* HRP substrate

* Stop solution

» Wash buffer

* Plate covers.

Features & Benefits

EliKine™ Human TGF-31 ELISA Kit has high sensitivity and excellent specificity for
detection of Human TGF-B1. No significant cross-reactivity or interference between
Human TGF-31 and analogues was observed.

Calibration range
15.6 pg/ml-1000 pg/mi
Limit of detection

8 pg/mL

Usage notes

» Do not mix components from different kit lots or use reagents beyond the kit expiration
date.

* Allow all reagents to warm to room temperature for at least 30 minutes before opening.
* Pre-rinse the pipet tip with reagent, use fresh pipet tips for each sample, standard and

reagent to avoid contamination.

» Unused wells must be kept desiccated at 4 °C in the sealed bag provided.

» Mix Thoroughly is very important for the result. It is recommended using low frequency



oscillator or slight hand shaking every 10 minutes.
* It is recommended that all samples and standards be assayed in duplicate or triplicate.

Storage instructions

The unopened kit should be stored at 2 - 8°C. After opening, please store refer to
protocols.

Shipping
Gel pack with blue ice.
Precautions

The product listed herein is for research use only and is not intended for use in human
or clinical diagnosis. Suggested applications of our products are not recommendations
to use our products in violation of any patent or as a license. We cannot be responsible
for patent infringements or other violations that may occur with the use of this product.

Additional Information

Background

TGF-B is capable of producing a variety of effects and virtually all cell types respond to
this factor in some way. The inappropriate presence of active TGF-1 has been
implicated in a variety of pathological conditions Because of the necessity for regulating
its activity tightly, TGF-f is secreted by cells in the form of an inactive complex. This
complex consists of TGF-B1 associated non-covalently with a protein designated the
latency associated peptide (LAP). TGF-B1 and LAP represent components of a pro-
peptide that is cleaved in a post-golgi compartment prior to secretion. LAP and TGF-$1
each consist of a disulfide-linked homodimer and the association of these two
components renders TGF-1 inactive and inaccessible to anti-TGF-f3 antibodies.

Gene ID

Alternative names

TGFB1; CED; DPD1; LAP; TGFB; TGFbeta; TGF-beta 1 protein; latency-associated


https://www.ncbi.nlm.nih.gov/gene/7040

appliedbiosystems

PRODUCT INFORMATION SHEET

POP-4™, POP-6", and POP-7" Polymer for 3500/3500xL Genetic

Analyzers

Catalog Number A26070, 4393715, 4393710, A26071, 4393717, 4393712, A26073, 4393708, 4393714

Pub. No. 4408234 Rev. F

ltem Cat. no. Cat. no. Cat. no. Storage
(96 samples) (384 samples) (960 samples) (for all polymers)
POP-4™ Polymer A26070 4393715 11! 4393710 1) 2°C to 8°C
POP-6" Polymer A26071 4393717 4393712
POP-7" Polymer A26073 4393708 4393714

' The polymer has been validated for HID applications.

WARNING! Read the Safety Data Sheets (SDSs) and follow the handling instructions. Wear appropriate protective eyewear, clothing, and
gloves. Safety Data Sheets (SDSs) are available from thermofisher.com/support.

Product description

The polymer is the separation matrix for capillary electrophoresis. It is supplied as a ready-to-use pouch with a radio frequency identification
(RFID) tag incorporated into the label. The instrument uses the RFID tag to track polymer usage and expiration.

Expiration date/on-instrument supported limits

The on-instrument life is determined by the limit that is reached first—number of days after first installation, samples run, injections performed, or
expiry date. Usage is tracked by the system software.

IMPORTANT! The usage limits are determined by the system software. The limits shown below are for Data Collection Software v3.1. If you are
running v3.0 or earlier, refer to the user guide provided with the software or instrument.

IMPORTANT! For the POP-4" and POP-7" Polymers (Cat. nos. A26070, 4393715, 4393710, A26073, 4393708, and 4393714), the on-instrument
supported limit is 14 days only when the instrument operating temperature is 15 to < 25°C. When the instrument operating temperature is > 25°C,
the supported limit is 7 days.

For the POP-6 Polymers (Cat. nos. A26071, 4393717, and 4393712), the on-instrument supported limit is 14 days when the instrument operating
temperature is 15 to 30°C.

. On-instrument supported limits["] o
Pouch size Instrument Guidelines
Lower of:
96 samples 8-capillary 14 days, 96 samples, 12 injections, or expiry date The polymer has been verified for use for up to 14 days on
24-capillary 14 days, 96 samples, 5 injections, or expiry date the instrument.
- — - The software displays a warning message when a usage
384 samples 8-capillary 14 days, 384 samples, 60 injections, or expiry date limit is met and allows you to continue running. Before
24-capillary 14 days, 384 samples, 20 injections, or expiry date doing so, see “Important notice regarding use of
consumables that exceed supported limits” on page 2.
960 samples 8-capillary 14 days, 960 samples, 120 injections, or expiry date
24-capillary 14 days, 960 samples, 50 injections, or expiry date

11 The pouch has adequate polymer to support the stated number of samples or injections, plus additional volume to accommodate installation and wizard operations. Multiple
pouch installations and/or excessive use of wizards reduce the number of remaining samples and injections. For example, if you run the total bubble remove option in the
Remove Bubbles wizard more than four times, the number of remaining samples and injections is reduced.

Precautions for use

¢ Do not reuse a polymer pouch that has been installed on another type of instrument. For example, if you remove a partially used polymer
pouch from an 8-capillary instrument, do not reuse that polymer on a 24-capillary instrument.

¢ If you remove a polymer pouch for storage (2-8°C), place a pouch cap (Cat. no. 4412619) onto the pouch, then place an empty pouch (or
conditioning reagent) on the connector to prevent desiccation of any residual polymer on the connector. Follow the instructions in the wizard to
ensure proper operation of the pouch and the instrument.

ThermoFisher

For Research Use Only. Not for use in diagnostic procedures. SCIENTIFIC


http://thermofisher.com/support

Replenish polymer or change polymer type

1. Check the expiration date on the label to ensure that the polymer is not expired and will not expire during intended use.

IMPORTANT! Do not use if the product is expired, if the pouch or label is damaged, or if the top seal is missing or damaged.

2. Allow the refrigerated polymer to equilibrate to ambient temperature (15-30°C) before use.

3. In the Dashboard, click Wizards, then click Replenish Polymer (requires 10 to 20 minutes) or Change Polymer Type (requires 60 to
70 minutes).

4. Follow the prompts in the Wizard window.

5. When instructed to install the polymer, peel off the seal at the top of the pouch fitment.

Note: You may notice a tiny droplet of polymer inside the fitment (residual from the pouch filling process). This is not expected to cause any
performance issues.

6. With the RFID label facing the instrument, slide the pouch fitment onto the slot of the lever assembly. Push the lever up to snap the pouch into
the connector end of the instrument pump.

Note: The RFID label must face the instrument (away from you) to ensure that the RFID information is read accurately by the instrument.
7. In the Dashboard, click Refresh, then check the Quick View section for the updated polymer status.

Refer to the instrument user guide for instructions on initiating the runs.

Important notice regarding use of consumables that exceed supported limits

BEFORE DISMISSING THE WARNING THAT THE CONSUMABLES HAVE REACHED SUPPORTED LIMITS AND CONTINUING WITH
OPERATION OF THE INSTRUMENT, PLEASE READ AND UNDERSTAND THE FOLLOWING IMPORTANT NOTICE AND
INFORMATION:

Life Technologies does not recommend the use of consumables that exceed supported limits. The recommended limits are designed to promote the
production of high quality data and minimize instrument downtime. Reagent and consumable lifetime minimum performance are based on testing
and studies that use reagents and consumables that have not exceeded supported limits.

The use of consumables beyond the supported limits may impact data quality or cause damage to the instrument or capillary array. The cost of
repairing such damage is NOT covered by any Life Technologies product warranty or service plan. Customer use of expired consumables is at
customer's own risk and without recourse to Life Technologies. For example, product warranties do not apply to defects resulting from or repairs
required due to misuse, neglect, or accident including, without limitation, operation outside of the environmental or use specifications or not in
conformance with Life Technologies instructions for the instrument system, software, or accessories.

Please see your specific service contract or limited product warranty for exact language regarding coverage and ask your Life Technologies
representative if you have further questions.

Limited product warranty

Life Technologies Corporation and/or its affiliate(s) warrant their products as set forth in the Life Technologies' General Terms and Conditions of
Sale found on Life Technologies' website at www.thermofisher.com/us/en/home/global/terms-and-conditions.html. If you have any questions,
please contact Life Technologies at www.thermofisher.com/support.

The information in this guide is subject to change without notice.
DISCLAIMER

TO THE EXTENT ALLOWED BY LAW, LIFE TECHNOLOGIES AND/OR ITS AFFILIATE(S) WILL NOT BE LIABLE FOR SPECIAL, INCIDENTAL, INDIRECT, PUNITIVE, MULTIPLE, OR
CONSEQUENTIAL DAMAGES IN CONNECTION WITH OR ARISING FROM THIS DOCUMENT, INCLUDING YOUR USE OF IT.

Limited Use Label License No. 358: Research Use Only: Notice to Purchaser: The purchase of this product conveys to the purchaser the limited, non-transferable right to use the
purchased amount of the product only to perform internal research for the sole benefit of the purchaser. No right to resell this product or any of its components is conveyed
expressly, by implication, or by estoppel. This product is for internal research purposes only and is not for use in commercial applications of any kind, including, without limitation,
quality control and commercial services such as reporting the results of purchaser’s activities for a fee or other form of consideration. For information on obtaining additional
rights, please contact outlicensing@lifetech.com or Out Licensing, Life Technologies Corporation, 5791 Van Allen Way, Carlsbad, California 92008.

Limited Use Label License No. 481: Sequencing or Fragment Analysis Intellectual Property: Notice to Purchaser: This product is optimized for use in the DNA sequencing or
fragment analysis methods covered by patents owned and/or controlled by Life Technologies Corporation ("LTC"). LTC does not convey any right or license under these patents,
whether expressly, by implication, by estoppels, or otherwise, to the purchaser by the purchase of this product to use the DNA sequencing or fragment analysis methods.
Notwithstanding the foregoing, a limited license to use the DNA sequencing or fragment analysis methods covered by such patents can be obtained for certain research and
development activities (a) through the purchase of certain LTC reagents when such reagents are used in conjunction with an authorized LTC instrument, or (b) directly from LTC.
For information on obtaining additional rights to practice the DNA sequencing or fragment analysis methods, please contact outlicensing@lifetech.com or Out Licensing, Life
Technologies Corporation, 5791 Van Allen Way, Carlsbad, California 92008.

Corporate entity: Life Technologies | Carlsbad, CA 92008 USA | Toll Free in USA 1.800.955.6288

©2015 Thermo Fisher Scientific Inc. All rights reserved. All trademarks are the property of Thermo Fisher Scientific and its subsidiaries unless otherwise specified.

For support visit thermofisher.com/support or email techsupport@lifetech.com ThermoFisher
thermofisher.com SCIENTIFIC

18 December 2015
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EC DECLARATION OF CONFORMITY

Legal Manufacturer: Dako Denmark A/S
Produktionsvej 42
DK-2600 Glostrup

Denmark
European Representative: Not Applicable
Product: Please see attached list dated 2018 January 12
Code: Please see attached list dated 2018 January 12
Classification: OAnnex Il List B

X Self Declaration

Conformity Assessment Route: 0 Annex IV
X Annex ll!
GMDN Code and Product Term: N/A

We herewith declare that the above-mentioned product meets the provisions of the Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on in vitro diagnostic medical devices All supporting documentation is retained
under the premises of the manufacturer.

This declaration is based upon a review that the specific requirements concerning:
1) The preparation of the required technical documentation;

2) Theimplementation of the specified principles of quality assurance, and;
3) The implementation of a systematic procedure for Post-Market Vigilance and Surveillance;

have been satisfactorily fulfilled and that the product is not intended for self-testing.

List of Harmonised Standards used in full or e ENISO 13485
part: e ENISO 14971
[ ]

ENISO 18113-1
EN ISO 18113-2

e EN 13640
e ENISO 15223-1
e ENISO 23640
e ENISO 62366-1
Notified Body: (Applies only for Annex I, List B products)
(EC) Certificate: (Applies only for Annex II, Cist B products)
Place: Glostrup, Denmark
Signature . Name: Lasse Post Maller

Position: Manager, Regulatory Affairs

Date: 2018 January 18
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A0001

A0002
A0008

A0012

A0021
A0024
A0030
A0040

A0061
A0062
A0063
A0072

A0080
A0082

A0092
A0093
A0094
A0099

A0100
A0101
A0115

A0136
A0146
A0190
A0191

A0192
A0193
A0194

A0206

Polyclonal Rabbit Anti-Human Albumin

Polyclonal Rabbit Anti-Human Prealbumin
Polyclonal Rabbit Anti-Human Alpha-1-
Fetoprotein

Polyclonal Rabbit Anti-Human Alpha-1-
Antitrypsin

Polyclonal Rabbit Anti-Human Ge-Globulin
Polyclonal Rabbit Anti-Human Tau

Polyclonal Rabbit Anti-Human Haptoglobin
Polyclonal Rabbit Anti-Human Retinol-Binding
Protein

Polyclonal Rabbit Anti-Human Transferrin
Polyclonal Rabbit Anti-Human C3c Complement
Polyclonal Rabbit Anti-Human C3d Complement
Polyclonal Rabbit Anti-Human Beta-2-
Microglobulin

Polyclonal Rabbit Anti-Human Fibrinogen
Polyclonal Rabbit Anti-Human Von Willebrand
Factor

Polyclonal Rabbit Anti-Human IgA

Polyclonal Rabbit Anti-Human IgD

Polyclonal Rabbit Anti-Human IgE

Polyclonal Rabbit Anti-Human Lysozyme EC
3.2. 117

Polyclonal Rabbit Anti-Human Kappa Free Light
Chains

Polyclonal Rabbit Anti-Human Lambda Free
Light Chains

Polyclonal Rabbit Anti-Human
Carcinoembryonic Antigen

Polyclonal Rabbit Anti-Human C1q Complement
Polyclonal Rabbit Anti-Human Gelsolin
Polyclonal Rabbit Anti-Human IgA, IgG, IgM
Polyclonal Rabbit Anti-Human Kappa Light
Chains

Polyclonal Rabbit Anti-Human Kappa Light
Chains

Polyclonal Rabbit Anti-Human Lambda Light
Chains

Polyclonal Rabbit Anti-Human Lambda Light
Chains

Polyclonal Rabbit Anti-Human Serum

Page 1 of 34
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A0231

A0245
A0251
A0262
A0384
A0398
A0423
A0424
A0425
A0426
A0452
A0485

A0568
A0576
AR310
B0114

B0357
B0471
C0222

C7066

C7067

C7079

C7099

C7132

C7224
C7225
C7226
Cr227

C7230

Polyclonal Rabbit Anti-Human Chorionic
Gonadotropin

Polyclonal Rabbit Anti-Human Fibronectin
Polyclonal Rabbit Anti-Human Thyroglobulin
Polyclonal Rabbit Anti-Human IgA
Polyclonal Rabbit Anti-Human Protein S
Polyclonal Rabbit Anti-Human Myeloperoxidase
Polyclonal Rabbit Anti-Human IgG
Polyclonal Rabbit Anti-Human IgG
Polyclonal Rabbit Anti-Human IgM
Polyclonal Rabbit Anti-Human IgM
Polyclonal Rabbit Anti-Human CD3
Polyclonal Rabbit Anti-Human c-erbB-2
Oncoprotein

Polyclonal Rabbit Anti-Human Gastrin
Polyclonal Rabbit Anti-Human Calcitonin
Artisan Link Pro

Polyclonal Rabbit Anti- Herpes Simplex Virus
Type 1

Polyclonal Rabbit Anti- Escherichia Coli
Polyclonal Rabbit Anti- Helicobacter Pylori

Polyclonal Rabbit Anti-Human Kappa Light
Chains/APC Rabbit F(ab')2

Monoclonal Mouse Anti-Human CD19/RPE-Cy5
Clone HD37

Monoclonal Mouse Anti-Human CD3/RPE-Cy5
Clone UCHT1

Monoclonal Mouse Anti-Human CD8/RPE-Cy5
Clone DK25

Monoclonal Mouse Anti-Human CD45,
Leucocyte Common Antigen/RPE-Cy5 Clone
T29/33

Monoclonal Mouse Anti-Human CD20/RPE-Cy5
Clone B-Ly1

Monoclonal Mouse Anti-Human CD19/APC
Clone HD37

Monoclonal Mouse Anti-Human CD3/APC Clone
UCHT1

Monoclonal Mouse Anti-Human CD4/APC Clone
MT310

Monoclonal Mouse Anti-Human CD8/APC Clone
DK25

Monoclonal Mouse Anti-Human CD45,
Leucocyte Common Antigen/APC Clone T29/33

Page 2 of 34
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C7238

C7242

C7244
C7246

C7252
C7256

C7278
C7280

C7281

CS100
CS700
CS701
CS702
CS703
CS704
CS705
CS707
CS708
CS709
CS710
CS711
D0306

D0314

D0336
D0486

D0487

D0651
E0353

E0354

Monoclonal Mouse Anti-Human CD34 Class
II/APC Clone BIRMA-K3

Monoclonal Mouse Anti-Human CD5/APC Clone
DK23

Monoclonal Mouse Anti-Human CD117, c-
kittAPC Clone 104D2

Monoclonal Mouse Anti-Human
Myeloperoxidase/APC Clone MPO-7
Monoclonal Mouse Anti-Human CD79acy/APC
Clone HM57

Monoclonal Mouse Anti-Human CD138/APC
Clone MI15

Monoclonal Mouse Anti-Human CD64, Fc
Gamma Receptor I/APC Clone 10.1
Monoclonal Mouse Anti-Human CD61, Platelet
Glycoprotein Illa/APC Clone Y2/51
Monoclonal Mouse Anti-Human CD22/APC
Clone 4KB128

Dako CoverStainer

Dako Hematoxylin

Dako Eosin

Dako Bluing Buffer

Dako Mounting Medium

Dako Coverglass 24 x 50 mm, 1000 pcs

Dako Toluene-Free Mounting Medium, 500 mL
Dako Differentiation Solution

Dako Gill's 3 Hematoxylin

Dako Harris Hematoxylin

Dako Eosin Y Phloxine B

Dako Modified Eosin Y

Polyclonal Swine Anti- Rabbit
Immunoglobulins/AP

Polyclonal Rabbit Anti- Mouse
Immunoglobulins/AP

Polyclonal Rabbit Anti-Human IgG/AP
Polyclonal Goat Anti- Mouse
Immunoglobulins/AP

Polyclonal Goat Anti- Rabbit
Immunoglobulins/AP

APAAP, Mouse, Monoclonal

Polyclonal Swine Anti- Rabbit Immunoglobulins/
Biotinylated

Polyclonal Rabbit Anti- Mouse Immunoglobulins/
Biotinylated

Page 3 of 34
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E0413
E0431

E0433
E0466

F0054

F0058

FO111
FO117
F0169

F0185
F0188
F0189
F0198
F0199

F0200

F0201

F0202
F0203
F0204
F0205

F0250
F0254
F0261

F0313

FO315

Polyclonal Rabbit Anti- Mouse Immunoglobulins/
Biotinylated Rabbit F(ab')2

Polyclonal Swine Anti- Rabbit Immunoglobulins/
Biotinylated Swine F(ab')2

Polyclonal Goat Anti- Mouse Immunoglobulins/
Biotinylated

Polyclonal Rabbit Anti- Goat Immunoglobulins/
Biotinylated

Polyclonal Swine Anti- Rabbit Immunoglobulins/
FITC Swine F(ab')2

Polyclonal Rabbit Anti-Human IgM/FITC Rabbit
F(ab')2

Polyclonal Rabbit Anti-Human Fibrinogen/FITC
Polyclonal Rabbit Anti-Human Albumin/FITC

Polyclonal Rabbit Anti-Human C4c
Complement/FITC

Polyclonal Rabbit Anti-Human IgG/FITC Rabbit
F(ab")2

Polyclonal Rabbit Anti-Human IgA/FITC Rabbit
F(ab")2

Polyclonal Rabbit Anti-Human IgD/FITC Rabbit
F(ab')2

Polyclonal Rabbit Anti-Human Kappa Light
Chains/FITC

Polyclonal Rabbit Anti-Human Lambda Light
Chains/FITC

Polyclonal Rabbit Anti-Human IgA, 1gG, IgM,
Kappa, Lambda/FITC

Polyclonal Rabbit Anti-Human C3c
Complement/FITC
Polyclonal Rabbit Anti-Human IgG/FITC

Polyclonal Rabbit Anti-Human IgM/FITC
Polyclonal Rabbit Anti-Human IgA/FITC

Polyclonal Swine Anti- Rabbit Immunoglobulins/
FITC

Polyclonal Rabbit Anti- Goat
Immunoglobulins/FITC

Polyclonal Rabbit Anti-Human C1q
Complement/FITC

Polyclonal Rabbit Anti- Mouse Immunoglobulins/
FITC

Polyclonal Rabbit Anti- Mouse Immunoglobulins/
FITC Rabbit F(ab')2

Polyclonal Rabbit Anti-Human IgG/FITC Rabbit
F(ab")2

Page 4 of 34

2018 January 18



(',Datm

Agilent Pathology Solutions

F0316
FO317
F0372

F0395
F0434

F0435
F0479
FO713
FO714

FO765
FO766
FO767
F0768

F0788

FO789
FO795
F0799

F0800
FO0801
F0803
F0817

F0818

F0826

Polyclonal Rabbit Anti-Human IgA/FITC Rabbit
F(ab')2

Polyclonal Rabbit Anti-Human IgM/FITC Rabbit
F(ab')2

Polyclonal Rabbit Anti-Human Lysozyme EC
3.2.1.17/FITC

Polyclonal Rabbit Anti-Human Lactoferrin/FITC

Polyclonal Rabbit Anti-Human Kappa Light
Chains/FITC Rabbit F(ab')2

Polyclonal Rabbit Anti-Human Lambda Light
Chains/FITC Rabbit F(ab')2

Polyclonal Goat Anti- Mouse Immunoglobulins/
FITC Goat F(ab')2

Monoclonal Mouse Anti-Human CD11c¢, Protein
150,95/ FITC Clone KB90

Monoclonal Mouse Anti-Human
Myeloperoxidase/FITC Clone MPO-7

Monoclonal Mouse Anti-Human CD8/FITC
Clone DK25

Monoclonal Mouse Anti-Human CD4/FITC
Clone MT310

Monoclonal Mouse Anti-Human CD2/FITC
Clone MT910

Monoclonal Mouse Anti-Human CD19/FITC
Clone HD37

Monoclonal Mouse Anti-Human Ki-67
Antigen/FITC Clone Ki-67

Monoclonal Mouse Anti-Human CD7/FITC
Clone DK24

Monoclonal Mouse Anti-Human CD5/FITC
Clone DK23

Monoclonal Mouse Anti-Human CD20/FITC
Clone B-Ly1

Monoclonal Mouse Anti-Human CD45R0O/FITC
Clone UCHLA1

Monoclonal Mouse Anti-Human CD25,
Interleukin-2 Receptor/FITC Clone ACT-1
Monoclonal Mouse Anti-Human CD61, Platelet
Glycoprotein llla/FITC Clone Y2/51
Monoclonal Mouse Anti-Human HLA-DP, DQ,
DR Antigen/ FITC Clone CR3/43

Monoclonal Mouse Anti-Human CD3/FITC
Clone UCHT1

Monoclonal Mouse Anti-Human CD10/FITC
Clone SS2/36
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F0829

F0830
F0831
F0832
F0844
F0849

F0860
F0861
F0870
F7011

F7060
F7062

F7081
F7088

F7101
F7102
F7110

F7112

F7134
F7135
F7137

F7138

F7139

Monoclonal Mouse Anti-Human CD71,
Transferrin Receptor/FITC Clone Ber-T9

Monoclonal Mouse Anti-Human CD15/FITC
Clone C3D-1

Monoclonal Mouse Anti-Human CD13/FITC
Clone WM-47

Monoclonal Mouse Anti-Human CD33/FITC
Clone WM-54

Monoclonal Mouse Anti-Human CD14/FITC
Clone TUK4

Monoclonal Mouse Anti-Human CD30/FITC
Clone Ber-H2

Monoclonal Mouse Anti-Human Epithelial
Antigen/FITC Clone Ber-EP4

Monoclonal Mouse Anti-Human CD45,
Leucocyte Common Antigen/FITC Clone T29/33

Monoclonal Mouse Anti-Human CD235a,
Glycophorin A/ FITC Clone JC159

Monoclonal Mouse Anti-Human CD16, Fc
Gamma Receptor IlI/FITC Clone DJ130c

Monoclonal Mouse Anti-Human CD22/FITC
Clone 4KB128

Monoclonal Mouse Anti-Human CD23/FITC
Clone MHM6

Monoclonal Mouse Anti-Human CD34 Class
III/FITC Clone BIRMA-K3

Monoclonal Mouse Anti-Human CD41, Platelet
Glycoprotein lIb/FITC Clone 5B12

Monoclonal Mouse Anti-Human CD38/FITC
Clone AT13/5

Monoclonal Mouse Anti-Human CD43/FITC
Clone DF-T1

Monoclonal Mouse Anti-Human B Cell/FITC
Clone FMC7

Monoclonal Mouse Anti-Human CD66abce/FITC
Clone Kat4c

Monoclonal Mouse Anti-Human CD24/FITC
Clone SN3

Monoclonal Mouse Anti-Human CD68/FITC
Clone KP1

Monoclonal Mouse Anti-Human CD79R”/FITC
Clone SN8

Monoclonal Mouse Anti-Human CD103, Mucosa
Lymphocyte Antigen/FITC Clone Ber-ACT8

Monoclonal Mouse Anti-Human Terminal
Deoxynucleotidyl Transferase/FITC Clone HT-6
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F7141

F7149
F7210
F7266

F7270
F7274
F7276

FR044
FR048
FR481

FR700
FR729
FR866

FR867

FR868
FR875
FR881
FR882
FR883

FR894

Monoclonal Mouse Anti-Human CD1a/FITC
Clone NA1/34

Monoclonal Mouse Anti-Human Plasma
Cell/FITC Clone VS38c

Monoclonal Mouse Anti-
Bromodeoxyuridine/FITC Clone Bu20a

Monoclonal Mouse Anti-Human HLA-DR
Antigen/FITC Clone AB3

Monoclonal Mouse Anti-Human CD57/FITC
Clone TBO1

Monoclonal Mouse Anti-Human CD90/FITC
Clone 5E10

Monoclonal Mouse Anti-Human CD7/FITC
Clone CBC.37

MultiMix Dual-Colour Reagent Anti-Human
Lambda Light Chains/FITC Anti-Human
CD19/RPE

MultiMix Dual-Colour Reagent Anti-Human
Kappa Light Chains/FITC Anti-Human
CD19/RPE

MultiMix Dual-Colour Reagent Anti-Human
Kappa Light Chains/FITC Anti-Human Lambda
Light Chains/RPE

MultiMix Dual-Colour Reagent Anti-Human
CD45/FITC Anti-Human CD14/RPE

MultiMix Dual-Colour Reagent Anti-Human
CD5/FITC Anti-Human CD20/RPE
MultiMix Dual-Colour Reagent Anti-Human
CDS/FITC Anti-Human CD19/RPE
MultiMix Dual-Colour Reagent Anti-Human HLA-
DP, DQ, DR Antigen/FITC Anti-Human
CD3/RPE

MultiMix Dual-Colour Reagent Anti-Human
CD4/FITC Anti-Human CD8/RPE

MultiMix Dual-Colour Reagent Anti-Human
CD3/FITC Anti-Human CD4/RPE

MultiMix Dual-Colour Reagent Anti-Human
CDS3/FITC Anti-Human CD8/RPE

MultiMix Dual-Colour Reagent Anti-Human
CD5/FITC Anti-Human CD19/RPE
MultiMix Dual-Colour Reagent Anti-Human
CD10/FITC Anti-Human CD19/RPE

MultiMix Dual-Colour Reagent Anti-Human
CD2/FITC Anti-Human CD19/RPE

Page 7 of 34

2018 January 18



("ak@

Agilent Pathology Solutions

FR912

GA054
GA074

GA075

GAO083

GA084
GA090

GA500
GA503
GA504
GA505
GA506
GA507
GA508
GA509
GA510
GA511
GA512

GA513

MultiMix Dual-Colour Reagent Anti-Human
CD3/FITC Anti-Human CD56/RPE

FLEX Monoclonal Mouse Anti-Human
Caldesmon, Clone h-CD, Ready-to-Use (Dako
Omnis)

FLEX Monoclonal Mouse Anti-Human
Mammaglobin, Clone 304-1A5, Ready-to-Use
(Dako Omnis)

FLEX Monoclonal Mouse Anti-Human Renal
Cell Carcinoma Marker, Clone SPM314, Ready-
to-Use (Dako Omnis)

FLEX Monoclonal Rabbit Anti-Human Cyclin D1,
Clone EP12, Ready-to-Use (Dako Omnis)
FLEX Monoclonal Rabbit Anti-Human Estrogen
Receptor a, Clone EP1, Ready-to-Use (Dako
Omnis)

FLEX Monoclonal Mouse Anti-Human
Progesterone Receptor, Clone PgR 1294,
Ready-to-Use (Dako Omnis)

FLEX Polyclonal Rabbit Anti-Human Alpha-1-
Fetoprotein Ready-to-Use (Dako Omnis)

FLEX Polyclonal Rabbit Anti-Human CD3
Ready-to-Use (Dako Omnis)

FLEX Polyclonal Rabbit Anti- S100 Ready-to-
Use (Dako Omnis)

FLEX Polyclonal Rabbit Anti-Human Alpha-1-
Antitrypsin Ready-to-Use (Dako Omnis)

FLEX Polyclonal Rabbit Anti-Human Kappa
Light Chains Ready-to-Use (Dako Omnis)

FLEX Polyclonal Rabbit Anti-Human Lambda
Light Chains Ready-to-Use (Dako Omnis)
FLEX Polyclonal Rabbit Anti-Human Chorionic
Gonadotropin Ready-to-Use (Dako Omnis)
FLEX Polyclonal Rabbit Anti-Human
Thyroglobulin Ready-to-Use (Dako Omnis)
FLEX Polyclonal Rabbit Anti-Human IgA Ready-
to-Use (Dako Omnis)

FLEX Polyclonal Rabbit Anti-Human
Myeloperoxidase Ready-to-Use (Dako Omnis)
FLEX Polyclonal Rabbit Anti-Human IgG, RTU
(Dako Omnis)

FLEX Polyclonal Rabbit Anti-Human igM, RTU
(Dako Omnis)
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GA515
GA519
GA521
GA523
GAb524

GA526

GA527
GA602
GA604
GA605

GA607

GA609

GAB10
GA611

GAB13

GAB15
GAB16

GA618

FLEX Polyclonal Rabbit Anti-Human Calcitonin
Ready-to-Use (Dako Omnis)

FLEX Polyclonal Rabbit Anti-Human Gastrin
Ready-to-Use (Dako Omnis)

FLEX Polyclonal Rabbit Anti- Herpes Simplex
Virus Type 1 Ready-to-Use (Dako Omnis)

FLEX Polyclonal Rabbit Anti- Helicobacter Pylori
Ready-to-Use (Dako Omnis)

FLEX Polyclonal Rabbit Anti- Glial Fibrillary
Acidic Protein Ready-to-Use (Dako Omnis)

FLEX Polyclonal Rabbit Anti-Human
Carcinoembryonic Antigen Ready-to-Use (Dako
Omnis)

FLEX Polyclonal Rabbit Anti-Human Von
Willebrand Factor Ready-to-Use (Dako Omnis)

FLEX Monoclonal Mo a Hu CD30, Clone Ber-
H2, RTU (Dako Omnis)

FLEX Monoclonal Mouse Anti-Human CD20cy
Clone L26 Ready-to-Use (Dako Omnis)

FLEX Monoclonal Mouse Anti-Human Amyloid A
Clone mc1 Ready-to-Use (Dako Omnis)

FLEX Monoclonal Mouse Anti-Human
Neurofilament Protein Clone 2F11 Ready-to-Use
(Dako Omnis)

FLEX Monoclonal Mouse Anti-Human CD68
Clone KP1 Ready-to-Use (Dako Omnis)

FLEX Monoclonal Mouse Anti-Human CD31,
Endothelial Cell Clone JC70A Ready-to-Use
(Dako Omnis)

FLEX Monoclonal Mouse Anti-Human Smooth
Muscle Actin, Clone 1A4, Ready-to-Use (Dako
Omnis)

FLEX Monoclonal Mouse Anti-Human CD68
Clone PG-M1 Ready-to-Use (Dako Omnis)

FLEX Monoclonal Mouse Anti-Human
Cytokeratin 19 Clone RCK108 Ready-to-Use
(Dako Omnis)

FLEX Monoclonal Mouse Anti-Human p53
Protein Clone DO-7 Ready-to-Use (Dako
Omnis)

FLEX Monoclonal Mouse Anti-Human
Cytokeratin 18 Clone DC 10 Ready-to-Use
(Dako Omnis)
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GA619

GA621

GA622

GA623

GAG24
GAB25
GA626
GA629

GA630

GA632

GAG36

GA637
GAB41

GA642
GAB43

GA644

GAB47

GAB48

FLEX Monoclonal Mouse Anti-Human
Cytokeratin 7 Clone OV-TL 12/30 Ready-to-Use
(Dako Omnis)

FLEX Monoclonal Mouse Anti-Human CD79a
Clone JCB117 Ready-to-Use (Dako Omnis)

FLEX Monoclonal Mouse Anti-Human
Carcinoembryonic Antigen Clone [I-7 Ready-to-
Use (Dako Omnis)

FLEX Monoclonal Mouse Anti-Human CD8
Clone C8/144B Ready-to-Use (Dako Omnis)

FLEX Monoclonal Mouse Anti-Human
Hepatocyte Clone OCH1ES5 Ready-to-Use
(Dako Omnis)

FLEX Monoclonal Mouse Anti-Human BCL6
Protein Clone PG-B6p Ready-to-Use (Dako
Omnis)

FLEX Monoclonal Mouse Anti-Human Ki-67
Antigen Clone MIB-1 Ready-to-Use (Dako
Omnis)

FLEX Monoclonal Mouse Anti-Human Epithelial
Membrane Antigen, Clone E29, Ready-to-Use
(Dako Omnis)

FLEX Monoclonal Mouse Anti- Vimentin Clone
V9 Ready-to-Use (Dako Omnis)

FLEX Monoclonal Mouse Anti-Human CD34
Class Il Clone QBENd 10 Ready-to-Use (Dako
Omnis)

FLEX Monoclonal Mouse Anti-Human CD43
Clone DF-T1 Ready-to-Use (Dako Omnis)

FLEX Monoclonal Mouse Anti-Human Epithelial
Antigen Clone Ber-EP4 Ready-to-Use (Dako
Omnis)

FLEX Monoclonal Mouse Anti-Human CD246,
ALK Protein Clone ALK1 Ready-to-Use (Dako
Omnis)

FLEX Monoclonal Mouse Anti-Human CD138
Clone MI15 Ready-to-Use (Dako Omnis)

FLEX Monoclonal Mouse Anti-Human CD7
Clone CBC.37 Ready-to-Use (Dako Omnis)

FLEX Monoclonal Mouse Anti-Human MUM1
Protein Clone MUM1p Ready-to-Use (Dako
Omnis)

FLEX Monoclonal Mouse Anti-Human CD57,
Clone TB01, Ready-to-Use (Dako Omnis)

FLEX Monoclonal Mouse Anti-Human CD10
Clone 56C6 Ready-to-Use (Dako Omnis)
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GA650

GA651

GAB52

GAB56
GA659

GA660
GA662

GA701

GA702

GA751

GAT77
GA780

GA781

GC201
GC202
GC206
GC207
GC807
GC808
GC810
GI1100

GM300
GM301

FLEX Monoclonal Mouse Anti-Human B-Cell-
Specific Activator Protein Clone DAK-Pax5
Ready-to-Use (Dako Omnis)

FLEX Monoclonal Mouse Anti-Human CD2
Clone AB75 Ready-to-Use (Dako Omnis)

FLEX Monoclonal Mouse Anti-Human
Nucleophosmin Clone 376 Ready-to-Use (Dako
Omnis)

FLEX Monoclonal Mouse Anti-Human CD19,
Clone LE-CD19, Ready-to-Use (Dako Omnis)

FLEX Monoclonal Rabbit Anti-Human ERG
Clone EP111 Ready-to-Use (Dako Omnis)

FLEX Monoclonal Mouse Anti-Human
Synaptophysin, Clone DAK-SYNAP, RTU (Dako
Omnis)

FLEX Monoclonal Mouse Anti-Human p63
Protein, Clone DAK-p63, Ready-to-Use (Dako
Omnis)

FLEX Monoclonal Mouse Anti-Human CA 125
Clone M11 Ready-to-Use (Dako Omnis)

FLEX Monoclonal Mouse Anti-Human Beta-
Catenin Clone R-Catenin-1 Ready-to-Use (Dako
Omnis)

FLEX Monoclonal Mouse Anti-Human CD45,
Leucocyte Common Antigen Clones 2B11 +
PD7/26 Ready-to-Use (Dako Omnis)

FLEX Monoclonal Mouse Anti-Human
Cytokeratin 20 Clone Ks20.8 Ready-to-Use
(Dako Omnis)

FLEX Monoclonal Mouse Anti-Human
Cytokeratin 5/6 Clone D5/16 B4 Ready-to-Use
(Dako Omnis)

FLEX Monoclonal Mouse Anti-Human CD23
Clone DAK-CD23 Ready-to-Use (Dako Omnis)
Dako Omnis Small Vial, 2 mL

Dako Omnis Large Vial, 30 mL

Dako Omnis Vial with Mixing Ball, 2 mL

ISH Cleaning Solution (Dako Omnis)

Wash Buffer (20x) (Dako Omnis)

Hematoxylin (Dako Omnis)

Clearify

Dako Omnis

ISH Ethanol Solution 96% (Dako Omnis)

ISH Pre-Treatment Solution (20x) (Dako Omnis)

Page 11 of 34

2018 January 18



(',Da ko

Agilent Pathology Solutions

GM302
GM303
GM304
GM333
GV800
GV804

GV805
GV809
GV821
GV8z23
GVe25
IR500

IR503

IR504

IR505
IR506
IR507
IR508
IR509
IR510
IR511
IR512
IR513
IR515

IR517

ISH Pepsin (Dako Omnis)

ISH Stringent Wash Buffer (20x) (Dako Omnis)
Fluorescence Mounting Medium (Dako Omnis)
HER2 IQFISH pharmDx (Dako Omnis)
EnVision FLEX, High pH (Dako Omnis)
EnVision FLEX Target Retrieval Solution High
pH (50x) (Dako Omnis)

EnVision FLEX Target Retrieval Solution Low
pH (50x) (Dako Omnis)

EnVision FLEX+ Rabbit LINKER (Dako Omnis)
EnVision FLEX+ Mouse LINKER (Dako Omnis)
EnVision FLEX Mini Kit, High pH (Dako Omnis)
EnVision FLEX DAB+ Substrate Chromogen
System (Dako Omnis)

FLEX Polyclonal Rabbit Anti-Human Alpha-1-
Fetoprotein Ready-to-Use (Link)

FLEX Polyclonal Rabbit Anti-Human CD3
Ready-to-Use (Link)

FLEX Polyclonal Rabbit Anti- S100 Ready-to-
Use (Link)

FLEX Polyclonal Rabbit Anti-Human Alpha-1-
Antitrypsin Ready-to-Use (Link)

FLEX Polyclonal Rabbit Anti-Human Kappa
Light Chains Ready-to-Use (Link)

FLEX Polyclonal Rabbit Anti-Human Lambda
Light Chains Ready-to-Use (Link)

FLEX Polyclonal Rabbit Anti-Human Chorionic
Gonadotropin Ready-to-Use (Link)

FLEX Polyclonal Rabbit Anti-Human
Thyroglobulin Ready-to-Use (Link)

FLEX Polyclonal Rabbit Anti-Human IgA Ready-
to-Use (Link)

FLEX Polyclonal Rabbit Anti-Human
Myeloperoxidase Ready-to-Use (Link)

FLEX Polyclonal Rabbit Anti-Human IgG Ready-
to-Use (Link)

FLEX Polyclonal Rabbit Anti-Human IgM Ready-

fo-Use (Link)
FLEX Polyclonal Rabbit Anti-Human Calcitonin
Ready-to-Use (Link)

FLEX Polyclonal Rabbit Anti-Human IgD Ready-
to-Use (Link)
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IR519
IR521
IR523
IR524
IR526
IR527
IR602
IR604
IR605
IR606

IR607

IR608
IR609

IR610

IR611

IR612

IR613
IR614

IR615

IR616

FLEX Polyclonal Rabbit Anti-Human Gastrin
Ready-to-Use (Link)

FLEX Polyclonal Rabbit Anti-Herpes Simplex
Virus Type 1 Ready-to-Use (Link)

FLEX Polyclonal Rabbit Anti- Helicobacter Pylori
Ready-to-Use (Link)

FLE Polyclonal Rabbit Anti- Glial Fibrillary Acidic
Protein Ready-to-Use (Link)

FLEX Polyclonal Rabbit Anti-Human
Carcinoembryonic Antigen Ready-to-Use (Link)

FLEX Polyclonal Rabbit Anti-Human Von
Willebrand Factor Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human CD30
Clone Ber-H2 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human CD20cy
Clone L26 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human Amyloid A
Clone mc1 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human Desmin
Clone D33 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human
Neurofilament Protein Clone 2F11 Ready-to-Use
(Link)

FLEX Monoclonal Mouse Anti-Human CD21
Clone 1F8 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human CD68
Clone KP1 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human CD31,
Endothelial Cell Clone JC70A Ready-to-Use
(Link)

FLEX Monoclonal Mouse Anti-Human Smooth
Muscle Actin Clone 1A4 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human Neuron-
Specific Enolase Clone BBS/NC/VI-H14 Ready-
to-Use (Link)

FLEX Monoclonal Mouse Anti-Human CD68
Clone PG-M1 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human BCL2
Oncoprotein Clone 124 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human
Cytokeratin 19 Clone RCK108 Ready-to-Use
(Link)

FLEX Monoclonal Mouse Anti-Human p53
Protein Clone DO-7 Ready-to-Use (Link)
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IR618
IR619

IR620
IR621

IR622

IR623
IR624
IR625
IR626
IR627
IR628

IR629

IR630
IR632
IR633
IR635
IR636
IR637
IR640

IR641

FLEX Monoclonal Mouse Anti-Human
Cytokeratin 18 Clone DC 10 Ready-to-Use
(Link)

FLEX Monoclonal Mouse Anti-Human
Cytokeratin 7 Clone OV-TL 12/30 Ready-to-Use
(Link)

FLEX Monoclonal Mouse Anti- Cytokeratin 17
Clone E3 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human CD79a
Clone JCB117 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human
Carcinoembryonic Antigen Clone |I-7 Ready-to-
Use (Link)

FLEX Monoclonal Mouse Anti-Human CD8
Clone C8/144B Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human
Hepatocyte Clone OCH1E5 Ready-to-Use (Link)
FLEX Monoclonal Mouse Anti-Human BCL6
Protein Clone PG-B6p Ready-to-Use (Link)
FLEX Monoclonal Mouse Anti-Human Ki-67
Antigen Clone MIB-1 Ready-to-Use (Link)
FLEX Monoclonal Mouse Anti-Human Calretinin
Clone DAK-Calret 1 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human CD56
Clone 123C3 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human Epithelial
Membrane Antigen Clone E29 Ready-to-Use
(Link)

FLEX Monoclonal Mouse Anti- Vimentin Clone
V9 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human CD34
Class Il Clone QBENnd 10 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human Melan-A
Clone A103 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti- Pneumocystis
Jiroveci Clone 3F6 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human CD43
Clone DF-T1 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human Epithelial
Antigen Clone Ber-EP4 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human Mast Cell
Tryptase Clone AA1 Ready-to-Use (Link)

FLEX Monocleonal Mouse Anti-Human CD246,
ALK Protein Clone ALK1 Ready-to-Use (Link)
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IR642
IR643
IR644
IR647
IR648
IR649

IR650

IR651
IR652
IR653
IR656
IR657
IR658
IR659

IR660

IR661
IR662
IR700
IR701

IR702

2018 January 18

FLEX Mcnoclonal Mouse Anti-Human CD138
Clone MI15 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human CD7
Clone CBC.37 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human MUM1
Protein Clone MUM1p Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human CD57
Clone TB01 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human CD10
Clone 56C6 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human CD4
Clone 4B12 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human B-Cell-
Specific Activator Protein Clone DAK-Pax5
Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human CD2
Clone AB75 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human
Nucleophosmin Clone 376 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human ZAP-70
Clone 2F3.2 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human CD19
Clone LE-CD19 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human Estrogen
Receptor a Clone 1D5 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human MUC2
Clone CCP58 Ready-to-Use (Link)

FLEX Monoclonal Rabbit Anti-Human ERG
Clone EP111 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human
Synaptophysin Clone DAK-SYNAP Ready-to-
Use (Link)

FLEX Monoclonal Mouse Anti-Human MUCSAC
Clone CLH2 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human p63
Protein Clone DAK-p63 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human Muscle
Actin Clone HHF35 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human CA 125
Clone M11 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human Beta-
Catenin Clone 3-Catenin-1 Ready-to-Use (Link)
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IR751

IR753

IR777
IR779
IR780

IR781

1S500
1S503

1S504

1S505
1S506
1S507

1S508

1S509

1S510

1S511

1S512

FLEX Monoclonal Mouse Anti-Human CD45,
Leucocyte Common Antigen Clones 2B11 +
PD7/26 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti- Epstein-Barr
Virus, LMP Clones CS.1-4 Ready-to-Use (Link)

FLEX Monoclonal Mouse Anti-Human
Cytokeratin 20 Clone Ks20.8 Ready-to-Use
(Link)

FLEX Monoclonal Mouse Anti-Human Placental
Alkaline Phosphatase Clone 8A9 Ready-to-Use
(Link)

FLEX Monoclonal Mouse Anti-Human
Cytokeratin 5/6 Clone D5/16 B4 Ready-to-Use
(Link)

FLEX Monoclonal Mouse Anti-Human CD23
Clone DAK-CD23 Ready-to-Use (Link)

FLEX Polyclonal Rabbit Anti-Human Alpha-1-
Fetoprotein Ready-to-Use (Dako Autostainer/
Autostainer Plus)

FLEX Polyclonal Rabbit Anti-Human CD3
Ready-to-Use (Dako Autostainer/ Autostainer
Plus)

FLEX Polyclonal Rabbit Anti- S100 Ready-to-
Use (Dako Autostainer/ Autostainer Plus)

FLEX Polyclonal Rabbit Anti-Human Alpha-1-
Antitrypsin Ready-to-Use (Dako Autostainer/
Autostainer Plus)

FLEX Polyclonal Rabbit Anti-Human Kappa
Light Chains Ready-to-Use (Dako Autostainer/
Autostainer Plus)

FLEX Polyclonal Rabbit Anti-Human Lambda
Light Chains Ready-to-Use (Dako Autostainer/
Autostainer Plus)

FLEX Polyclonal Rabbit Anti-Human Chorionic
Gonadotropin Ready-to-Use (Dako Autostainer/
Autostainer Plus)

FLEX Polyclonal Rabbit Anti-Human
Thyroglobulin Ready-to-Use (Dako Autostainer/
Autostainer Plus)

FLEX Polyclonal Rabbit Anti-Human IgA Ready-
to-Use (Dako Autostainer/ Autostainer Plus)
FLEX Polyclonal Rabbit Anti-Human
Myeloperoxidase Ready-to-Use (Dako
Autostainer/ Autostainer Plus)

FLEX Polyclonal Rabbit Anti-Human IgG Ready-
to-Use (Dako Autostainer/ Autostainer Plus)
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1S513

1S515

1S517

1S519
1S521
1S523
1S524
1S526
1S527
1S602
1S604
1S605
1S606

1S607

1S608

1S609

FLEX Polyclonal Rabbit Anti-Human IgM Ready-
to-Use (Dako Autostainer/ Autostainer Plus)

FLEX Polyclonal Rabbit Anti-Human Calcitonin
Ready-to-Use (Dako Autostainer/ Autostainer
Plus)

FLEX Polyclonal Rabbit Anti-Human IgD Ready-
to-Use (Dako Autostainer/ Autostainer Plus)

FLEX Polyclonal Rabbit Anti-Human Gastrin
Ready-to-Use (Dako Autostainer/ Autostainer
Plus)

FLEX Polyclonal Rabbit Anti- Herpes Simplex
Virus Type 1 Ready-to-Use (Dako Autostainer/
Autostainer Plus)

FLEX Polyclonal Rabbit Anti- Helicobacter Pylori
Ready-to-Use (Dako Autostainer/ Autostainer
Plus)

FLEX Polyclonal Rabbit Anti- Glial Fibrillary
Acidic Protein Ready-to-Use (Dako Autostainer/
Autostainer Plus)

FLEX Polyclonal Rabbit Anti-Human
Carcinoembryonic Antigen Ready-to-Use (Dako
Autostainer/ Autostainer Plus)

FLEX Polyclonal Rabbit Anti-Human Von
Willebrand Factor Ready-to-Use (Dako
Autostainer/ Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human CD30
Clone Ber-H2 Ready-to-Use (Dako Autostainer/
Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human CD20cy
Clone L26 Ready-to-Use (Dako Autostainer/
Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human Amyloid A
Clone mc1 Ready-to-Use (Dako Autostainer/
Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human Desmin
Clone D33 Ready-to-Use (Dako Autostainer/
Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human
Neurofilament Protein Clone 2F11 Ready-to-Use
(Dako Autostainer/ Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human CD21

Clone 1F8 Ready-to-Use (Dako Autostainer/
Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human CD68
Clone KP1 Ready-to-Use (Dako Autostainer/
Autostainer Plus)
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1S610
1S611
1S612

1S613

1S614
1S615

1S616
1S618

1S619

1S620

15621
1S622

1S623

1S624

FLEX Monoclonal Mouse Anti-Human CD31,
Endothelial Cell Clone JC70A Ready-to-Use
(Dako Autostainer/ Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human Smooth
Muscle Actin Clone 1A4 Ready-to-Use (Dako
Autostainer/ Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human Neuron-
Specific Enolase Clone BBS/NC/VI-H14 Ready-
to-Use (Dako Autostainer/ Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human CD68
Clone PG-M1 Ready-to-Use (Dako Autostainer/
Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human BCL2
Oncoprotein Clone 124 Ready-to-Use (Dako
Autostainer/ Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human
Cytokeratin 19 Clone RCK108 Ready-to-Use
(Dako Autostainer/ Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human p53
Protein Clone DO-7 Ready-to-Use (Dako
Autostainer/ Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human
Cytokeratin 18 Clone DC 10 Ready-to-Use
(Dako Autostainer/ Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human
Cytokeratin 7 Clone OV-TL 12/30 Ready-to-Use
(Dako Autostainer/ Autostainer Plus)

FLEX Monoclonal Mouse Anti- Cytokeratin 17
Clone E3 Ready-to-Use (Dako Autostainer/
Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human CD79a
Clone JCB117 Ready-to-Use (Dako Autostainer/
Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human
Carcinoembryonic Antigen Clone 1I-7 Ready-to-
Use (Dako Autostainer/ Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human CD8
Clone C8/144B Ready-to-Use (Dako
Autostainer/ Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human
Hepatocyte Clone OCH1E5 Ready-to-Use
(Dako Autostainer/ Autostainer Plus)

Page 18 of 34

2018 January 18



®.ic

Agilent Pathology Solutions

1S625

1S626

1S627

15628

15629

1S630

15632

1S633

1S635

1S636

1S637
1S640
1S641

1S642

1S643

FLEX Monoclonal Mouse Anti-Human BCL6
Protein Clone PG-B6p Ready-to-Use (Dako
Autostainer/ Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human Ki-67
Antigen Clone MIB-1 Ready-to-Use (Dako
Autostainer/ Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human Calretinin
Clone DAK-Calret 1 Ready-to-Use (Dako
Autostainer/ Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human CD56
Clone 123C3 Ready-to-Use (Dako Autostainer/
Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human Epithelial
Membrane Antigen Clone E29 Ready-to-Use
(Dako Autostainer/ Autostainer Plus)

FLEX Monoclonal Mouse Anti- Vimentin Clone
VO Ready-to-Use (Dako Autostainer/ Autostainer
Plus)

FLEX Monoclonal Mouse Anti-Human CD34
Class |l Clone QBEnd 10 Ready-to-Use (Dako
Autostainer/ Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human Melan-A
Clone A103 Ready-to-Use (Dako Autostainer/
Autostainer Plus)

FLEX Monoclonal Mouse Anti- Pneumocystis
Jiroveci Clone 3F6 Ready-to-Use (Dako
Autostainer/ Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human CD43
Clone DF-T1 Ready-to-Use (Dako Autostainer/
Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human Epithelial
Antigen Clone Ber-EP4 Ready-to-Use (Dako
Autostainer/ Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human Mast Cell
Tryptase Clone AA1 Ready-to-Use (Dako
Autostainer/ Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human CD246,
ALK Protein Clone ALK1 Ready-to-Use (Dako
Autostainer/ Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human CD138
Clone MI15 Ready-to-Use (Dako Autostainer/
Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human CD7
Clone CBC.37 Ready-to-Use (Dako Autostainer/
Autostainer Plus)
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1S644
1S647
1S648
1S649

1S650

1S651
1S656

1S657

IS700
1S701

1S702

IS751

IS753

IS777

IS779

FLEX Monoclonal Mouse Anti-Human MUM1
Protein Clone MUM1p Ready-to-Use (Dako
Autostainer/ Autostainer Plus) '

FLEX Monoclonal Mouse Anti-Human CD57
Clone TB01 Ready-to-Use (Dako Autostainer/
Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human CD10
Clone 56C6 Ready-to-Use (Dako Autostainer/
Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human CD4
Clone 4B12 Ready-to-Use (Dako Autostainer/
Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human B-Cell-
Specific Activator Protein Clone DAK-Pax5
Ready-to-Use (Dako Autostainer/ Autostainer
Plus)

FLEX Monoclonal Mouse Anti-Human CD2
Clone AB75 Ready-to-Use (Dako Autostainer/
Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human CD19
Clone LE-CD19 Ready-to-Use (Dako
Autostainer/ Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human Estrogen
Receptor a Clone 1D5 Ready-to-Use (Dako
Autostainer/ Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human Muscle
Actin Clone HHF35 Ready-to-Use (Dako
Autostainer/ Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human CA 125
Clone M11 Ready-to-Use (Dako Autostainer/
Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human Beta-
Catenin Clone 3-Catenin-1 Ready-to-Use (Dako
Autostainer/ Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human CD45,
Leucocyte Common Antigen Clones 2B11 +
PD7/26 Ready-to-Use (Dako Autostainer/
Autostainer Plus)

FLEX Monoclonal Mouse Anti- Epstein-Barr
Virus, LMP Clones CS.1-4 Ready-to-Use (Dako
Autostainer/ Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human
Cytokeratin 20 Clone Ks20.8 Ready-to-Use
(Dako Autostainer/ Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human Placental
Alkaline Phosphatase Clone 8A9 Ready-to-Use
(Dako Autostainer/ Autostainer Plus)
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IS780

1S781

K0052
K0110

K2311
K2370
K5001

K5003
K5005
K5007

K5201
K5204
K5207
K&355

K5361

K5499
K5731
K5733
K5799
K8000
K8002
K8004

K8005

K8006
K8007
K8008
K8009
K8010

FLEX Monoclonal Mouse Anti-Human
Cytokeratin 5/6 Clone D5/16 B4 Ready-to-Use
(Dako Autostainer/ Autostainer Plus)

FLEX Monoclonal Mouse Anti-Human CD23
Clone DAK-CD23 Ready-to-Use (Dako
Autostainer/ Autostainer Plus)
Beta-2-Microglobulin PET Kit

FluoroSpheres Calibration Beads for Flow
Cytometry

IntraStain

CD34Count Kit

Dako REAL Detection System
Peroxidase/DAB+, Rabbit/Mouse

Dako REAL Detection System Peroxidase/AEC,

Rabbit/Mouse

Dako REAL Detection System Alkaline
Phosphatase/RED Rabbit/Mouse

Dako REAL EnVision Detection System
Peroxidase/DAB+, Rabbit/Mouse

PNA ISH Detection Kit
HercepTest
HercepTest for the Dako Autostainer

EnVision G|2 System/AP Rabbit/Mouse
(Permanent Red)

EnVision G|2 Doublestain System,
Rabbit/Mouse (DAB+/Permanent Red)

Cytology FISH Accessory Kit

HER2 IQFISH pharmDx

TOP2A IQFISH pharmDx

Histology FISH Accessory Kit

EnVision FLEX, High pH (Link)

EnVision FLEX+, Mouse, High pH (Link)
EnVision FLEX Target Retrieval Solution High
pH (50x)

EnVision FLEX Target Retrieval Solution Low
pH (50x)

EnVision FLEX Antibody Diluent

EnVision FLEX Wash Buffer (20x)

EnVision FLEX Hematoxylin (Link)

EnVision FLEX+ Rabbit (LINKER) (Link)
EnVision FLEX, High pH (Dako
Autostainer/Autostainer Plus)
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K8012
K8018
K8019
K8020
K8021
K8022

K8023
K8024

LX002
LX004

M0613
M0616

M0701

MO0725
MO0736

M0737

M0742

M0746
M0747

MO751

M0752
MQ753

M0754

M0755

EnVision FLEX+, Mouse, High pH (Dako
Autostainer/Autostainer Plus)

EnVision FLEX Hematoxylin (Dako Autostainer/
Autostainer Plus)

EnVision FLEX+ Rabbit (LINKER) (Dako
Autostainer/ Autostainer Plus)

FLEX IHC Microscope Slides, 5 x 100 slides
EnVision FLEX+ Mouse (LINKER) (Link)
EnVision FLEX+ Mouse (LINKER) (Dako
Autostainer/ Autostainer Plus)

EnVision FLEX Mini Kit, High pH (Link)
EnVision FLEX Mini Kit, High pH (Dako
Autostainer/Autostainer Plus)

Cystatin C Immunoparticles

Cystatin C Immunoparticles (ERM-DA471/IFCC
Standardized)

Monoclonal Mouse Anti-Human Epithelial
Membrane Antigen Clone E29

Monoclonal Mouse Anti-Human Von Willebrand
Factor Clone F8/86

Monoclonal Mouse Anti-Human CD45,
Leucocyte Common Antigen Clones 2B11 +
PD7/26

Monoclonal Mouse Anti- Vimentin Clone V9
Monoclonal Mouse Anti-Human HLA-ABC
Antigen Clone W6/32

Monoclonal Mouse Anti- Rabbit
Immunoglobulins Clone MR12/53

Monoclonal Mouse Anti-Human CD45R0 Clone
UCHLA1

Monoclonal Mouse Anti-Human HLA-DR
Antigen, Alpha-Chain Clone TAL.1B5
Monoclonal Mouse Anti-Human
Myeloid/Histiocyte Antigen Clone MAC 387
Monoclonal Mouse Anti-Human CD30 Clone
Ber-H2

Monoclonal Mouse Anti-Human Neutrophil
Elastase Clone NP57

Monoclonal Mouse Anti-Human CD61, Platelet
Glycoprotein llla Clone Y2/51

Monoclonal Mouse Anti-Human CD45RA Clone
4KB5

Monoclonal Mouse Anti-Human CD20cy Clone
L26
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MO0758
MO759
MO0760

MO761
MO762
MO775

MO778

MO0781

MO0784
MO0785
M0786

M0792
M0804

M0814

M0819
M0820

M0821

M0823

M0825

M0846
M0851

MO0869

Monoclonal Mouse Anti-Human Serotonin Clone
5EHT-H209

Monoclonal Mouse Anti-Human Amyloid A
Clone mc1

Monoclonal Mouse Anti-Human Desmin Clone
D33

Monoclonal Mouse Anti-Human Glial Fibrillary
Acidic Protein Clone 6F2

Monoclonal Mouse Anti-Human Neurofilament
Protein Clone 2F11

Monoclonal Mouse Anti-Human HLA-DP, DQ,
DR Antigen Clone CR3/43

Monoclonal Mouse Anti- Pneumocystis Jiroveci
Clone 3F6

Monoclonal Mouse Anti-Human Thyroglobulin
Clone DAK-Tg6

Monoclonal Mouse Anti-Human CD21 Clone
1F8

Monoclonal Mouse Anti-Human Collagen IV
Clone CIV 22

Monoclonal Mouse Anti-Human CD43 Clone
DFE-T1

Monoclonal Mouse Anti-Human Prostatic Acid
Phosphatase Clone PASE/4LJ

Monoclonal Mouse Anti-Human Epithelial
Antigen Clone Ber-EP4

Monoclonal Mouse Anti-Human CD68 Clone
KP1

Monoclonal Mouse Anti-Human CD235a,
Glycophorin A Clone JC159

Monoclonal Mouse Anti-Human Glycophorin C
Clone Ret40f

Monoclonal Mouse Anti-Human Cytokeratin
Clone MNF116

Monoclonal Mouse Anti-Human CD31,
Endothelial Cell Clone JC70A

Monoclonal Mouse Anti-Human CD14 Clone
TUKA4

Monoclonal Mouse Anti-Human CD35 Clone
Ber-MAC-DRC

Monoclonal Mouse Anti-Human Smooth Muscle
Actin Clone 1A4

Monoclonal Mouse Anti-Human Chromogranin A
Clone DAK-A3
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M0872

M0873
M0874

M0876

M0879
M0880
M0887
M0888
M0897

M7001

M7002
M7010
M7018
M7019

M7020
M7046

M7047

M7050

M7052

M7064

M7072

M7077

Monoclonal Mouse Anti-Human Beta-Amyloid
Clone 6F/3D

Monoclonal Mouse Anti-Human Neuron-Specific
Enolase Clone BBS/NC/VI-H14

Monoclonal Mouse Anti- Sarcomeric Actin Clone
Alpha-Sr-1

Monoclonal Mouse Anti-Human CD68 Clone
PG-M1

Monoclonal Mouse Anti- Proliferating Cell
Nuclear Antigen Clone PC10

Monoclonal Mouse Anti-Human Leukaemia,
Hairy Cell Clone DBA.44

Monoclonal Mouse Anti-Human BCL2
Oncoprotein Clone 124

Monoclonal Mouse Anti-Human Cytokeratin 19
Clone RCK108

Monoclonal Mouse Anti- Epstein-Barr Virus,
LMP Clones CS. 1-4

Monoclonal Mouse Anti-Human p53 Protein
Clone DO-7

Monoclonal Mouse Anti-Human Cytokeratin 10
Clone DE-K10

Monoclonal Mouse Anti-Human Cytokeratin 18
Clone DC 10

Monoclonal Mouse Anti-Human Cytokeratin 7
Clone OV-TL 12/30

Monoclonal Mouse Anti-Human Cytokeratin 20
Clone Ks20.8

Monoclonal Mouse Anti- Vimentin Clone Vim
3B4

Monoclonal Mouse Anti- Cytokeratin 17 Clone
E3

Monoclonal Mouse Anti-Human Estrogen
Receptor a Clone 1D5

Monoclonal Mouse Anti-Human CD79a Clone
JCB117

Monoclonal Mouse Anti-Human Mast Cell
Tryptase Clone AA1

Monoclonal Mouse Anti- Enterovirus Clone 5-
D8/1

Monoclonal Mouse Anti-Human
Carcinoembryonic Antigen Clone 1I-7

Monoclonal Mouse Anti-Human Plasma Cell
Clone VS38c
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M7082

M7103

M7157
M7158
M7165
M7191
M7195

M7196

M7202
M7203
M7211

M7228
M7235

M7237
M7239

M7240

M7245

M7254
M7255

M7257
M7259

M7260

M7262

Moncoclonal Mouse Anti-Human CD44,
Phagocytic Glycoprotein-1 Clone DF1485

Monoclonal Mouse Anti-Human CD8 Clone
C8/144B

Monoclonal Mouse Anti-Human Follicular
Dendritic Cell Clone CNA.42

Monoclonal Mouse Anti-Human Hepatocyte
Clone OCH1E5

Monoclonal Mouse Anti-Human CD34 Class Il
Clone QBENd 10

Monoclonal Mouse Anti-Human Placental
Alkaline Phosphatase Clone 8A9

Monoclonal Mouse Anti-Human CD246, ALK
Protein Clone ALK1

Monoclonal Mouse Anti-Human Melan-A Clone
A103
Mo a Hu p21WAF1/Cip1, Clone SX118

Mo a Hu p27Kip1, Clone SX53G8

Monoclonal Mouse Anti-Human BCL6 Protein
Clone PG-B6p

Monoclonal Mouse Anti-Human CD138 Clone
MI15

Monoclonal Mouse Anti-Human Granzyme B
Clone GrB-7

Monoclonal Mouse Anti-Human Cytokeratin 5/6
Clone D5/16 B4

Monoclonal Mouse Anti-Human Epidermal
Growth Factor Receptor Clone E30

Monoclonal Mouse Anti-Human Ki-67 Antigen
Clone MIB-1

Monoclonal Mouse Anti-Human Calretinin Clone
DAK-Calret 1

Monoclonal Mouse Anti-Human CD3 Clone
F7.2.38

Monoclonal Mouse Anti-Human CD7 Clone
CBC.37

Monoclonal Mouse Anti-Human Thyroid
Peroxidase Clone MoAb47

Monoclonal Mouse Anti-Human MUM1 Protein
Clone MUM1p

Monoclonal Mouse Anti-Human BCL10 Protein
Clone 151

Monoclonal Mouse Anti-Human Laminin-5,
Gamma-2 Chain Clone 4G1
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M7263
M7271
M7279

M7293

M7294
M7296

M7303
M7304
M7305

M7307

M7308
M7309
M7310
M7312
M7313
M7314

M7315

M7316
M7317
PO141
P0160
P0161
P0163

P0212

Monoclonal Mouse Anti-Human MCM3 Protein
Clone 101

Monoclonal Mouse Anti-Human CD57 Clone
TBO1

Monoclonal Mouse Anti-Human LAT Protein
Clone LAT-1

Monoclonal Mouse Anti-Human Tissue Inhibitor
of Metalloproteinases 1 Clone VT7

Monoclonal Mouse Anti-Human uPAR Clone R4

Monoclonal Mouse Anti-Human CD19 Clone LE-
CcD19

Monoclonal Mouse Anti-Human ZAP-70 Clone
2F3.2

Monoclonal Mouse Anti-Human CD56 Clone
123C3

Monoclonal Mouse Anti-Human Nucleophosmin
Clone 376

Monoclonal Mouse Anti-Human B-Cell-Specific
Activator Protein Clone DAK-Pax5

Monoclonal Mouse Anti-Human CD10 Clone
56C6

Monoclonal Mouse Anti-Human CD2 Clone
AB75

Monoclonal Mouse Anti-Human CD4 Clone
4B12

Monoclonal Mouse Anti-Human CD23 Clone
DAK-CD23

Monoclonal Mouse Anti-Human MUC2 Clone
CCP58

Monoclonal Rabbit Anti-Human ERG Clone
EP111

Monoclonal Mouse Anti-Human Synaptophysin
Clone DAK-SYNAP

Monoclonal Mouse Anti-Human MUCS5AC Clone
CLH2

Monoclonal Mouse Anti-Human p63 Protein
Clone DAK-p63

Polyclonal Rabbit Anti- Guinea Pig
Immunoglobulins/HRP

Polyclonal Rabbit Anti- Goat
Immunoglobulins/HRP

Polyclonal Rabbit Anti- Mouse Immunoglobulins/
HRP

Polyclonal Rabbit Anti- Sheep Immunoglobulins/
HRP

Polyclonal Rabbit Anti-Human IgA, 1gG, IgM,
Kappa, Lambda/HRP
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P0214
P0215
P0216
P0217

P0226
P0260

P0397
P0399

P0447
P0448
P0449

PR701

PR702

PR703
PR704
PR706

PT200
Q0102

Q0121
Q0122
Q0149
Q0326

Q0327
Q0328
Q0329

Q0330
Q0331
Q0332
Q0333

Polyclonal Rabbit Anti-Human IgG/HRP
Polyclonal Rabbit Anti-Human IgM/HRP
Polyclonal Rabbit Anti-Human IgA/HRP

Polyclonal Swine Anti- Rabbit Immunoglobulins/

HRP
Polyclonal Rabbit Anti-Human Von Willebrand
Factor/HRP

Polyclonal Rabbit Anti- Mouse Immunoglobulins/

HRP
Streptavidin/HRP

Polyclonal Swine Anti- Rabbit Immunoglobulins/

HRP

Polyclonal Goat Anti- Mouse Immunoglobulins/
HRP

Polyclonal Goat Anti- Rabbit Immunoglobulins/
HRP

Polyclonal Rabbit Anti- Goat
Immunoglobulins/HRP

Monoclonal Mouse Anti-Human CD45,
Leucocyte Common Antigen/PerCP Clone 2D1

Monoclonal Mouse Anti-Human CD3/PerCP
Clone UCHT1

Monoclonal Mouse Anti-Human CD19/PerCP-
Cy5.5, Clone HD37

Monoclonal Mouse Anti-Human
Myeloperoxidase/PerCP-Cy5.5, Clone MPO-7

Monoclonal Mouse Anti-Human CD34/PerCP-
Cy5.5, Clone BIRMA-K3

PT Link

Polyclonal Rabbit Anti-Human Alpha-2-
Macroglobulin
Polyclonal Rabbit Anti-Human Ceruloplasmin

Polyclonal Rabbit Anti-Human Fibrinogen
Polyclonal Rabbit Anti-Human Fibronectin
Polyclonal Rabbit Anti-Human Orosomucoid
(Alpha-1-Acid Glycoprotein)

Polyclonal Rabbit Anti-Human Transferrin
Polyclonal Rabbit Anti-Human Albumin

Polyclonal Rabbit Anti-Human C-Reactive
Protein
Polyclonal Rabbit Anti-Human Haptoglobin

Polyclonal Rabbit Anti-Human IgG
Polyclonal Rabbit Anti-Human IgA
Polyclonal Rabbit Anti-Human IgM
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Q0362
Q0363

Q0368
Q0369
Q0495

Q0496
Q0497
Q0498

Q0499

R0436
R0437
R0439
R0480

R0715
R0745
R0805
R0806
R0807
R0808
R0810

R0811

R0842

R0843

R0848

R0864

Polyclonal Rabbit Anti-Human Prealbumin
(Transthyretin)

Polyclonal Rabbit Anti-Human Alpha-1-
Antitrypsin

Polyclonal Rabbit Anti-Human C3c Complement
Polyclonal Rabbit Anti-Human C4c Complement

Polyclonal Rabbit Anti-Human Alpha-1-
Microglobulin
Polyclonal Rabbit Anti-Human Apolipoprotein A-I

Polyclonal Rabbit Anti-Human Apolipoprotein B

Polyclonal Rabbit Anti-Human Kappa Light
Chains

Polyclonal Rabbit Anti-Human Lambda Light
Chains

Polyclonal Rabbit Anti-Human Kappa Light
Chains/RPE Rabbit F(ab")2

Polyclonal Rabbit Anti-Human Lambda Light
Chains/RPE Rabbit F(ab')2

Polyclonal Rabbit Anti- Mouse Immunoglobulins/
RPE, Rabbit F(ab')2

Polyclonal Goat Anti- Mouse Immunoglobulins/
RPE, Goat F(ab')2

Monoclonal Mouse Anti-Human CD13/RPE
Clone WM-47

Monoclonal Mouse Anti-Human CD33/RPE
Clone WM-54

Monoclonal Mouse Anti-Human CD4/RPE Clone
MT310

Monoclonal Mouse Anti-Human CD8/RPE Clone
DK25

Monoclonal Mouse Anti-Human CD2/RPE Clone
MT910

Monoclonal Mouse Anti-Human CD19/RPE
Clone HD37

Monoclonal Mouse Anti-Human CD3/RPE Clone
UCHT1

Monoclonal Mouse Anti-Human CD25,
Interleukin-2 Receptor/RPE Clone ACT-1

Monoclonal Mouse Anti-Human CD5/RPE Clone
DK23

Monoclonal Mouse Anti-Human CD45R0/RPE
Clone UCHLA1

Monoclonal Mouse Anti-Human CD10/RPE
Clone SS2/36

Monoclonal Mouse Anti-Human CD14/RPE
Clone TUK4
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R5111
R5112

R7000
R7012

R7013

R7014
R7058

R7061

R7078

R7086

R7087

R7108

R7125

R7127
R7144

R7145
R7159
R7188

R7189

R7209
R7219

R7229

Polyclonal Rabbit Anti-Human IgM/RPE, Rabbit
F(ab')2

Polyclonal Rabbit Anti-Human IgD/RPE, Rabbit
F(ab")2

Monoclonal Mouse Anti-Human HLA-ABC
Antigen/RPE Clone W6/32

Monoclonal Mouse Anti-Human CD16, Fc
Gamma Receptor III/RPE Clone DJ130c

Monoclonal Mouse Anti-Human CD20/RPE
Clone B-Ly1

Monoclonal Mouse Anti-Human CD42b, Platelet
Glycoprotein Ib/RPE Clone AN51

Monoclonal Mouse Anti-Human CD41, Platelet
Glycoprotein IIb/RPE Clone 5B12

Monoclonal Mouse Anti-Human CD22/RPE
Clone 4KB128

Monoclonal Mouse Anti-Human CD235a,
Glycophorin A/ RPE Clone JC159

Monoclonal Mouse Anti-Human CD45RA/RPE
Clone 4KB5

Monoclonal Mouse Anti-Human CD45,
Leucocyte Common Antigen/RPE Clone T29/33

Monoclonal Mouse Anti-Human CD23/RPE
Clone MHM®6

Monoclonal Mouse Anti-Human CD34 Class
III/RPE Clone BIRMA-K3

Monoclonal Mouse Anti-Human CD56/RPE
Clone MOC-1

Monoclonal Mouse Anti-Human CD38/RPE
Clone AT13/5

Monoclonal Mouse Anti-Human CD117, ¢-
kitYRPE Clone 104D2

Monoclonal Mouse Anti-Human CD79acy/RPE
Clone HM57

Monoclonal Mouse Anti-Human CD103, Mucosa
Lymphocyte Antigen/RPE Clone Ber-ACT8
Monoclonal Mouse Anti-Human CD1a/RPE
Clone NA1/34

Monoclonal Mouse Anti-Human
Myeloperoxidase/RPE Clone MPO-7
Monoclonal Mouse Anti-Human CD64, Fc
Gamma Receptor I/RPE Clone 10.1
Monoclonal Mouse Anti-Human CD138/RPE
Clone MI15

Page 29 of 34

2018 January 18



(',Da ko

Agilent Pathology Solutions

R7251

R7267

R7272
R7277

S2002
52005

S2006
52007
S2008
52011

52019
S2020
S2022
S2023
S2031
S2032
52361

52364
S2366
S2367
52368

S2369

S2375

S2452
SKO001
SK108
SK109
TCO051
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Monoclonal Mouse Anti-Human CD56/RPE
Clone C5.9

Monoclonal Mouse Anti-Human HLA-DR
Antigen/RPE Clone AB3

Monoclonal Mouse Anti-Human CD79R/RPE
Clone SN8

Monoclonal Mouse Anti-Human CD7/RPE Clone
CBC.37

Dako Pen, for Inmunocytochemistry

Dako Turbidimetry/Nephelometry Dilution Buffer
1

Dako Turbidimetry/Nephelometry Reaction
Buffer 3

Dako Turbidimetry/Nephelometry Reaction
Buffer 1

Dako Turbidimetry/Nephelometry Reaction
Buffer 2

Dako Turbidimetry/Nephelometry Reaction
Buffer 4

Dako REAL Proteinase K (40x)

Dako REAL Hematoxylin

Dako REAL Antibody Diluent

Dako REAL Peroxidase-Blocking Solution
Dako REAL Target Retrieval Solution (10x)
Dako REAL Proteinase K Diluent

Dako Turbidimetry/ Nephelometry Reaction
Buffer 9

Easylyse Erythrocyte-Lysing Reagent
CytoCount

Dako Target Retrieval Solution, pH 9 (10x)
Dako Target Retrieval Solution, pH 9 Ready-to-
Use

DakoCytomation Target Retrieval Solution
Citrate pH 6 (x 10)

Dako Target Retrieval Solution, pH 9, (10x) (3-
in-1)

Hybridizer Humidity Control Strips

HercepTest for Automated Link Platforms
Dako DuoCISH

CISH pharmDx Kit

MultiMix Triple-Colour Reagent Anti-Human
Kappa Light Chains/FITC Anti-Human Lambda
Light Chains/RPE Anti-Human CD19/RPE-Cy5
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TC641
TC654
TC660
TC661
TC663
TC664
TC665
TC666
TC667
TC668

TC669
TC670

TC671
TC674

TC675

MultiMix Triple-Colour Reagent Anti-Human
CD8/FITC Anti-Human CD4/RPE Anti-Human
CD3/RPE-Cy5

MultiMix Triple-Colour Reagent Anti-Human
CDA4/FITC Anti-Human CD8/RPE Anti-Human
CD3/RPE-Cy5

MultiMix Triple-Colour Reagent Anti-Human
CD8/FITC Anti-Human CD4/RPE Anti-Human
CD3/APC

MultiMix Triple-Colour Reagent Anti-Human
CD16/FITC Anti-Human CD56/RPE Anti-Human
CD3/APC

MultiMix Triple-Colour Reagent Anti-Human
CD20/FITC Anti-Human CD5/RPE Anti-Human
CD19/APC

MultiMix Triple-Colour Reagent Anti-Human
CDS/FITC Anti-Human CD10/RPE Anti-Human
CD19/APC

MultiMix Triple-Colour Reagent Anti-Human
CD103/FITC Anti-Human CD11¢/RPE Anti-
Human CD19/APC

MultiMix Triple-Colour Reagent Anti-Human
CD2/FITC Anti-Human CD34/RPE Anti-Human
CD5/APC

MultiMix Triple-Colour Reagent Anti-Human
MPO/FITC Anti-Human CD79acy/RPE Anti-
Human CD3/APC

MultiMix Triple-Colour Reagent Anti-Human
TdT/FITC Anti-Human CD22/RPE Anti-Human
CD3/APC

MultiMix Triple-Colour Reagent Anti-Human
CD19/FITC Anti-Human Lambda Light
Chains/RPE Anti-Human Kappa Light
Chains/APC

MultiMix Triple-Colour Reagent Anti-Human
Plasma Cell/FITC Anti-Human Lambda Light
Chains/RPE Anti-Human Kappa Light
Chains/APC

MultiMix Triple-Colour Reagent Anti-Human
CD38/FITC Anti-Human CD56/RPE Anti-Human
CD45/APC

MultiMix Triple-Colour Reagent Anti-Human
CD38/FITC Anti-Human CD56/RPE Anti-Human
CD19/APC

MultiMix Triple-Colour Reagent Anti-Human
CD71/FITC Anti-Human CD235a/RPE Anti-
Human CD45/APC
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TC677

TC683

TC685
TC686
TC687
TC689
TC690

X0908
X0923
X0925
X0926
X0927
X0928
X0929
X0930
X0931
X0932

X0933
X0934
X0935

X0936

X0939
X0940
X0941
X0942
X0943
X0944
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MultiMix Triple-Colour Reagent Anti-Human
CD2/FITC Anti-Human CD7/RPE Anti-Human
CD3/APC

MultiMix Triple-Colour Reagent Anti-Human B
Cell (FMC7)/FITC Anti-Human CD23/RPE Anti-
Human CD19/APC

MultiMix Triple-Colour Reagent Anti-Human
CD13/FITC Anti-Human HLA-DR Antigen/RPE
Anti-Human CD117/APC

MultiMix Triple-Colour Reagent Anti-Human
CD33/FITC Anti-Human CD34/RPE Anti-Human
CD117/APC

MultiMix Triple-Colour Reagent Anti-Human
CD41/FITC Anti-Human CD34/RPE Anti-Human
CD61/APC

MultiMix Triple-Colour Reagent Anti-Human
CD19/FITC Anti-Human CD34/RPE Anti-Human
CD22/APC

MultiMix Triple-Colour Reagent Anti-Human
CD3/FITC Anti-Human CD19/RPE Anti-Human
CD45/APC

Human Serum Protein Calibrator

Human Serum C-Reactive Protein Calibrator
Human Serum C-Reactive Protein Low Control
Human Serum C-Reactive Protein High Control
Isotype Reagent Mouse IgG1/FITC

Isotype Reagent Mouse IgG1/RPE

lg Reagent Rabbit F(ab")2/FITC

lg Reagent Rabbit F(ab')2/RPE

Negative Control Mouse IgG1

MultiMix Dual-Colour Control Reagent Mouse
IgG1/FITC Mouse IgG1/RPE

Isotype Reagent Mouse IgG2a/FITC
Isotype Reagent Mouse IgM/FITC

MultiMix Dual-Colour Control Reagent Rabbit
F(ab")2/FITC Rabbit F(ab")2/RPE

Negative Control Rabbit Immunoglobulin
Fraction (Solid-Phase Absorbed)

Human Serum Protein Low Control
Human Serum Protein High Control
Isotype Reagent Mouse IgG2b/FITC
Negative Control Mouse IgM
Negative Control Mouse IgG2a
Negative Control Mouse IgG2b
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X0949

X0950
X0951
X0952

X0955
X0956

X0957

X0958
X0961
X0962
X0968
X0973
X0974
X0975
X0976
X0977
X0978

X0979

X0998
X7909
X7912

X7913
Y5200
Y5202

Y5400
Y5401
Y5402
Y5403
Y5404
Y5405
Z0097

MultiMix Dual-Colour Control Reagent Mouse
IgG1/FITC Mouse IgG2a/RPE

Isotype Reagent Mouse 1gG2a/RPE

Isotype Reagent Mouse IgG2b/RPE

MultiMix Dual-Colour Control Reagent Rabbit
F(ab")2/FITC Mouse IgG1/RPE

Isotype Reagent Mouse IgG1/RPE-Cy5
MultiMix Triple-Colour Control Reagent Mouse
IgG1/FITC Mouse IgG1/RPE Mouse IgG1/RPE-
Cy5

M{lﬁiMiX Triple-Colour Control Reagent Rabbit
F(ab')2/FITC Rabbit F(ab')2/RPE Mouse
IgG1/RPE-Cy5

Human Serum Lipoprotein Calibrator

Human Serum Lipoprotein Low Control
Human Serum Lipoprotein High Control
Isotype Reagent Mouse IgG1/APC

Cystatin C Control Set

Cystatin C Calibrator

Human Urine Protein Calibrator

Human Urine Protein Low Control

Human Urine Protein High Control

MultiMix Triple-Colour Control Reagent Mouse
IgG1/FITC Mouse IgG1/RPE Mouse IgG1/APC

MultiMix Triple-Colour Control Reagent Mouse
IgG1/FITC Rabbit F(ab")2/RPE Rabbit
F(ab")2/APC

lg Reagent Rabbit F(ab')2/APC

Isotype Reagent Mouse IgG1/PerCP

Cystatin C Calibrator (ERM-DA471/IFCC
Standardized)

Cystatin C Control Set (ERM-DA471/IFCC
Standardized)

Epstein-Barr Virus (EBER) PNA Probe/
Fluorescein

Kappa and Lambda (mRNA) PNA Probes/
Fluorescein

ETV6 FISH DNA Probe Split Signal

MLL FISH DNA Probe Split Signal

TCF3 FISH DNA Probe Split Signal

BCR FISH DNA Probe Split Signal

TLX3 FISH DNA Probe Split Signal

SIL-TAL1 FISH DNA Probe Sub-Deletion Signal

Polyclonal Rabbit Anti- Laminin
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Z0196
20259
Z0311
20334

20420
Z5116

Polyclonal Swine Anti- Rabbit Immunoglobulins
Polyclonal Rabbit Anti- Mouse Immunoglobulins
Polyclonal Rabbit Anti- S100

Polyclonal Rabbit Anti- Glial Fibrillary Acidic
Protein
Polyclonal Goat Anti- Mouse Immunoglobulins

Polyclonal Rabbit Anti- PGP 9.5
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